COVID Vaccine VAERS Reports for Paralysis / Palsy - May 7,2021
Vaccine
Manufacturer

VAERS ID

Age

Onset
Interval

COVID19 VACCINE

JANSSEN

1083549-1

65+ years

0 days

COVID19 VACCINE

JANSSEN

1084138-1

30-39 years

0 days

COVID19 VACCINE

JANSSEN

1091005-1

18-29 years

0 days

Notes Vaccine Type

COVID19 VACCINE

JANSSEN

1097281-1

40-49 years

0 days

COVID19 VACCINE

JANSSEN

1098020-1

40-49 years

0 days

COVID19 VACCINE

JANSSEN

1105944-1

18-29 years

0 days

COVID19 VACCINE

JANSSEN

1109160-1

30-39 years

0 days

COVID19 VACCINE

JANSSEN

1117632-1

60-64 years

0 days

COVID19 VACCINE

JANSSEN

1131797-1

65+ years

0 days

COVID19 VACCINE

JANSSEN

1133648-1

40-49 years

0 days

Adverse Event Description
Bleeding and pain at injection site; Droopy left side of face, pain in upper left jaw, below left eye, upper left
arm and left shoulder/neck; Transient headache and pain in left leg with ankle swelling.
Unknown vaccine information dose given outside of presenting facility. Facial numbness and droop that
began after Janssen COVID vaccine. Patient also with panic attack.
12 hours post vaccine - muscle pain, difficulty moving, headache. A few hours later - chills, sweats, fever of
101.0, continued muscle pain and headache, throbbing pains
Bell's palsy symptoms within an hour after receiving vaccine injection: consisted of right-sided facial
numbness, right-sided eyelid droop, right-sided mouth turn, right-sided tightness in neck muscle, pressure
behind right eye, headache, loss of balance, difficulty speaking. The injection was at 3:15 pm and started
with arm soreness and stinging, a slight headache, and some tingling in my right hand while waiting 15
minutes after the shot, I had also felt a sensation going up the right side of the back of my neck almost
immediately after the injection. The Bell's palsy symptoms started by 4:00 pm. I had a low-grade temp that
evening of 99.9. I emailed my neurologist who I see for migraines, of my symptoms. The following morning
on 03-10-2021 I woke with a severe migraine, fullness in my right ear, more pressure behind my right eye
and it is watery, with new ringing in both ears, louder in the right ear. Still residual numbness and
drooping of right side of face and eye, tightness in right side neck muscle in front, and speaking better.
Woke up on Thursday morning 03-11-2021 with flu symptoms and migraine gone. Eye pressure still there
and now having significant pain moving my eye and now more feeling of fullness in my right ear. Eye pain
was concerning. Dr advised me at this time if symptoms have continued or gotten worse to go to the
emergency room. Today, Saturday 03-13-2021, I am still experiencing moderate eye pain behind/above my
right eye with pressure. I am continuing to treat the pain with oxycodone prescribed by ER Physician.
Pt dizzy after IM shot @ 1200. Felt hot and tingly in legs. 1215 - Nausea, BP 143/90. 1230 - increasing
dizziness and headache. 1300 - vomited x 7. 1309 - pt complained of throat pressure and increased vomiting.
50mg IM benadryl given. EMS called and Pt taken to hospital for evaluation.
PATIENT HAD A SEIZURE ABOUT 45 MINUTES AFTER GETTIN THE VACCINE. PATIENT'S EYES ROLLED BACK
AND STARTED FOAMING AT THE MOUTH. PATIENT HAD BEEN SEIZURE-FREE FOR 3 YEARS PRIOR TO
GETTING THE VACCINE.
Special needs client received an Janssen covid19 vaccination to left deltoid, within 10 min of receiving
vaccine , client developed a rash at the site if inj. and he neck. She was itching. She also experienced some
bells palsy or drooping of her face on the right side. She was coherent and responsive the whole time Adult
dose of Benadryl was give immediately and within 15 minutes the rash was going away. resolving. client
was feeling better and released to home with her mother
Joint muscle pain, twitching of lips on the left side, (minor) My niece had a severe reaction of twitching on
both sides of face for 5-6 days, now she has right side drooping
Right Unilateral Cranial Nerve 7 Paralysis, 6 hours after administration of vaccine, associated symptoms
included diarrhea, emesis Treatment included prednisone and valacylovir
Started with a cramp feeling next to my left shoulder blade, Then the feeling moved up my left side of my
neck (like I had slept wrong) and began giving me a headache. Because of this, I was getting nauseous and
fever spikes. Then about 3:30am, I had water like diarrhea. After that, I started to feel dizzy (I was fine as
long as I still) with cold chills along with being very tired. When I got home, I took some Ibuprofen and took
a nap (4 hour nap). Began to feel much better. When I woke up, I felt better but still had a stiffness in my
shoulder blade area and left side neck.

COVID19 VACCINE

JANSSEN

1139453-1

40-49 years

0 days

COVID19 VACCINE

JANSSEN

1140111-1

30-39 years

0 days

COVID19 VACCINE

JANSSEN

1142466-1

18-29 years

0 days

COVID19 VACCINE

JANSSEN

1153380-1

40-49 years

0 days

COVID19 VACCINE

JANSSEN

1154689-1

30-39 years

0 days

COVID19 VACCINE

JANSSEN

1159539-1

40-49 years

0 days

COVID19 VACCINE

JANSSEN

1172954-1

18-29 years

0 days

3/11/21 Left side of face went numb, jaw pain, felt like electric bolts through head, involuntary muscle
contacting in face (both sides), Jittery, Eye twitching, headache. Ear pain. 3/12 -3/13/21 Face numbness got
worse, left side started to droop. Muscle soreness in left arm, headache, tired. 3/14/21 ER visit to rule out
Stroke. Diagnosed with Bells Palsey. 3/15-3/17/21 Left side of face still numb, pain/muscle spasms come and
go. 3/18/21 Woke up with skin hypersensitive- feels like I have a severe sun burn from my neck to waist
area, swollen glands, eye twitching, lips, tongue and throat swelled up. Severe jaw and ear pain, trouble
breathing. Face still tingly/numb. Legs became extremely sore and heavy feeling, hard to walk. Called Drput on Prednisone (60mg and decreasing) and an anti-viral. 3/19/21 Same symptoms as previous day plus
stomach area began to hurt/burning sensation- like all my organs were inflammed. Uncomfortable pain in my
right side. Took first dose of meds this am. 3/20/21 Extreme jaw/ear pain, clenching feeling, loss of strength
on the left side of my face Symptoms tapered off fir a few days, face numbness decreased and swelling
seemed to improve. 3/25/21 Woke up with Skin burning again and glands in neck swollen. Called Dr- placed
back on a higher dose of Predisone . At night, throat and tongue swelled up 3/26/21 Tongue and throat
swelling, still facial tingling and numbness
had syncope approx. 15 mins after injection - after pt aroused she was noted to right have facial droop,
slurred speech, dysarthria, 2/5 strength to RLE, 4/5 strength to RUE.
Janssen COVID-19 Vaccine EUA Muscle pain from lower back down. Lasted 24 hours. Started 7-8 hours after
shot. Hurt to walk and sit. Chills. Started 7-8 hours after shot. Lasted 3 hours. Headache. Started 7-8 hours
after shot. Headache still going strong 3 days later. Arm pain. Started right away and is still painful after 3
days. Tiredness. Started 7-8 hours after shot. Lasted 2 days.
Numbness of entire arm within 15 minutes of vaccination, shoulder to fingertips. Numbness remained for
over 24 hours. First 48 hours, fever, chills, body aches, headache, debilitating fatigue After 24 hours,
increasing mild Bell?s palsy facial tingling and numbness. Some difficulty speaking for 24 hours. Mild Bell's
palsy for two full weeks without cessation, concentrated in the right side of face. In third week, less
frequent, but still present.
Within a couple of minutes of receiving the injection I experienced pain and numbness in my left arm down
through my hand. These symptoms are consistent with what I experience during a migraine. Approximately
10 minutes after receiving the vaccine the pain expanded to my neck and face on the left side, soon after
followed by a mild headache. Over the course of the day, within a couple of hours of vaccination, my
headache remained mild but expanded to a general head pain that wasn?t confined to just one location. Also
around this time I began experiencing neck muscle soreness and became very tired. It is now approximately
10 hours post vaccination and I still have a mild headache. Migraine symptoms still present but not as
notable. I feel run down, tired, an overall sense of malaise, and have full body mild muscle soreness. No
medications or treatments used so far to treat these symptoms.
immediately felt tingling in left arm (like ben gay), then after about 10 min felt go into neck and and cheek.
A little light headed. At 15 minutes asked nurse if normal. Then started sweating. left hand turned purple.
Dont really remember anything else. Went unconscious. Remember them yelling Code something and Cardiac
arrest. Taken to ER. Think they may have said anaphalatic shock. I think they gave me epinepherine. Had
paralysis in left hand when i woke up for a few minutes. Blood work and EKG were normal. Went home
within a couple of hours. Light-headed two days later still. Saw doctor two days after. Blood pressure is high.
Little bit of fatigue and brain fog.
patient stated she began to develop blurry vision as well as arm soreness. began to breathe heavily due to
panic and stated there was numbness going down her left leg. 911 was called and symptoms began to
resolve as ambulance arrived.

COVID19 VACCINE

JANSSEN

1178107-1

18-29 years

0 days

COVID19 VACCINE

JANSSEN

1180327-1

18-29 years

0 days

COVID19 VACCINE

JANSSEN

1183606-1

40-49 years

0 days

COVID19 VACCINE

JANSSEN

1185249-1

30-39 years

0 days

COVID19 VACCINE

JANSSEN

1185466-1

18-29 years

0 days

COVID19 VACCINE

JANSSEN

1190467-1

30-39 years

0 days

COVID19 VACCINE

JANSSEN

1191017-1

18-29 years

0 days

COVID19 VACCINE

JANSSEN

1193804-1

40-49 years

0 days

COVID19 VACCINE

JANSSEN

1195751-1

40-49 years

0 days

COVID19 VACCINE

JANSSEN

1195845-1

40-49 years

0 days

COVID19 VACCINE

JANSSEN

1196075-1

50-59 years

0 days

Employee came at 1:30 to get vaccinated. Three to five minutes after administering the Johnson & Johnson
vaccine, I asked the patient if he is feeling ok because he seemed nervous and sweaty. He responnded ""yes,
but I have a mental anxiety from vaccines, needls, doctors"". one minute later he started complaining of pain
in his left arm and feeling weak. . He then asked to sit on the floor and said that he can hardly breath, and
lost vision. I administered Epipen injection to his left thigh while the store director was calling 911. He then
complained about not being able to move his hand fingers. The ambulance came and took him to the ER.
later in the day, his manager said that he spoke to hid family and they told him that he has been having
anxiety from doctors, needls, and shots ever since he was little. He is feeling better now and the hospital will
keep him for tomorrow.""
uncontrollable laughing and crying, nausea and vomiting especially when standing, feeling of going to pass
out and lightheadedness, very red, swollen, and flushed face and ears, eyes were droopy, barely had feeling
in face and had a hard time moving jaw. Extreme back pain and facial pain, feeling of shakiness, face turned
white like was going to vomit or pass out. Very cold feeling all over but was drenched in sweat. Very tired.
Small Cold Sore began to appear on bottom lip midday - 1/2pm Fatigue hit hard - 4pm Fever/chills - 7pm
Numbness and mild paralysis on left side of face - 11pm
Taste of medicine in mouth/throat - 1:30pm Swelling and numbing of right side of face begins - 2:30pm
Benadryl taken - 2:53pm Numbing spread to both sides of throat, difficulty swallowing - 3:15pm 24/7 Nurse
Hotline at Medical Center called - 3:16pm Nurse hotline advised to call 911 immediately Paramedics arrive 3:23pm Bell?s palsy symptoms begin - 3:25pm Transported via ambulance to Emergency Room - 3:26pm
Bell?s palsy worsens, facial contractions continue Prednisone given in emergency room Prescription of
Methylprednisolone Tablets, USP is prescribed for 6 days, 21 pills, 4mg each Continue use of 25mg of
Benadryl as needed Follow up with neurologist recommended and scheduled for 04/09/2021 Day 2,
04/08/2021 - slept off and on, felt terrible, facial twitching, forehead pain from twitching, right eye
uncomfortable. Day 3, current day, waiting to see neurologist, right eye pain increasing and blurriness of
vision in that eye.
I started experiencing side effects about 6 hours after receiving the vaccine. I experienced chills, sweating,
99.5 fever, headache, head pounding, dizziness, nausea, tiredness, sore body, sore left arm, and had trouble
sleeping. I took two Motrin pills and felt a little better and was able to sleep. In the morning, I woke up
tired, sweating, had a sore left arm and sore body so I took two more Motrin pills and am feeling mostly
better. Fever, headache, head pounding, dizziness, and nausea are gone.
Lips started tingling, Left side of face felt droopy but did not look droopy to others, Sweating then extreme
cold, face was red, dizzy, head pain on the left side and mottling of the hands. When I got home my lymph
node in my neck swelled up on the left side and remains swollen today. Teeth also hurt after eating
anything. Extreme tiredness and nausea.
Temporary paralysis in limbs and trouble breathing. Started as tingling and numbness in body. Both lasted
for 5-10 minutes and then went away
8 hours later , I had 101 fever , shivers , nausea and full on body aches . Since feeling so bad , next day I had a
thc gummy to help with pain . That night , I could not move my legs ... a paralysis feeling went from feet to
face . Half of my fave was crooked and I could barely talk .
First day usual symptoms, headache , body aches, fever,chills, nausea, sweating. Second day, body aches,
headache, heart palpitations . Until day 11 extreme body aches concentrated on lower back sacrum and
thighs. Day 13 still having body aches but they have lessened slightly .
Chills, low grade temperature, headache, very tired, arm soreness for days, body aches, bloody nose(the day
after vaccine I had pinkish discharge from left side of nose that lasted 8 days. On day 11 I had a bloody nose
on right side that took approx 15 minutes to stop. Also starting day after vaccine, breast tenderness and
fullness in both breasts..have had this everyday since and still have this.
I have had headaches everyday since having the vaccine. I have been treating it with Tylenol as instructed
by store.

COVID19 VACCINE

JANSSEN

1196476-1

18-29 years

0 days

COVID19 VACCINE

JANSSEN

1196754-1

60-64 years

0 days

COVID19 VACCINE

JANSSEN

1196970-1

40-49 years

0 days

COVID19 VACCINE

JANSSEN

1197228-1

30-39 years

0 days

COVID19 VACCINE
COVID19 VACCINE

JANSSEN
JANSSEN

1197926-1
1198864-1

65+ years
18-29 years

0 days
0 days

COVID19 VACCINE

JANSSEN

1199094-1

18-29 years

0 days

COVID19 VACCINE

JANSSEN

1199334-1

60-64 years

0 days

COVID19 VACCINE

JANSSEN

1199685-1

30-39 years

0 days

COVID19 VACCINE

JANSSEN

1200545-1

30-39 years

0 days

COVID19 VACCINE
COVID19 VACCINE

JANSSEN
JANSSEN

1200869-1
1201912-1

30-39 years
40-49 years

0 days
0 days

-4 PM: intense headache -11:30 PM chills, uncontrollable vomiting -1:00 AM dizzy, fading consciousness, fullbody tingling, paralysis and stiffness of legs, difficulty breathing -2:30 AM entered ER: blood tests, Tylenol, 2
IVs -7:00 AM discharged from ER -symptoms persisted the next two days, slept most of the day
Patient experienced numbness in peripheral extremities and lips, headache, hypertension, neck stiffness,
tremor, and blurred vision
Injection site reactions: pain, redness, and swelling, hot skin lasting longer than 6 days General reactions:
Headache, fever, nausea, stiffness of the neck, muscle aches, fatigue, fast heart rate, dizziness
30 year old femail received Janssen vaccine Lot# 1808982 exp: 6/23/21 at approximately 3pm in the left
deltoid. Immediately after being vaccinated, pt. requested to remain seated. The nurse noted that the pt.
was getting pale so she suggested the pt. take off the surgical mask to get some air. Before pt. had a chance
to take off the mask she lost consciousness. Together with another nurse patient was lowered onto the
floor. Pt. regained consciousness for 30-45 seconds and then began to have seizure like activity. Her eyes
rolled back and her body became stiff and began a jerking motion. 911 was called. This seizure like activity
lasted 4-6 seconds at which time pt. regained consciousness and immediately sat up. Pt was pale and
diaphoretic. BP 98/64, HR 78, Pulse Ox 99%. Pt vomited multiple times. Ice was applied to the posterior
neck and a cold compress to the forehead . EMS arrived and took vitals: BP 78/40. Pt. was aware of person,
place and situation. Pt. was taken to Hospital accompanied by her husband. Pt was called by me Friday and
she was home. All tests showed no sign of having a seizure.
right arm numbness, right facial drooping, weakness
Fever, Muscle Aches, Headache, Fatigue
Patient fainted and had seizure like symptoms with eyes rolling back in head, clamminess, sweating, severe
stomach cramps, blurred vision, and temporary loss of hearing
Within first hour: pain at vaccination site, headache and left neck/shoulder ache, worser headache, numbness
and tingling on left side of face and jaw (sort of like novocaine?) spreading down left arm, increasing severity
of headache, nausea, tiredness. Throughout pm: chills, body aches, decreasing numbness on left side
face/arm, increased fatigue. Took 2 acetamenaphen extra strength Throughout night: severe chills,
headache, body and muscular pain. Day 2: frequent and severe chills; mild fever (100.8); severe headache,
severe joint, muscle, and body aches (like flu), nausea, severe fatigue. Day 3(today): much fewer chills,
decreased nausea, some fatigue, increased pain in back along spine and down legs, cont tylenol xs
Severe headache at 12 hours, moderate muscle spasms in neck and hips at same time with chills. I have
existing inflammation in neck and hips. General moderate pain in muscles. Ended by next morning and then
significant fatigue 48 hours later. No history of any reaction to previous vaccines.
Severe chills, severe joint pain, severe muscle aches, fever, mild headache, mild nausea, fatigue. Symptoms
started the afternoon after the vaccine and got worse as the night progressed, becoming very severe around
8pm. I took generic NyQuil tablets and was able to sleep for a few hours, and was woken up after that by
joint pain. Joint pain persisted Saturday (moderate, treated by ibuprofen) and Sunday (mild, no ibuprofen
needed.)
I paralysis in arm and fingers Nerve in arm and finger
Large left-sided infarction. Patient is paralyzed from the right side

COVID19 VACCINE

JANSSEN

1203577-1

50-59 years

0 days

COVID19 VACCINE

JANSSEN

1207210-1

50-59 years

0 days

COVID19 VACCINE

JANSSEN

1207898-1

50-59 years

0 days

COVID19 VACCINE

JANSSEN

1208739-1

30-39 years

0 days

COVID19 VACCINE

JANSSEN

1208760-1

50-59 years

0 days

COVID19 VACCINE

JANSSEN

1210022-1

30-39 years

0 days

The evening following the shot - chills, sweating, muscle achiness, headache, fatigue approximately the
week prior to March 27 I was very very very fatigued. the following week still fatigued. I felt a weird
sensation near my heart that was only momentarily - like a bubble or something about 1/4 inch in length
move through a vein near my heart - I think I felt it again near my stomach a few days later - weird. and
then my face felt like I was losing sensation - like it was tingling . that lasted a little longer, like a sagging. I
thought maybe I put on weight. i was concerned and went to pharmacy to get my blood pressure taken which I have never done in my life. I am 56! They no longer do that bc of COVID - so I asked a nurse friend
to take it. She measured 124 over 60 something. that is high for me. I am typically 106/62. I checked my
records. I started running then - in case I have put on weight. I am 155 (high). But now I started getting a
constant headache about a week ago. I am in a new job - so have thought it was due to stress or I
reactivated a concussion headache. i started taking Ecotrim 2 everyday now. I am NOT an aspirin taker
and I do not get headaches. I try not to take ibuprofen for the headache. I am not sleeping. I have slept
well ALL my life up to now. I go to bed late now like 11;30 and I don't sleep. I have a lot on my mind. so it
could be that. Under a lot of stress. this just started the last week. A very new pattern. I started a new
job 3/15/21. I was drinking coffee for the first 2 -3 weeks and now am not drinking it. I don't drink much
alcohol but I have had 1 glass of wine on the weekend or beer. I run about 3 miles 2-3 times a week.
Lady had vaccine, was told it was Janssen but lot # is Moderna. She got the vaccine, the night of the vaccine
around 5:30 she got a raging headache (she does get reactions to most vaccines). She took Tylenol and her
arm did hurt. The next day she was still really hurting, her headache was really, really bad, and it stayed
until Sunday. Then on Sunday she was ok. On Monday when she went to work and her right arm went
limp, and while she was walking her right leg gave way and almost fell, grabbed hold and steadied herself.
The raging headache/migraine came back and she started getting nauseous, her lower back hurt, her upper
neck area hurt like somebody was pounding her neck. Then she got diarrhea and really really tired on
Monday and Tuesday and also had loss of appetite. Then yesterday 4/13/201 she just had the headache and
a sound in her ear, went to UC and got drops for it. Her temperature was 96.5, and her normal is 98.7, and
was told that she was really cold. Her PB was really high and the doctor took it again but it was not as high,
attributed it to anxiety. Last night the lower abdomen pain started, feeling like she was getting her period
which she has not had in over a year. She saw a little blood on her panty liner, and was thinking she was
going to have a period, but the pain is excruciating in her lower abdomen. She has also taken Tylenol off
and on for her symptoms, and feels like she is cramping. She is having hot/cold flashes as well, and has not
had these issues from menopause.
Left arm and left neck/face tingling, decreased sensation with subsequent Bell's palsy like facial asymmetry
on the left side, brain fog, dizziness with position changes, pressure in head when bending over behind the
left eye, aching pain in left arm, fullness in the anterior lower right neck, episode of visual stars, food and
drink dripping/falling out of left side of mouth, Pain in left rib cage/chest into the left back causing her to
breath shallower. ER evaluation confirmed CT finding of right superficial vein thrombosis just above the
sternoclavicular joint - see imaging report info.
Headache Muscle Ache Stomach Ache
2 weeks after vaccine, felt heavy pressure in chest, slight tingling on left side of face, in the evening broke
out in full rash on arms, legs and back. Next day chest pressure worsened, still had rash lighter in morning,
full red and itchy in evening. 3rd day slight headache, heaviness in chest. Still had rash. Tired and napping
frequently. Next nose starts hurting inside and I get sores. Headache still. Teeth start to hurt. 6th day I start
to get shooting pains to my right ear.
Six hours after injection of vaccine, I experienced nausea, moderate chills, headache, and a low fever which
lasted for 6 hours. I also had numb fingertips which lasted for around 20 minutes right after the chills really
set in. I'm not positive its related but two nights after my vaccine injection, I woke up at night because my
feet were itching and hot. They also had the pins and needles sensation and these symptoms lasted around
20 to 30 minutes. I have never had that happen before so I assume it was vaccine related.

COVID19 VACCINE

JANSSEN

1210110-1

50-59 years

0 days

COVID19 VACCINE

JANSSEN

1210718-1

30-39 years

0 days

COVID19 VACCINE

JANSSEN

1211023-1

18-29 years

0 days

COVID19 VACCINE
COVID19 VACCINE

JANSSEN
JANSSEN

1211431-1
1213052-1

18-29 years
18-29 years

0 days
0 days

COVID19 VACCINE

JANSSEN

1213142-1

18-29 years

0 days

COVID19 VACCINE

JANSSEN

1213536-1

60-64 years

0 days

COVID19 VACCINE

JANSSEN

1216357-1

40-49 years

0 days

COVID19 VACCINE

JANSSEN

1218262-1

50-59 years

0 days

COVID19 VACCINE

JANSSEN

1220300-1

40-49 years

0 days

Fever of 102 degrees starting same night as the one dose COVID Janssen vaccine along with excrutiating
headache. Took Tylenol each day of fever. Rested as headache made me very nauseas. Took Zofran for
nausea. Fever lasted four days. Sever headache lasted 5 days. Lower leg cramps plus chills with sweating
began on day 5.
After receiving my vaccine on March 14th, I started experiencing pressure in the left side of my head and
severe headache. As the days progressed, I was continuing to have severe headaches for the next couple of
weeks. I was taking exedrin Migrane medicine to try and calm it down. When I would try an work out it
was worse, it was like the pressure on the left side of my brain was expanding and it would be worse. My
legs and body did feel weak. It has slowly gone down with less and less of these headaches over the last
couple of weeks. They were definitely different than what a normal migrane feels like and very specific type
of feeling. I don't know if I have had any clots or not, but I am currently trying to get into a neurologist to
get looked at to make sure there is not something else going on. I am going to try and contact Johnson and
Johnson to see if they can help refer to a neurologist because I currently do not have health insurance.
Headache: 4.5 days - current Nasal Congestion: 4.5 days - current Fatigue: 4 days Sensitive Skin: 2 days
Nausea: 8 hours Muscle soreness: 1 day
Unconscious, loss of sight temporarily. 6 days later, light headed, faint, severe headache
Pt had fever, extreme weakness, N & V, Bell's Palsy. PT was seen by provider and sent to the ER.
Patient reported a headache to me in the temple and body aches. I advised her to get with her Dr. She saw
a provider at the urgent care and was evaluated and provided medication.
Symptoms occurred 12 hours after shot - approx 2 am. Chills all over body - hands freezing, body acheswhole body, heart racing. After approx 6 hours - developed additional symptoms of a headache - location
was back of head and severe teeth and jaw pain on right side of face. Unable to sleep all night. At noon got up and read vaccine literature to see if I could take anything for the pain. Took Extra Strength Tylenol 2 00 mg gel caps . Stayed awake for a 1/2 - pain in teeth, jaw and head got got better. Went back to bed
for 4 hours. When work up later in the afternoon - felt okay.
Numbness in left ear, side of face, and tongue Severe dizziness Pain in injection site, left arm, and shoulder
Severe headache I took Benadryl and Ibuprofen and stayed in bed for two days. Symptoms lasted for 4 days.
Extreme fatigue lasted for 10 days
Muscle Charlie horses, stomach vomiting, severe head ache (still have) pain in leg and arm, fatigued elephant
on chest, drainage in right ear started to get worse 6 days after vaccine and is getting worse each day.
Vision is hampered by head ache
I will begin by noting that I am known for high pain tolerance and have been a strong, healthy, professional
athlete for thirty years. The evening of the vaccination, I went to bed at 9pm feeling odd. By midnight, I
became paralyzed with excruciating pain throughout my torso and arms with such an extreme fever that it
felt as if my heart was going to stop. I had crushing chest pain which inhibiting my breathing ability in a way
that could only be compared to being crushed under a burning truck. The paralyzation was so intense, with
pre-existing pain multiplied by a thousand, that I couldn't even speak to alert my husband, who was right
beside me. This continued for several hours until it subsided enough for me to pass out from exhaustion. The
following day I battled residual aches throughout my torso and arms, accompanied by a mild fever. The
trauma of fearing for my life that night and over the past week, exacerbated by the news of this vaccine I
received being paused for issues related to my demographic, had made me too afraid to report my extreme
side effects until now. With the encouragement and support of my family, I have worked up the courage to
do so. It was the scariest, most intense pain and fever I have ever experienced in my life all at once and no
one I have described this to has ever heard of the severity of what happened to me.

COVID19 VACCINE

JANSSEN

1223325-1
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Facial numbness on left side of face including forehead, cheek, jaw, ear, lips, and tongue. I had a slight droop
on the l eft side of my face, mostly noticeable around the corner of my mouth. I also experienced itchiness
around the injection site. The symptoms started with numbness in the tip of my tongue about 20 minutes
after receiving the vaccine and slowly spread to the rest of my face. Approximately 5 hours after receiving
the vaccine the entire left side of my face was numb. I called a nurse hotline to find out if I should seek
medical care that night or wait until morning. They urged me to go to the ER. I went to the ER, underwent
a plethora of tests, received positive results on all of them, and was sent home with instructions to return if
my condition worsened. The doctors said I had Bell?s Palsy but had little insight as to why it had occurred. a
nurse hotline
headache, light headedness, nausea, muscle aches, joint aches, lymph node swelling, fatigue, swelling at the
injection site. All symptoms lasted about 48hrs. The swelling and bump at the injection sited lasted 1 week.
Hospitalized on 4/12/2021 [10-days after vaccination] for Hypoglossal Nerve Palsey, Neck pain on right side,
and other dysphagia. Due to brain stem electrical event on 4/12/2021. Symptom onset 4-hours after
vaccination on 4/2/2021 w/chills, headache, lightheadedness. Fever w/in 24-hours of 101.6 for 4-days.
Accompanied by nausea, chills, persistent headache, extreme fatigue, joint stiffness, and achy muscles.
patient had the J/J COVID Vaccine on 3/27. Within 5 minutes of getting the vaccine patient stated she
wasn't feeling well, she became pale and diaphoretic and was laid to the ground and feet elevated. She
stated she was nauseated, but never had any emesis. She sat up and we took her to the back of the clinic,
she stated again that she thought she was going to pass out. Placed her back on the floor where she became
pale and diaphoretic again, started to slur her speech and notice R lip droop. Squad and husband was called
Patient was transported to hospital where she was admitted for intermittent facial weakness, slurred
speech and right hemiparesis symptoms. MRI/A negative for stroke/occulision. Neuro was consulted and felt
symptoms were d/t conversion disorder/anxiety. Patient discharged to Inpatient Rehab for continued
weakness
6-48h: joint pain, fever, chills, headache, nausea, sore arm and pain around injection site, extreme pain below
knees 48h+: original symptoms subsided but developed numbness and weakness left leg and left arm 56
hours: left face partially paralyzed and/or swollen to the point where couldn?t move week. Prickly feeling
left skull. Weakness and numbness in leg and arm persisting (decreased feeling on skin on left side of the
body) 1 week: saw GP, neurologist, and sought emergent care at hospital for symptoms as doctors feared
potential small stroke. MRI, chest X-ray, and blood works all clear. Discharged same day. 1 week+: partial
facial paralysis gone, numbness and weakness in left side located to below the knee, but not present in both
legs. Pain and uncomfortable feeling in both calves when lying down .
I got Bells Palsy within 15 minutes of getting the vaccine. I noticed that my cheek was going numb, and my
eye was drooping. I stayed at the facility for 30 minutes. On the way home I couldn?t close my eye. I have
had Bell?s Palsy in 2015 and I had mostly recovered with some residual effects to my eye and my mouth was
a little droopy. It effects my eyelid, my mouth and the side of my face. Today my cheek was more numb even
though my eye seemed to be getting better. The new effects are on the right side of my face in the same
area as they were before. It has been eight days since my vaccination.
56 years old male called to report an adverse reaction after he received his jhnson and jhnson vaccine on
04/11/2021 @1230. patient reported 30 mins after receiving his vaccine he developed arm pain, diarrhea,
and chills. patient reported sinus allergies. patient reported that he takes advil for his allergies. and
amlodipine for his high blood pressure. patient was instructed to take advil to help with his symptoms.
patient was instructed to seek medical attention if the symptoms got worse.
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15 minutes after vaccine - eyes were getting puffy; lip and tongue - tingly and numb. I took Benadryl and the
symptoms went away. That night of the shot, I had a headache - (Like a bus hit me) at 07:00 PM. The
headache never went away after that. 24 hours later, I had a full body itch - I took Benadryl for that and
that helped the rash. Since that first headache - I have had headaches every day. I have had to manage it
with Tylenol and Ibuprofen and I still do. I saw my doctor 2 weeks after vaccine. My vision was going blurry
about two weeks after my vaccine is when I really noticed it. My doctor sent me to an Ophthalmologist - I
was told I had cataracts. I had my regular Optometrist - in January 2020 and nothing was noticed with
cataracts. The doctor told me to try to manage the headaches and if I have any extreme pain then to go
straight to ER.
PATIENT BROUGHT TO ED DEPARTMENT: HISTORY LIMITED TO PATIENT MENTAL STATUS CHANGES.
PATIENT PRESENTS TO THE ED AFTER BEING FOUND ROLLING AROUND ON GROUND OUTSIDE OF APT.
COMPLEX. SEVERAL HOURS INTO PATIENT STAY, HE BEGAN DROOLING. PATIENT HAD A RIGHT-SIDED
FACIAL DROOP. CT ANGIOGRAM ORDERED WHICH SHOWED A THROMBUS IN THE LEFT MCA. VACCINATION
OF JANSSEN VACCINE APPROX. 1 WEEK PRIOR TO PRESENTING PER PATIENTS MOTHER. UNKNOWN WHERE
HE RECEIVED VACCINATION. PATIENT DIAGNOSED WITH ACUTE CVA
About a week later I woke to a paralyzed arm on mu left side. I spent about a week in the hospital and
underwent just about every test imaginable and was finally released with no answer other than it was
probably a side effect of the vaccine. My arm is still paralyzed.
facial swelling, facial drooping, complaints of left ear pain Emergency department visit diagnosed with Bell's
palsy treated with valtrex prednisone
Patient developed new atypical headache after receiving vaccination which increased in severity and then
developed left lid ptosis and left mouth drooping on 4/20/2021. Imaging negative. Patient without personal
or family history of migraine. Working dx is migraine variant and had some improvement with Topamax.
Patient is a 40 y.o. female who presents for evaluation of adverse reaction to Johnson and Johnson COVID
vaccine (received on 4/11/21). She received the vaccine on April 11th, around 2:30 p.m. at 8:00 p.m. that
night she developed fever with temp 100.4¶, chills, headache, nausea and body aches. At 10:00 p.m. that
night she developed palpitations, heart racing, shortness of breath, tightness in her throat and chest. She
was unable to sleep that night. The next day on April 12th, she continued to have low-grade fever with
temp 99¶, shortness of breath, chest tightness. She reports taking a pregnancy test at home which revealed
a faint positive pink line. That night she took Tylenol which helped relieve some of her symptoms. On April
13th, she continued to have shortness of breath and chest tightness, her heart palpitations improved
slightly. She reports retaking the home pregnancy test and this time it was negative. On April 14th, she
had a same-day clinic visit, labs that day revealed slightly elevated D-dimer and normal chest x-ray. She
continued to have shortness of breath and on April 16th, she presented to the ER due to sudden onset of bad
headache, nausea, diarrhea and heart palpitations. She was discharged from the ER with close follow-up
with her primary care doctor. Her symptoms did not improve and subsequently on April 20th, she began to
have left-sided facial numbness. On April 21st, she went to the ER and was found to have left-sided facial
weakness and suspected Bell's palsy. She was admitted for further diagnostic workup (CT Brain normal, MRI
Brain normal, and MRV Brain with no evidence of venous sinus thrombosis, carotid doppler normal, MRA
Brain normal, MRI sella (pituitary) normal), and treatment was initiated with prednisone and antiviral
medications. On April 23rd she developed left arm weakness as well. She was discharged with closed follow
up with her PMD and specialists. She recently was seen by pulm Dr and scheduled for PFTs. She is nearly
completed with course of prednisone and valacyclovir, left facial weakness slightly improved but not
resolved, has follow up with neuro this week.
Immediately got headache and that headache has been present for weeks (waxes and wanes in pain and
intensity). Also dizziness which has gotten worse. Two days ago, she felt so dizzy and faint, she fell onto her
husband in the kitchen, bruising herself. She saw her MD for a checkup last week and did not mention the
symptoms to him.
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Around 4 pm I had flu like symptoms. Headache, back pain, fatigue, chills, sweats. Around 5:30 I started
feeling light-headed. I got out of bed and fainted on the floor. Laid there for a few moments. Got water. Laid
back into bed and my body completely locked up. It felt like there were pins and needles coursing through
my entire body. I couldn?t bend or move my legs. My wrists were bent down and my fingers all locked
together. I could not move them at all. I was screaming out in pain. It was the worst pain I?ve ever felt. My
roommate called 911. Paramedics arrived and took my temperature and blood pressure. They tried calming
me down. eventually I did. And my fingers and legs unlocked but I continued having a severe headache, back
pain, muscle aches and nausea. I woke up every hour of the night and threw up several times. It?s been 24
hours after the shot and I am still having headaches fatigue and muscle spasms.
Systemic: Bell's Palsy-Mild, Systemic: Confusion-Medium, Systemic: Dizziness / Lightheadness-Medium,
Systemic: Fainting / Unresponsive-Medium, Systemic: OTHER-Mild, Systemic: Flushed / Sweating-Mild,
Systemic: Shakiness-Mild, Systemic: Tinnitus-Mild, Systemic: Weakness-Mild
Rt Arm no function/ no feeling.
Weakness in the left side of face; and fatigue. 1112 am went to observe patient in her room. Laying in the
bed with left side droopiness to face. Weakness on left side only, nurse taking care of her stated just
happened. On observation it appears to be Bells Palsy reaction. No treatment at the time, Hospice nurse is
to visit her today and check on her. Staff will check on her every 30 min for the next few hours and do a
pulse oximeter check every hour for next few hours. 1205 second check on patient in room prior to staff
leaving. Patient squeezed my hand and opened her eyes on command. Pulse saturation was 95 per staff.
Patient resting comfortable with no signs of trouble breathing.
numbness on my right foot right after the injection ( it went away) 30 min after swelling of right side of my
face and droopy right eye ( swelling went away but my eye is still droopy) little body pain, head ache and
body felt warm ( took Tylenol and it all went away). I'm just a little worried about my eye. Not sure how
long it will take this to go away. I didn't take any allergy med because I'm not sure if I can.
12/28/2020 flushed neck to face and R side face paralysis (duration for 30 minutes). symptoms resolved and
pt feeling better No further symptoms to report
Immediately after getting the vaccine she complained of headache. She had warm feeling at injection site
She H/A Thursday, Friday and Saturday at mid-day her boyfriend called and said weakness in Right arm
right face droop, no speech she was taken to the ER at 1 pm approximately. She was admitted and was dx
was CVA . 2 TIA on left side of brain. Stopped Birth control and physician said it could be a combination of
both birth control and vaccine.
Bell?s Palsey about 4.5 hours after injection.
I was given vaccine on 12/29/20 at 11:45 am and at 7:00 pm my right side of face/jaw was swollen. When I
woke up on 12/30/20 at 6:00 am, the swelling was worse and traveled to right side of chin & lip. My mouth
was a little droopy and felt like I was drooling.
Approximately 5 minutes after receiving the vaccine, patient reported moderate lightheadedness with
blurred vision. In the next 10-15 minutes, patient started to report mild SOB (thought it was anxiety) and
fatigue. Patient's fatigue increased and was visible by eye droop, bilateral and some head swaying. Rapid
Response called and patient taken to the ED for observation and to be seen by a provider. Follow up call on
12/30 made. Patient reported that her symptoms continued once in the ED, but was released after several
hours because all testing completed in the ED was normal. Patient reports all symptoms have resolved
except for muscle pain in the arm she received the vaccine. Patient contacted her primary. Writer asked
patient to ensure she talks with her provider to determine if she should receive the 2nd dose.
Patient reported paresthesia the R arm/face and R sided facial droop. Patient went to primary physician
which referred patient to Emergency Dept for further evaluation. Patient diagnosed with Bells Palsy.
Weakness, headache, high level myalgias, fever, nausea, cold intolerance, shaking
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Mild Bell's Palsy, slight weakness and numbness in left side of face. Started shortly after leaving the vaccine
site, on the way home, with a tingling near my left eye. By the next morning the tingling/numbness had
spread to the left side of my face with a weakness in facial muscles. Not physically noticeable but went to my
doctor's office on 2nd day after vaccination and was diagnosed with mild Bell's Palsy.
numbness and tingling in shoulder worked up to back and front of head then to face and lips lymphnode
swollen in armpit
Patients adverse reactions started day of vaccination with right arm pain up to right ear as well as complete
tongue numbness. On 1-1-21 patient had increased Bell's Palsy symptoms including; inability to raise left
eyebrow, inability to close left eye in its entirety, teeth being numb on left side, and numbness and tingling
in left foot and left hand (from palm to fingers). ER physician prescribed on 1-1 Prednisone, Keflex and
Valtrex. Patient went to ER again on 1-2-21 with lower extremity numbness on left side that is moving
proximally toward her hip. Patient went home on 1-3-21 with an RX for Prednisone as well as Valtrex.
Symptoms have improved but have not fully resolved at this time.
Tingling in lips 10 minutes after shot administered. Progressive numbness and mild drooping to right side of
face (cheek, jaw, chin, neck, tongue, throat). Numbness in right arm down to 3rd, 4th and 5th fingers. Full
function was still intact.
Patient experienced ""something wrong with her throat"", life side of neck and face were numb, left eye was
dropping, tongue felt thick. Patient was referred to the ER but was not seen in the ER. Symptoms resolved
overnight.""
One hour after the vaccine was administered, my jaw hurt then my face went numb on both sides. I was
driving when this happened. When I arrived at home my daughter immediately told me my face had a droop
on the right side Facial numbness has continued. I notified occupational health and spoke with a Dr. He
advised to monitor and no treatment at this time
Pt presented back to clinic on 1/7/21 and shared adverse event of numbness/tingling on right side of face and
right leg (same side as vaccine was given). She was treated by PCP for potential bells palsy.
Received Moderna COVID-19 vaccine around 8:00 am on 1/4/2021. Same day in the afternoon, developed left
facial numbness and right facial weakness, which had exacerbated on the next two days. On 1/5/2021, went
to ED of Medical Center. Was evaluated by ED doctor and ED attending and was diagnosed with Bell's Palsy.
Neurology consulted. Steroids were not recommended as it would make vaccine not effective. Lyme test was
obtained (reported negative). Was discharged later on 1/5/2021 and was advised to follow up with OMS and
neurology.
I have a dr appt next week, I did have some mid numbness on the top of my leg that I have had for a while,
thought it might have been related to my knee surgery over 10 years ago, and developed leg cramps that I
contributed to my diet most recently, so not sure if this is related or just bad timing
Facial palsy, feeling cold, oral numbness
Guillain Barre syndrome/AIDP event. Paresthesia and nerve pain developed in bilateral legs 4 hours after
shot and progressed slowly for 4 days in intensity and area involved. Symptoms progressed distally to
superior. On the 5th day symptoms progressed rapidly and involved bilateral legs up to the groin, left arm
up to lateral shoulder, and right hand. I went to the hospital and was admitted to start IVIG treatment for
Guillain Barre Syndrome/AIDP.
Patient received the Moderna vaccine at County Hospital on 01/05/2021 at approx. 12 noon. She continue
her work as normal throughout the day. She began having symptoms around 1700 the same day which
consisted of left side facial decrease in sensation that continued to progress until the following day when it
plateau'd. She was seen in the office on 01/06/2021 for continue decreased sensation of the left side of face
and left eye pain. Patient had no other symptoms to mention. After assessment, the patient was diagnosed
with a very mild case of Bell's Palsy. She was started on a high tapered dose of Prednisone over the next 2
1/2 weeks.
Treated in ED the same day as vaccination for left facial tingling and numbness. Diagnosis from ED of Left 5th
nerve Transient Palsy. Resolved in 72 hours.
Significant fatigue, myalgias, nausea, headache, sore throat, arm soreness
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15-20 minutes after injection, my left arm and the left side of my face went numb. Numbness intensified over
the next 2-3 hours then subsided. Lack of taste was also noticed. The following day I woke up with tingling
and numbness in my left jaw and slight drooping of left eye and left corner of mouth.
Facial (cheek) numbness and swelling with slight face droop Swelling continued on 1/7/2021 On 1/8/2021, lip
swelling and numbness and tongue numbness By 1/9/2021 4pm, swelling and numbness resolved but chills
and muscle aches began
1/7- RECEIVED VACCINE AND REPORTED HAVING TINGLING TO LIPS (A FEW HOURS LATER), TOOK BENADRYL
AND REPORTED THAT TINGLING WENT AWAY. 1/8- REPORTED TINGLING TO LEFT OUTERLIP AND AND WENT
TO ER AND DIAGNOSED WITH BELL PALSY / FACIAL PARALYSIS AFTER EVALUATION
Thursday night shortly after the vaccine I was exhausted and headed home to go lay down. While driving, I
developed a severe headache. I went home and went to sleep really early. Friday morning, woke up, went
to work. Extreme lethargy and severe headache. Left work early (2 ish) with joint pain, headache, lethargy.
In the evening (still Friday) I went to the grocery store and walking in the parking lot to the store my joints
hurt with every step. I sent my partner in and I went back to the car. I could not do it. Went to sleep soon
thereafter. Saturday morning, we woke up and had planned to go to the cabin. We were trying to run
errands (coffee shop, post office, bank...simple errands) and I was exhausted and feeling bad. Still headache,
lethargy, achy. Assumed it was flu like which was a side effect, so I continued to press on through the
discomfort. Left for the mountains. less than 1 mile from home, started to feel tingling and ""buzzing""
throughout my body, like a vibration sort of. Stayed quiet and thought about this. Another block or two and
the feeling was in my tongue. Then I felt it in each tooth root and spoke up. I asked to go home and rest for
30 minutes before going to the cabin. At this point, I could not move my hands. We got to the house and I
could not open my car door or take off my seatbelt. I had hand paralysis for about 10 minutes. Made it in the
house. Got to the couch and laid down for about 60 seconds. Got up had to use the restroom. Solid, not
diarrhea, but took 45 minutes. Apparently, I was pale like a piece of paper. I do not remember being in the
bathroom for 45 minutes, I felt like it was 5 minutes, partner said 45 minutes. Made it back to couch, laid
down, freezing! Under 2 blankets, one of them was an electric blanket on high. Began throwing up, clear
bile. Had not eaten anything yet. Stayed on couch, also lost track of time, was there for 5 ish hours. Tried to
eat something so I could take Tylenol for the headache. Barely ate anything, so I never took the Tylenol. It
lessened. Cabin trip cancelled. Still lethargy and dizzy yesterday but no joint pain, no nausea. Now, Monday
morning, still dizzy/lightheaded. Symptoms are subsiding, but not gone.""
At the time of vaccination, a burning sensation was felt immediately upon injection. The person who injected
the vaccine proceeded to flick the plastic tubing of the syringe while it was still in my arm, escalating the
burning sensation. I let the tech know about the burning and he claimed it could be a side effect of the
medication and that I would be fine. I did not suffer any medication related side effects. Left arm stiffness
began about two hours after vaccination and after nearly 3 hours, I was completely unable to move my arm.
Loss of shoulder posture, complete arm/hand weakness and extreme arm soreness were reported for nearly
5 days. Numbness from the injection site down to the elbow is intermittent currently. Tingling down from
the shoulder joint to the fingers is constant when arm is laterally raised or when overused. The left arm is
still having trouble externally/internally rotating/raising above my head, and while lifting heavy objects. I'm
in the process of starting physical therapy/occupational therapy to regain normal strength and functioning
without the tingling or pain. An audible clicking noise is noted that was not there previously to the injection.
I am unable to exercise normally and have been functioning at a decreased work and paperwork pace at my
job as a nuclear stress technician. I have also been losing days of time at work due to various doctor's
appointments and diagnostic tests needed to identify the problem.
Bells Palsy
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Nausea, lightheadedness, and finally numbness to right side of face, slight drooping on right corner of mouth
and right side of bottom lip. It began with a tingling feeling in lip. Observing staff did not notice any swelling,
or other impairments, asked me if I had anxiety, and sent me on my way. Shortly after, it felt as if I had
gotten a shot at the dentist, and had the tingling numbness left over on the right side of my face. About 4
hours later, my bottom lip and right side of my mouth drooped slightly, but I could still smile, talk, raise my
arm, so there was no other impairment. By the next day the numbness had mostly subsided, and the nausea
and lightheadedness was gone. This vaccine was given to me at a work clinic in the administration building. I
do not have contact information for them but was provided a packet with this website. I don't have any preexisting conditions, do not have anxiety, am not a hypochondriac, did not even know about the Bell's Palsy
issues in trials until after I felt numbness, and the right side of my face felt as if it fell asleep, like a foot
falling asleep but it was my face. It was not to the extent of Bell's palsy, and may have even been my bottom
lip swelling slightly on the right side that caused the droop. It infuriates me that this side effect was
dismissed as me having anxiety because I was nervous that my face was going numb which would be a
natural reaction for anyone.
Moderna COVID-19 Vaccine EUA Nausea, lightheadedness, numbness to right side of face, slight droop of
right side of bottom lip/mouth. The right side of my bottom lip started tingling about 15-20 minutes after
receiving the vaccine. I had no swelling or other impairment at the time and was released after 40 minutes
of observation. A little later the entire right side of my face felt as if it had fallen asleep, approximately 1
hour later and it worsened until about 4 hours later. By the next day the nausea and lightheadedness was
gone, and the tingling/numbness to the right side of my face was gone within 48 hours, improving after 24
hours.
12/30/20, developed high fever (103), body aches, and ringing in the ear. These sx resolved after 48 hours.
On 1/6/21, developed right-sided numbness and tingling on face. Felt heaviness in right eye. On 1/7/21,
smile was uneven with right-sided droop and facial swelling on right. Presented to primary care physician.
She was diagnosed with Bell's Palsy and started on treatment to include prednisone, acyclovir, cefuroxime all
orally. She continues these medications currently.
complete paralysis on the left side of her body and felt like it was bell's palsy; complete paralysis of the left
side of her body and felt like it was bell's palsy; forearm, thumb, and pointer finger feels tingly; can't get a
grip on things; Chills; headache; A spontaneous report was received from a 51-year-old, female consumer,
who was also the patient, who received Moderna's COVID-19 vaccine and experienced the events, complete
paralysis on the left side of her body and felt like it was bell's palsy, forearm, thumb and pointer finger feels
tingly, can't get a grip on things, chills, and headache. The patient reported a history of anaphylactic shock,
but had not experienced an episode in about 10 years. Concomitant product use was not reported. On 27
Dec 2020, approximately two hours prior to the onset of the symptoms, the patient received their first of
two planned doses of mRNA-1273 intramuscularly in the left arm for prophylaxis of COVID-19 infection. On
27 Dec 2020, about two hours after receiving the vaccine, the patient felt chills and had a headache. The
patient went to sleep and woke up to complete paralysis on the left side of her body and felt like it was
bell's palsy. Since 27 Dec 2020, the patient's forearm, thumb, and pointer finger have felt tingly and she
can't get a grip on things. Treatment for the events included ibuprofen. Action taken with mRNA-1273 in
response to the event was unknown. The events forearm, thumb and pointer finger feels tingly and can't
get a grip on things were considered not resolved. The outcome for the events, complete paralysis on the
left side of her body and felt like it was bell's palsy, chills, and headache was unknown.; Reporter's
Comments: This case concerns a 51-year-old, female subject with medical history of anaphylactic shock, who
experienced a serious, unexpected events of hemiplegia and facial paralysis; and non-serious, unexpected
events of paresthesia, motor dysfunction; and non-serious, expected events of chills and headache. The
events of hemiplegia, facial paralysis, paresthesia, and motor dysfunction occurred same day of mRNA-1273
(lot # unknown) administration. The event of chills and headache occurred 2 hours after the vaccine
administration. Based on the current available information and temporal association between the use of the
product and the start date of the event, a causal relationship cannot be excluded.
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Seizure,numbness on whole right side,back pain, face droop,extreme fatigue,dizziness,headache,pain in
shoulder
Staff reported that he wasn't being himself. He was leaning more towards the right. Had symptoms similar
to Bell's Palsy, some right sided facial droop, right eyelid drooping. On CT right maxillary sinusitis,
ventriculomegaly.
Uncontrollable tremors, flopping around like a fish out of water, head pressure, like my head was a balloon
and it was being inflated. Temporary paralysis, felt like a magnet was pulling me down. dizziness, light
sensitivity, no appetite, blurred vision. It really sucked......
After 15 minute wait period, left vaccination site. Reports felt ""like I couldn't breathe and nauseated but I
went home"". Started feeling ""burning on left side of head and neck"". He called the prescribing doctor and
was referred to emergency room by prescribing doctor.""
Part of face a little paralyzed; Part of face numb; Chills; Tiredness; A spontaneous report was received from a
health care professional, who was a 45 year-old patient who received Moderna's COVID-19 Vaccine (mRNA1273) and experienced chills, tiredness, part of face numb, and part of face a little paralyzed. The patient's
medical history included type 1 diabetes. No relevant concomitant medications were reported. On 30 Dec
2020, the patient received the first of two planned doses of mRNA-1273 intramuscularly for prophylaxis of
COVID-19 infection. On 30 Dec 2020, the evening after vaccine administration, the patient experienced chills
and tiredness. On 31 Dec 2020 the patient woke up with his face numb and a little paralyzed. At the time of
reporting, the patient mentioned that the numbness and paralysis on his face had been like that for various
days and was still ongoing. Treatment for the event was not provided. Action taken with mRNA-1273 in
response to the events was not reported. The outcome of the events, chills and tiredness, was unknown.
The outcome of the events, part of face numb and part of face a little paralyzed, was considered not
resolved.; Reporter's Comments: This case concerns a 45 year old male patient with medical history of type I
diabetes, who experienced a serious unexpected event of Facial paralysis, a NS unexpected event of
Hypoaesthesia, and NS expected events of Chills and Fatigue. The events of Chills and Fatigue occurred on
the same day when the patient received the first of two planned doses of mRNA-1273. The events of Facial
paralysis and Hypoaesthesia occurred the next day of administration of mRNA-1273. Very limited information
regarding the events has been provided at this time. Based on temporal association between the use of the
product and the onset of the events, a causal relationship cannot be excluded.
face paralysis, on vaccination side. Loss of strength in facial muscles on Right side.
Moderna COVID-19 soreness noted at the injection site for approximately 2 days. On the 14th of January,
developed external earpain and a left sided neck ache (""like i slept on it wrong"") used ice pack. On the
16th, Saturday morning, the left side of my face was numb, lips were numb and tingling, and inside of mouth
was tingling. On the 17th, the symptoms had gotten worse and couldnt hold liquids in mouth due to lips
drooping and loss of muscle control. went to ER that day and got diagnosed with bells palsy by Doctor. He
prescribed a steroid and an antibiotic. on the 18th eye continues to droop, mouth drooping. on the 19th, eye
not closing, mouth drooping toward left side, lips remain numb""
Bell?s Palsy left side face/ swelling in head/ brain Tele. Dr instructions antiviral if continues and visit in
person
Felt warm and heaviness on right side of face
Tingling in L side of face began within 30 min. Ultimately dx with Bells palsy after smile went crooked and
cont'd numbness/tingling L side of face, L ear and dull pain behind L ear. Hoarse voice set in roughly 24 hours
later and still active. Began prednisone 3 tabs daily Monday 1/18
vaccination site pain, hand paralyzed, flu like symptoms, weakness, sore throat, overall unwell feeling
Full right side paralyzed, facial pain, shooting body pain
Two hours after injection I got very cold and got uncontrollable trembles with total loss of muscle use .
Patient had drooping in left side of mouth and left eye 15 minutes after vaccine.
Patient developed acute-onset vertical diplopia several hours after receiving the Moderna vaccine (first
dose). When seen by me on 1/19/21 there was evidence of ongoing left fourth nerve palsy causing the new
double vision
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Within 8 hours of shot administration, I was running fever and experiencing chills. Ran fever (as high as
102.7) for the next 48 hours. Lethargic, no appetite, muscle and joint aches, severe headache. The symptoms
experienced in the 48 hours after vaccine were vastly more sever than the symptoms I had when I had
COVID. Fever broke during the night on 1.21.21. Felt much better on 1.22.21, but was still very tired and
had headaches. On 1.25.21, I awoke with a SEVERE headache on the left side of my forehead and temple.
My eye was bothering me. When I looked in the mirror, my left eyelid was swollen and red. The left corner
of my mouth was drooping. My doctor diagnosed me with Bell's Palsy on 1.25.21. Symptoms are worse
today. She prescribed a steroid dose pack to help with the inflammation of the facial nerve. Steroids were
started today, 1.26.21.
Within 10 minutes horrible headache and tasted metallic taste. In an hour my face and tongue was numb.
The headache got more and more extreme The next morning people at work noticed I was slurring my
words. Felt like crap full body aches and extremely tired. Went to the hospital and it was determined I have
bells palsy. Still have headache and facial paralysis
Within 1.5 hours, I started getting a bad headache. She was not hungry, was nauseated and was becoming
clammy. She tried to eat but it did not make it better. When she got home, she continued to feel ""really
bad like she was getting over the flu."" She slept for over 10 hours. When she got up, she could not move
her arm and her arm was sore at the injection (it was hard, a little swelling but was not red). Then she
started feeling worse with bad pain (like she had a stroke). This was around 12 noon to 1 PM on 1/21/21.
Around 7 PM that night, she presented to the ER. The ER doctor said he thought she was having a migraine
but she has never had one before. Her blood pressure was high at 127/110. Her supervisor walked into the
room and said her face was pulling and it looked like a stroke to her. She reported severe pain from her ear
to her neck on the right side of her head. She left due to having to provide care to her newborn. She went
to hospital on 1/21/21 about 2100. Her blood pressure was still high and she had a heart rate of 120 bpm.
She did lab work and CT scan. ER doctor believed she was experience Bell's Palsy and that she had had a
mini-seizure. She provided prednisone 60 mg X 1 dose, Valtrex tid and shot of Toradol. She prescribed
Toradol for outpatient pain relief.""
40 minutes after my injection (as I drove home) on Friday, I began to feel tingling and numbness in my left
hand and weakness in my left arm. Within an hour after my injection , I began to feel tingling and numbness
on the left side of my face beginning with my jaw and chin area. Over the following hour, the tingling and
numbness spread to my lips, nose, eyelid, eyebrow, and the entire left side of my face and head. Around this
time, my husband and son came downstairs to check on me noticed a change in my face and asked me
""What's wrong with your lip? It's like a different color or something different on one (left) side.""
Approximately 2 hours and 30 minutes after the injection, the left side of my mouth and tongue were
tingling and went numb. The left side of my face was noticeably weaker than my right and it became difficult
to control my left eyelid and lips. My injection site became extremely tender as the evening wore on and I
took two tylenol before going to bed to help with the pain. By the next morning on Saturday, the tingling
had stopped, and my mouth/tongue were no longer numb, however weakness and occasional numbness
persisted on the left side of my face, most especially my jawline and chin area. I noticed my left eye felt dry,
so I began using eye drops occasionally. My injection site remained extremely painful throughout the day
and I took tylenol and ibuprofen periodically to help with the discomfort and to allow me to sleep. By
Saturday evening, no outward signs remained of my facial weakness on the left side, although I could still
""feel"" the difference. By Sunday morning, the numbness was only sporadic around my jawline and chin and I
realized that when taking tylenol or ibuprofen, it seemed to improve sensation in my face. My injection site
discomfort abated as Sunday wore on, but a slight weakness on the left side of my face persisted, noticeable
only to myself. The weakness has persisted through today (Tuesday evening), however, it does seem slightly
improved each day and it is mild. I am able to work and function normally. I believe that I experienced a
mild episode of Bell's Palsy following my Moderna vaccine, something that I have experienced (much more
severely) once before <5 years ago after contracting a strain of antibiotic-resistant strep throat.""
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Intermittent paralyzed left side; Hives; itching; Redness; Shortness of breath; A spontaneous report was
received from a nurse who was also a 70-year-old, female patient who received Moderna's COVID-19 vaccine
(mRNA-1273) and developed left sided paralysis, shortness of breath, hives, itching, and redness. The
patient's medical history included asthma. Products known to have been used by the patient, within two
weeks prior to the event, included albuterol sulfate, epinephrine and diphenhydramine. On 05 Jan 2021,
prior to the onset of the events, the patient received their first of two planned doses of mRNA-1273 (Lot
number: 075T202A) intramuscularly for prophylaxis of COVID-19 infection. On 05 Jan 2021, after receiving
the vaccine the patient developed redness, itching and shortness of breath. On 06 Jan 2021, she developed
hives and was paralyzed after sleeping. She experienced paralysis on the left side and her right side felt
heavy. Treatment for the events included diphenhydramine, epinephrine, and albuterol. Action taken with
the second dose of mRNA-1273 in response to the events was not provided. The events, paralysis on the
left side and hives, was considered resolved on 07 Jan 2021. The events, redness, itching and shortness of
breath, was considered resolved on 12 Jan 2021.; Reporter's Comments: This case concerns a 70 year old,
female patient, with a medical history of asthma, who experienced a serious unexpected event of hemiplegia,
a non-serious unexpected event of dyspnoea, urticaria, pruritus and a non-serious expected event of
erythema. The event of dyspnoea, pruritus, and erythema occurred 1 day after first dose mRNA-1273 (Lot#
075T202A) administration. The event of hemiplegia and urticaria occurred 3 days after first dose mRNA-1273
(Lot# 075T202A) administration. Both concomitant and treatment medications included Benadryl, Primatene
mist and albuterol. Based on the current available information and temporal association between the use of
the product and the start date of the event, a causal relationship cannot be excluded.
Lost consciousness for about 5 minutes; Couldn't move her leg; Started feeling lightheaded, dizzy; Body
started feeling weak; Right arm started shaking; Left leg felt very heavy; Couldn't wiggle her toes; A
spontaneous report was received from a consumer concerning a 66-years-old, female patient who received
Moderna's COVID-19 Vaccine (mRNA-1273), and who experienced feeling lightheaded, dizzy, body started
feeling weak. Right arm started shaking, lost consciousness for about 5 minutes. Her left leg felt very heavy
and couldn't move her leg or wiggle her toes. Concomitant product use was not provided by the reporter.
On 07 Jan 2021, approximately one day prior to the onset of the symptoms, the patient received their first of
two planned doses of mRNA-1273 (Lot number 026L20A) intramuscularly in left arm for prophylaxis of COVID19 infection. After patient got the vaccine, she drank some water because she was lightheaded and dizzy.
She was offered crackers by the nurse. After her body started shaking, a nurse wheeled her to the
emergency room. Her computerized tomogram scan on her head and magnetic resonance imaging of back
came back normal. Blood tests were normal. Treatment information was not provided. Action taken with
mRNA-1273 in response to the events was not provided. The event, lost consciousness was considered
recovered/resolved on 07 Jan 2021. The events left leg felt very heavy and couldn't move it and couldn't
wiggle her toes were considered recovered/resolved on 11 Jan 2021. The outcome of the events,
lightheaded, body started feeling weak and right arm started shaking was not reported.; Reporter's
Comments: This case concerns a 66-year-old female patient who received their first of two planned doses of
mRNA-1273 (Lot 026L20A), and who experienced the serious unlisted events of Loss of consciousness and
Monoplegia and non-serious unlisted events of Dizziness, Asthenia, Tremor, Limb discomfort, and
Musculoskeletal disorder. Based on the current available information and temporal association between the
use of the product and the onset of events on the day of vaccination, a causal relationship cannot be excluded
and the events are considered possibly related to the vaccine.
Started to feel a fever q6h after receiving the vaccine. Up all night with chills and fever of 101.1. Resovled
with 400mg ibuprofen. Fever remained into the next day and peaked at 2:00pm on 1/26 (22 hours after
vaccine). Resolved with 1000mg acetaminophen. Fever went down to 99.6. Took another 400mg of ibuprofen
at 6:00pm and fever resolved with some remaining chills. Of note, pt was also extremely fatigued and had a
headache for all of 1/26. Symptoms seem to resolve by 1/27 at 7:00am.
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like a slight paralysis; stiffness in the face; numbness in the face; A spontaneous report was received from a
64-year-old, male patient, who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced like a
slight paralysis, stiffness in the face and numbness in the face. The patient's medical history, as reported,
included high blood pressure. Concomitant medications reported included losartan. On 13 Jan 2021, about 5
minutes prior to the onset of the events, the patient received their first of two planned doses of mRNA-1273
intramuscularly in the left arm for prophylaxis of COVID-19 infection. On 13 Jan 2021, about 5 minutes after
getting the Moderna COVID-19 vaccine, the patient experienced a stiffness and numbness in the face, like a
slight paralysis. It started in the nose and spread out to the eyes and forehead. After about half an hour, he
still experienced it a little bit. No medications were taken for the events. Action taken with mRNA-1273 in
response to the events was not reported. The outcome of the events, like a slight paralysis, stiffness in the
face and numbness in the face, was recovering/resolving.; Reporter's Comments: This spontaneous report
refers to a case of a 64-year-old, male patient with medical history of high blood pressure who experienced a
serious event slight paralysis and non-serious events of stiffness in the face and numbness in the face. The
events occurred 5 minutes after the administration of the mRNA-1273 vaccine (lot # unknown, expiration
date-unknown). No treatment was administered, and patient is recovering. Based on the information
provided which includes a temporal association, a causal association cannot be excluded.
Headache, NauseaVomiting, L arm soreness, fatigue, 1/3/2020-L eyelid drooping and now inflamed L breast
cyst that was previously stable for 4 years
Employee states she has neck stiffness, fever, chills, migraine, entire right side of face is drooping, mainly
eye. smile uneven. pain behind ear. Evaluation/Treatment was recommended but employee has declined.
Bells Palsy one day following 2nd COVID vaccine dose from Moderna
Bells Palsy. Onset approx 8 hr post vaccination

0 days

SYMPTOMS: SEVERE, SORE/STIFF LEFT ARM - COULD NOT RAISE MY ARM TO TAKE MY SHIRT OFF AT NIGHT HAD NO MOBILITY. SUBSIDED OVER A PERIOD OF 72+ HOURS. 1 WEEK LATER THE SEVERE SORE/STIFF
SITUATION REAPPEARED, COULD NOT TAKE MY NIGHTGOWN OFF THE NEXT MORNING AND COULD NOT PUT
A SEATBELT ON OR DRIVE, DRY MYSELF AFTER A SHOWER, ETC.... THIS CONDITION, WHILE IT HAS
DIMINISHED TO A POINT, BUT NOT COMPLETELY HAS BEEN PRESENT FOR 3 WEEKS. 1/25/21 I RECEIVED MY
SECOND VACCINE IN MY RIGHT ARM. WITHIN 3-5 MINUTES I HAD A BURNING SENSATION AT THE SITE OF
THE LEFT INJECTION, I AM WRITING TO YOU ALMOST A WEEK AFTER THE SHOT AND THE SORENESS STILL
PERSISTS. THE RIGHT ARM WAS SORE AT THE INJECTION SITE ONLY LIMITED AFFECT ON MY ARM
MOVEMENT. THAT HAS SUBSIDED A BIT. BUT MY LEFT ARM IS STILL A PROBLEM. I HAVE BEEN IN TOUCH
WITH BOTH MY DOCTOR AND MODERNA. IN EACH CASE THEY BOTH RECOMMENDED ADVIL AND THAT I
SHARE MY REACTION WITH ALL OF YOU. THIS HAS BEEN A VERY LONG A DIFFICULT REACTION TO THESE 2
VACCINES. I RECOGNIZE THAT ANY REACTION IS BETTER THAN COVID BUT THIS SERIOUS REACTION IS
UNEXPECTED. THE DOCTOR'S ASSESSMENT BOTH TELEPHONE AND IN-PERSON VISIT, ASSURED ME THAT IT
WAS NOT HEART, ROTATOR CUFF OR BURSITIS RELATED. THE DOCTOR SUGGESTED IT WAS MOST LIKELY A
VACCINE RELATED EVENT.
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received her COVID-19 Vaccine #2 on 1/27/2021 at approximately 2:45pm. At 2:53pm she complained of
headache and dizziness. She denied SOB or difficulty breathing. Her blood pressures were 150/84 at
2:53pm, 130/78 at 2:57pm, 146/92 at 3:05pm and 154/96 at 3:15pm. AT 3:15pm patient continued to c/o HA
and dizziness. She also said, ""It's hard to move my lips."" I noted some facial twitching to the right side of
her face as well as some right sided facial drooping. She was taken to the ER at 3:20pm via wheelchair for
evaluation. I was able to talk to patient at 4:25pm on 1/27/2021 as she was leaving the ER. She said that
she had a CT Scan done that was normal and that the ER doctor had diagnosed her with Bell's Palsy. I spoke
to on 1/29/2021. She said that on 1/28/2021 she had chills, body aches, nausea and a headache. She also
complained of pain to her left arm where she received the vaccine. She told me ""I feel 90 times better than
yesterday."" She reported that her face was back to normal and that the ER physician had instructed her to
f/u with her PCP in 5-7 days.""
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Patient received COVID vaccine #1 at 5pm. At around 9pm, she went to bathroom and noticed that she felt
dizzy, shortly thereafter she noticed that her speech was slurred. Her daughter saw that her mouth was
droopy and called 911. Pt took 3 baby ASA at that time as well. Patient evaluated in ED for stroke, CT/CTA
normal, TPA not given. Admission diagnosis CVA vs Bell's palsy (mild). MRI consistent with changes suspect
acute infarct. No arrhytmias noted. ECHO unremarkable.
one evening of MILD facial loss of control on one side / numbness on that side of my face--similar feeling to
several hours after receiving shot(s) of dental novacaine a bit of a droopy smile on one side the night of the
shot, though when I smiled for someone a few hours after the shot, both sides of my smile were even My
mother noticed that one side of my face was droopy though when I spoke with her over video conferencing.
But I noticed the next day that I had better control of my facial muscles on the left side. The night of the shot,
I also felt some numbness/mild pain around my left ear and on the tip of my nose and on my cheek and a new
sensation (numbness) on the left side of my brain. Also that night though, I sang a short song and had a loss
of control of the tune--like my voice was really changing (unusual). Now, I feel some barely perceptible
numbness on that same side of my face sometimes but really feel fully capable of everything and like this
doesn't really matter except to let others know that it can happen. I am very happy to be vaccinated and
want the second shot if it's okay!!!
about 6 hours post vaccine I started having chills and a headache. 11 hours post vaccine my hands became
paralyzed in severe contracture. My face and feet and legs were number. I could barely breathe. I had to be
transferred by Ambulance to Hospital
Developed severe headache nausea facial and neck swelling, chest pain and respiration. Called PCP.
prescribed Benadryl next day, increased swelling to include left side of face and eye. DX Bell's Palsy
0920 Cleared to leave 0930 Started feeling tired /fatigued 1900 Arms started to become sore, Migraine
Headache 2330 Took Tylenol PM 0100 -0300 Restless sleep , body temperature hot & cold but no fever; arm
sore; took ibuprofen Sun, 31 Jan 21 0900 Woke up with Migraine headache, arms still sore , tired ..stayed
in bed all day Mon, 1 Feb 21 Feeling much better; no migraines
shortly after I received the vaccine I had tingling and stinging. By evening my arm was really sore and I could
not touch it without pain. by morning the next day(02/02/2021) I had fever(99.7), headache, body
aches(shoulder to hips) joint pain periodically everywhere. the next day(02/03/2021) I woke in a cold sweat. I
have been taking tylenol for the pain and fever.
fever, muscle aches, headache, shortness of breath, loss of appetite, fatigue sleep, Tylenol, cpap with
oxygen, aspirin (Bufferin) 2.5 days I am up and dressed on 2/3 (third day), but very tired and sleepy.
day one 3 hours after vaccine dizziness, headache, fatigue. day 2 migraine, vomiting, photophobia,
nausea w/vomiting, fatigue and muscle aches. two episodes of facial, arm and leg numbness, top of head
hurt to touch, ear and teeth sensitivity only on right side. Day 3 migraine, nausea, photophobia, fatigue,
decreased vision due to swelling of cornea. Day 4 tiredness, symptoms diminishing, right eye blurriness,
cotton wool spot right eye retina up to current, getting smaller in picture taken at eye Doctor as of 2/3/21.
right side tooth sensitivity and ear ache to date.
Patient received her 1st dose of Moderna COVID-19 vaccine on 01/09/2021. Reports arm ache, chills, and
fatigue lasted approximately 3 days, but resolved. However, within hours of receiving the vaccine patient
also developed a headache (6/10 pain) that is exacerbated by movement. Especially lifting and bending, two
actions she must perform frequently. Temporary relief from Tylenol or ibuprofen, but headache always
returns. Afebrile, with mildly elevated BP (136/83, which she states is abnormally high for her). Given
acetaminophen and asked to return later this afternoon to retest BP, and to check back in after a few days
to report if and when the headache ceased to bother her. At the time of this report, staff member has had a
headache for 11 straight days, and Q4H Tylenol is not a long-term solution.'
Chills, pain in thighs to groin, weakness, tiredness, Left flank pain, temperature 101F, headache. Treatment
Tylenol 1200 mg every 8 hours and Advil 600 mg every 6 hours, fluids and rest.
Body ache, HA, not clear thinking
101+F Fever, severe chills, severe body aches, moderate headache, moderate lethargy, inability to think
clearly. Onset 10 hr after injection and persisted 2 days.
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Extreme pain in L arm injection site immediately after injection, followed by extreme fatigue, constant L arm
pain, ache in body, on Tuesday-Friday, Saturday felt weak and extremely nauseous, at 2:00 pm experienced a
embolic stroke on the right side of the brain and paralysis on the left side of body, rushed to ER,
administered TPA clot buster and had a removal of the clots by Dr.
Pt has a hx of seizure disorder. Vaccine given at 0942. Seizure started at approximately 0944 and lasted
until 0948. Patient was unable to converse- was attempting. It lasted approximately 4-5 minutes. Her
partner was with us and assured us she was okay and did not need medical tx. She states vaccines can
""sometimes shock system"" but it had been a long time since she had a seizure. Second seizure occurred at
10:10 and occurred for approximately 3 minutes. Patient states she took her medication: Lamictal 150mg BID
for her seizures. Partner states that seizures can be normal for her and declined need for ambulance.""
Mild Bell's Palsy
On approximately the evening o 01/21/21 the patient began to experience headaches. The headaches have
been intermittent continuing on till the date of this report (02/04/21). The patient has been taking
acetaminophen with relieve. On approximately 02/01, it was noted by coworkers that the patient's right
side of the face would not move when he would talk. Around the same time, the patients right eye became
watery and the patient's wife stated she noted some gurgling. Due to the onset of these new symptoms,
the patient went to see the doctor on 02/04/21. Per the patient's wife, the doctor diagnosed the patient
with a very mild form of Bell's Palsy and prescribed steroids to the patient. The name of the steroid was not
disclosed.
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possible stroke; face is drooping a little; had numbness and tingling on the left side of my face; had numbness
and tingling on the left side of my face; red splotches about the size of a small leaf from injection site to
elbow; had a rash opposite the injection site; a vein protruded out; bone chilling chills; deep pain in my arm
that feel like someone was beating me; arm sore to touch; my arm was sore to touch from injection site to
elbow; had a fever of 103 F/low grade (~99 F); I was shaking; blood pressure went up to 149/89; my heart
rate was elevated to over 110; dull headache off and on since receiving the vaccine; A spontaneous report
was received from a nurse who was also a 66-years old female patient who received Moderna's COVID-19
Vaccine (mRNA-1273) and experienced possible stroke, face is drooping a little, a vein protruded out, blood
pressure went up to 149/89, my heart rate was elevated to over 110, deep pain in my arm that feel like
someone was beating me; arm sore to touch; my arm was sore to touch from injection site to elbow, I was
shaking, had numbness and tingling on the left side of my face, red splotches about the size of a small leaf
from injection site to elbow, dull headache off and on since receiving the vaccine, had a rash opposite the
injection site, my arm was sore to touch from injection site to elbow, bone chilling chills, and had a fever of
103 degrees Fahrenheit (F)/low grade (~99 F). The patient's medical history was not provided. There were
no concomitant medications provided. On 08 Jan 2021 the patient received the first of two planned doses of
mRNA-1273 (Lot number unknown) intramuscularly, in her right arm, for prophylaxis of COVID-19 infection.
On 08 Jan 2021 at 3:00 pm, the patient received her first injection. Right after the injection, her blood
pressure went up to 149/89 and her heart rate was elevated to over 110 and both came down to normal by
4 pm. A dull headache started on the same day. About midnight on 09 Jan 2021, the patient was awakened
by deep vein in her arm that felt like someone was beating her. About 11 am the same day she had a fever
of 103 degrees Fahrenheit, bone chilling chills., and she was shaking. Treatment included a hot shower,
ibuprofen, paracetamol, and acetylsalicylic acid. The chills and shaking stopped after treatment. It was noted
that fever lowered to about 99 degrees. On 11 Jan 2021, the patient had red splotches about the size of a
small leaf and her arm was sore to touch from injection site to elbow. A vein protruded out and she had a
rash opposite the injection site. On 12 Jan 2021, the fever had resolved. The patient noted that all right
arm reaction lasted until Saturday, 16 Jan 2021. On 19 Jan 2021 in the evening, the patient had numbness
on the left side of her face. It appeared as if her face was drooping a little, but there was nothing wrong with
her smile or her speech. She noted she called the clinic and they wanted her to come in to determine if she
had a possible stroke. Additionally, she reported she had a dull headache off and on since she got the
vaccine. Action taken with mRNA-1273 in response to the event was not provided. The event of dull
headache off and on since receiving the vaccine was not recovered/not resolved. The outcome for the events,
possible stroke, face is drooping a little, had numbness and tingling on the left side of my face, was unknown.
The outcome of the events, a vein protruded out, blood pressure went up to 149/89, my heart rate was
elevated to over 110, deep pain in my arm that feel like someone was beating me; arm sore to touch; my
arm was sore to touch from injection site to elbow, I was shaking, red splotches about the size of a small leaf
Full body paralysis from 6pm until 5:45 am following day could talk and mind active
Patient receive COVID vaccine 1, went to observation area and ""jerking upper and lower extremities"" after
sitting. Code Assist called, patient was hypertensive at 182/108, with saturations of 100% on RA. Was
transported to Urgent Care in same facility. By that time, she was alert, appropriate, seemed to have a left
facial droop. Secondary to apparent seizure and hypertension, decision to transport by 911 was made.
Patient did leave the Urgent Care area with paramedics but later decided to go home instead. She spoke
with her primary care provider today, 2/5/21.. At that time patient revealed that she was taking
zonisamide but not keppra, as prescribed""
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Paralyzed on the right side down to her foot; Numbness in her hands and feet; Slurred speech; Felt really
heavy in her face area, hurt really bad; Shooting pain; Feels tingly; Felt really heavy in her neck, hurt really
bad; unable to walk; A spontaneous report was received from a consumer who was also a 25-year-old female
patient who received Moderna's COVID-19 Vaccine (mRNA-1273) and developed heaviness in her face and
neck, numbness in hands and feet, slurred speech, completely paralyzed on her right side, right fingers tingly,
unable to walk and shooting pain feelings. The patient's medical history was not provided. Concomitant
product use was not provided. On 21 Jan 2021, approximately two hours prior to the start of the events, the
patient received their first of two planned doses of mRNA-1273 (Lot 032L20A) intramuscularly in the right
arm for prophylaxis of COVID-19 infection. Approximately two hours after receiving the vaccine at 12:30 pm,
the patient experienced heavy feeling in her neck and face area that hurt really bad. Later, she noticed
numbness in her hands and feet. Slurred speech was reported from a bystander. By 3:30pm, the patient was
completely paralyzed on her right side. She was taken to the hospital, and a code stroke was initiated;
however, all labs were normal. On 26 Jan 2021, the patient was still paralyzed on her right side, unable to
walk, had shooting pain feeling, and two fingers on her right hand were able to move but still felt tingly. The
doctors planned to discharge her on the next day to a rehab center because she could not function alone.
Treatment for the event included pain medication and hospitalization. Action taken with mRNA-1273 in
response to the events was not reported. The outcome of the events, developed heaviness in her face and
neck, numbness in hands and feet, slurred speech, completely paralyzed on her right side, right fingers tingly,
unable to walk and shooting pain feelings were considered unknown.; Reporter's Comments: A spontaneous
report concerns a 25-year-old, female, patient, who experienced heaviness in her face and neck, numbness in
hands and feet, slurred speech, completely paralyzed on her right side, right fingers tingly and shooting pain
feelings. The events of heavy feeling in her neck and face area, numbness in her hands and feet, slurred
speech, completely paralyzed on her right side occurred on the same day after the administration of the first
dose of mRNA-1273 (Lot number 032L20A, expiration date unknown). The events of inability to walk, had
shooting pain feeling and two fingers on her right hand were able to move but still felt tingly occurred the
following day after the vaccine administration. Treatment included pain medication and outcome is
unknown. Based on the information provided, which indicates a strong temporal association between the
reported events and administration of mRNA-1273 vaccine (onset latency of 2 hours), a causal association
cannot be excluded.
event started: 1-21-2021 at approx 6-7pm; left arm tingling and intermittent numbness, then at 1-22-2021 at
2-3am muscles cramps and unable to move toes bilateral feet and a HA and nausea. 1-23-2021 started with
confusion, wondered off at a grocery store and was able to think straight while paying at a register. other
than that no other episode.
Thirty minutes after receiving COVID vaccine, Jen started feeling numbness and tingling on the left side of
her face and neck and left sided facial drooping. She went immediate to ER. Reports high blood pressure in
the ER. Highest reported was 210/138. In the evening her BP was down to 140/98. Yesterday morning at
Dr office it was 128/80. Receives relief of symptoms with Benadryl. She took 50mg 3 times on 2/10/21 and
at 8 a.m. today. Reports her lips and eyes are swollen this morning, but it improves with Benadryl. Reports
she feels tightening in her face when talking and had hives on her chest. Again, this improves with Benadryl.
Continues to have left sided facial droop. She is seen at a physical therapy office due to some ongoing
neck/shoulder pain. She was seen by them yesterday and noted the facial droop.
Facial paralysis on my right side, constant ringing in my ear, tongue is numb. Went to the ER and was told it
was Bells Palsy
Patient received dose #1 of the Moderna mRNA vaccine at 8:45 AM. MST. No reaction occurred immediately
after injection. At 12:45 PM MST patient while driving and eating a sandwich patient suddenly dropped his
sandwich and his wife noted new slurred speech and drooping of the lower right side of his face. They drove
to the hospital. Patient was evaluated in the ER and was found to have a normal EKG, CT of the head and
troponin which were normal. Facial drooping resolved prior to ER arrival but mild slurred speech persisted
for 36 hours and then spontaneously resolved. MRI brain was done on 2/8/21 and was unremarkable.
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Facial paralysis; Bradycardia; Weakness on his right arm and right leg; Difficulty talking; Can¶t close eyes;
Right leg is numb; Severe headache; Some eye issues, sees blurry; A spontaneous report was received from a
paramedic, who was also a 59-year-old, male, patient who received Moderna's COVID-19 vaccine (mRNA1273) and experienced, some eye issues, sees blurry, severe headache, facial paralysis, difficulty in talking,
weakness in the right arm and right leg, right leg is numb, can't close eyes, and bradycardia. The patient's
medical history was not provided. Concomitant product use reported included, insulin, statin, losartan, and
metformin. On 07 Jan 2021, prior to the onset of the events, the patient received their first of two planned
doses of mRNA-1273 (Lot number: 011L20A) intramuscularly in the left arm for prophylaxis of COVID-19
infection. On 07 Jan 2021, after receiving the vaccine, the patient experienced eye issues and would see
blurry and had a severe headache. On 23 Jan 2021, the patient was hospitalized for 36 hours because he
thought he was having a stroke. Test results showed the patient did not have a stroke. The patient did,
however, experience facial paralysis, couldn't close his eyes, bradycardia, weakness in the right arm and
right leg, difficulty talking, and his right leg felt numb. Treatment for the events included prednisone,
valaciclovir, and unspecified calming medication while at the hospital. Action taken with the second dose of
mRNA-1273 in response to the event was not reported. The outcome for the events, some eye issues, sees
blurry, severe headache, facial paralysis, difficulty in talking, weakness in the right am and right leg, right
leg is numb, can't close eyes, and bradycardia, was considered not resolved.; Reporter's Comments: This case
concerns a 59 year old male was hospitalized with a serious events of some eye issues, sees blurry, severe
headache, facial paralysis, difficulty in talking, weakness in the right arm and right leg, right leg is numb,
can't close eyes, and bradycardia after first dose to mRNA-1273 in the left arm. Comcomitant medications
include insulin, metformin, atorvastatin, losartan. Hospital work-up showed ne did not have a stroke, and he
was treated with prednisone, valaciclovir and a ""calming medicine"". b) Based on the current available
information and temporal association between the use of the product and the start date of the event, a
causal relationship cannot be excluded. + b) Based on the current available information and temporal
association between the use of the product and the start date of the event, a causal relationship cannot be
excluded.""
PAIN TO ARM AND NECK. THEN DROOPING ON RIGHT SIDE OF FACE
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couldn't move her face and all the left side of her body/ Drooping Face/ Bell's Palsy; couldn't move her face
and all the left side of her body; palm went numb; hip pain; lower leg pain; heart racing; really low blood
pressure; arm was itching, her whole body was itching; Tongue and roof of the mouth numb; really bad
headache; rash on both arms; nausea; vomiting; freezing; chills; Severe allergic reaction/Allergic symptoms;
diarrhea; low grade fever; A spontaneous report was received from a healthcare professional who is a 43year-old, female patient who received Moderna's COVID-19 vaccine (mRNA-1273) and couldn't move her face
and all the left side of her body, her palm went numb, headache, body aches, chills, had a low-grade fever,
diarrhea, arm pain, arm itched, whole body itching, rash on both arms, nausea, really bad headache,
vomiting, freezing, low blood pressure, hip pain and lower leg pain and a bad headache. The patient's
medical history included helicobacter pylori, two cervical spinal fusions, allergies to shellfish, strawberry
leaves and dust. No concomitant product use was reported. On 26 Dec 2020, the patient received their first
of two planned doses of mRNA-1273 (Lot number: 039K20-A) in the left arm intramuscularly for prophylaxis of
COVID-19 infection. On 23 Jan 2021, the patient received their second of two planned doses of mRNA-1273
(Lot number: 013L20A) in the right arm intramuscularly for prophylaxis of COVID-19 infection. On 26 Dec
2020, approximately 20 minutes after receiving the Moderna COVID-19 vaccine, the patient reported she
experienced a headache, body aches, chills, had a low-grade fever, diarrhea and arm pain. The headache and
arm pain resolved after 4 days. On 23 Jan 2021, after the patient received her second dose of the Moderna
COVID-19 vaccine, she reported her arm itched, then had whole body itched, a rash on both arms, was
nauseated with a bad headache and vomiting. She stated she went to the emergency care unit and was
given diphenhydramine 50 milligrams intramuscularly, a steroid injection and intravenous fluids. She stated,
her legs and arms were shaking, she was freezing, and her teeth were chattering. Everything disappeared 2
hours later. The patient stated she went home but continued to vomit, had fevers, headaches, chills and
body aches for two more days. On 30 Jan 2021, the patient reported she had a rash, was nauseated and her
heart was racing. She road in an ambulance to the emergency room. She stated her palm went numb, she
could not mover her face or the left side of her body. She stated, ""they thought I was having a stroke"". She
also reported her blood pressure was low. The patient reported, they gave her Tissue Plasminogen Activator
(TPA) and diphenhydramine. She reported she was able to mover her arm a little better. On unknown date,
the patient reported that she was in the Coronary Care Unit (CCU) on bed rest with monitors. The patient
reported she had hip pain and lower leg pain that was making her limp and a bad headache. On unknown
date, the patient reported she had a magnetic resonance imaging (MRI) and computed tomography scan (CT)
and stated, ""it only showed a narrow spine"". The patient stated she had a spinal fusion (date not provided).
Treatment for the event included diphenhydramine, a steroid injection, intravenous fluids, and Tissue
Plasminogen Activator (TPA). Action taken with mRNA-1273 in response to the events was not provided.
The outcome of the events, headache and arm pain, were considered resolved on 30 Dec 2020. The outcome
of the events, arm itched, whole body itching, freezing, rash on both arms, were considered resolved on 23
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left hand was paralyzed; muscles got real weak, hands real weak then could feel it in legs,but not as bad as
arms; nauseous; A spontaneous report was received concerning a 70 year old male consumer who received
Moderna's COVID-19 vaccine (mRNA-1273) and experienced monoplegia, muscle weakness and nausea. The
patient's medical history was not provided. Concomitant product use was not provided. On 01 Feb 2021,
prior to the onset of events, the patient received his first of two planned dose of mRNA-1273, (batch number
013L20A), intramuscularly into his left arm for prophylaxis of Covid-19 infection. The patient received his first
dose of mRNA-1273 at the hospital which is 3 hours away from his home. While driving home, the patient's
""muscles got real weak"". His left hand was ""like paralyzed"". ""He couldn't move his fingers"". Then if he
moved his wrist down, his wrist would ""lock up"". He had his hands on the steering wheel, he could tell
they were ""real weak and wanted to fall"". Then he could ""feel it in his legs, and they weren't as bad as
his arms"". He had his foot on the accelerator and was ""worried"". He was ""real nauseous"". It was ""real
scary"", and he was ""praying a lot"". The symptoms lasted about 4 hours in total. Two hours while driving
home and two hours after arriving home. He stated he had no other reaction. No medical tests or treatment
were reported. Action taken with mRNA-1273 in response to the event was not provided. The events,
monoplegia, muscle weakness and nausea, were resolved.; Reporter's Comments: Based on the current
available information and temporal association between the use of the product and the start date of the
events, a causal relationship cannot be excluded. Further information has been requested.""
All symptom occurred on the right side. Same side where the vaccine was given. Mouth drooping, eye
tearing and won't close, paralyses of the right side of the face in general
within 10 hours I had chills which I had for about 3-4 days. then I developed ""Covid Arm"". the injection site
was 3x3 red, hot, swollen, rash on my arm. I had nausea and vomiting. my asthma also flared up. I also had
joint pain. On Saturday the 13th I started having some weird things going on. I had mild paralysis and I was
diagnosed with Bells Palsy in the right side of my face. (notably the same side as the shot was
administered)""
paralysis, hallucinations, lack of speech, no bowel control, slept for 2 days straight, no mental reasoning or
control of bodily functions
Bell's Palsy; .A spontaneous report was received from a consumer who was also a 79 years-old male patient,
who received Moderna's COVID-19 vaccine (mRNA-1273), and experienced Bell's palsy (facial paralysis). The
patient's medical history was not provided. Concomitant medication reported included metformin. On 29 Jan
2021, prior to the onset of event, the patient received their first of two planned doses of mRNA-1273 (batch
number: 012L20A), intramuscularly for the prophylaxis of COVID-19 infection. On 29 Jan 2021, after the
administration of vaccine, the patient developed Bell's palsy. The patient went to the emergency room (ER)
for treatment but was unable to get the condition resolved. The patient was referred to a neurologist, but
the side effects were still present up to this point. Action taken with second dose of mRNA-1273 in response
to the event was not reported. The outcome of the event, Bell's palsy, was not recovered.; Reporter's
Comments: Based on the current available information and temporal association between the use of the
product and the onset date of the event, a causal relationship cannot be excluded.
Bell's Palsy; A spontaneous report was received from a consumer concerning a 70-year-old, male patient who
received Moderna's COVID-19 Vaccine (mRNA-1273) and developed Bell's Palsy. The patient's medical
history was not provided. No relevant concomitant medications were reported. On 09 Feb 2021 he patient
received their first of two planned doses of mRNA-1273 (BATCH # 042C20A) intramuscularly in the left upper
arm for prophylaxis of COVID-19 infection. Consumer was a 70-year-old male that received the first dose of
the Moderna COVID-19 vaccine on 09 Feb 2021, in the left upper arm. The patient experienced Bell's Palsy
after the first dose on 09 Feb 2021. No further information was reported. No treatment information was
provided. Action taken with RNA-1273 in response to the event was unknown. The outcome of the event
Bell's Palsy was unknown. The reporter did not provide an assessment for the event, Bell's Palsy.; Reporter's
Comments: Based on the current available information and temporal association between the use of the
product and the onset date of the event, a causal relationship cannot be excluded.
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Around 5:30 PM I began experiencing normal symptoms like headache and muscle ache. At 8:15 PM I began
to feel light headed, nauseous, and short of breath. Around 8:20 I needed to lay on the floor to prevent
myself from fainting. My eyes were rolling back because I was borderline unconscious. I felt like I had no
control of my body and had to go to the bathroom. For around 15 minutes I was on the floor convulsing,
shaking as if I had chills and my muscles were involuntarily tensing. My pulse was extremely low. After the
convulsions stopped I remained on the floor an additional 15 minutes. Around 8:45 PM I was able to return
into my bed with assistance. My nauseous remained and I began experiencing chills. I slept on an off the
entire night. At about 1 AM what I suspect was a fever began to break and I was extremely sweaty. For the
following day I experienced exhaustion and muscle soreness. I am still experiencing exhaustion. I recognize a
bulk of my symptoms were normal but the convulsions, losing consciousness, and inability to control my body
seemed worth reporting.
After the patient received the second dose of the Moderna vaccine, he experienced Bell face. After two days
time, he was okay, and was not experiencing any other symptoms.
right sided bells palsy for 2 days
After patient received vaccine she had a rash and raised area around the injection site on 1/28/2021. Patient
continued to have this and then on 2/17/2021 patient went to the ER with stroke like symptoms ie facial
dropping , left sided weakness and slurred speech
Bell's Palsey, paralysis left side of face
Bells Palsy returned after recieving the Moderna COVID 19 vaccine; This spontaneous report was received
from a Physician who phoned the call center regarding a 66-year-old female patient who received the
Moderna COVID-19 (mRNA-1273) Vaccine and experienced a return of Bell's Palsy. The patient's medical
history was reported as, ""having Bell's Palsy this past summer and it resolved"". Concomitant medications
were not reported. On 25JAN2021, prior to the onset of the symptoms, the patient received her first of two
planned doses of Moderna COVID-19 (mRNA-1273) Vaccine intramuscularly (Lot number: not provided). On
25JAN2021, the Physician reported, ""I have a patient who had Bells Palsy this past summer and it resolved.
The patient had her first Moderna COVID 19 vaccine today and the Bells Palsy returned. Physician is not sure
which arm the patient received the Moderna Covid-19 Vaccine in. Physician provides consent to Safety to
contact regarding Adverse Event follow up"". The action taken for Moderna COVID-19 Vaccine was not
reported. The outcome of the events, ""Bells Palsy returned after receiving the Moderna COVID 19
Vaccine"" was not reported.; Reporter's Comments: Based on the current available information and temporal
association between the use of the product and the start date of the event, a causal relationship cannot be
excluded. The patient's medical history of having Bells Palsy this past summer (but it resolved) is a
contributing factor. Further information has been requested.""
PT reports vaccine on a Tuesday morning at 930, at 6PM> 9 hours after injection L ear fullness/pain/pressure.
Wednesday, L eye watery and pain behind L ear. Thursday dribbled when drinking water when working
overnight shift. upon awakening Friday afternoon, speech was ""off"" noted L side of face drooped and unable
to close L eye. went to Urgent care and referred to ED for suspected stroke due to High BP> member stopped
HTN meds 8/2020. Seen at Holy Redeemer Hospital ED and dx Bell's palsy. now on steroids, eye ointment
and metoprolol.""
The patient has developed an acute ischemic stroke on the evening of receiving the COVID vaccine #1 dose.
She is in the hospital with left sided weakness, facial droop and speech changes. She is receiving blood
thinner and therapies.
Moderna covid -19 vaccine EUA Sleepy 4;30 pm then flu symptoms nausea chills headache extreme fatigue
went to bed 7pm to 9 am On the couch all day the 24 with ice and fatigue Severe pain both sides of arm and
front of arm pain felt like awful deep pain like down to the bone ilimited range of motion abduction only to
70 degrees flexion 80 degrees
Diarrhea, Bell's palsy and drooling for 48-72 hours, extreme itchiness and heat left side, tingling left side,
numbness left arm and face, nose
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Bells palsy; Pregnancy; A spontaneous report was received from a physician, who was also a 32-year-old
female patient who received Moderna's COVID-19 vaccine (mRNA- 1273) during pregnancy and the patient
has been diagnosed with Bell's palsy after delivery. The patient's medical history included exercise induced
asthma. Products known to have been used by the patient, within two weeks prior to the event, included
ascorbic acid/betacarotene/calcium sulfate/colecalciferol/cyanocobalamin/ferrous fumarate/folic
acid/nicotinamide/pyridoxine hydrochloride/retinol acetate/riboflavin/thiamine mononitrate/tocopheryl
acetate/zinc oxide and omeprazole. On 23 DEC 2020, the patient received their first of two planned doses of
mRNA-1273 (Batch number: 011J20A) for the prophylaxis of COVID-19 infection. On 20 JAN 2021, the patient
received their second of two planned doses of mRNA-1273 (Batch number: 029L20A) for the prophylaxis of
COVID-19 infection. On an unknown date, an ultrasound and quad screen (levels of alpha-fetoprotein (AFP),
human chorionic gonadotropin (HCG), estriol and inhibin A in pregnant women's blood) were performed, and
the results were normal. There were no complications during the pregnancy. On 01 Feb 2021, the patient
delivered the baby. No other delivery or infant details were reported. On 10 Feb 2021, the patient was
diagnosed with Bell's palsy. No treatment information was provided. The patient received both scheduled
doses of mRNA-1273 prior to the events; therefore, action taken with the drug in response to the events is
not applicable. The outcome of the reported event, Bell's Palsy, was unknown.; Reporter's Comments: Based
on the current available information and temporal association between the use of the product and the start
date of the event, a causal relationship cannot be excluded.
Patient was sitting for 10minutes when husband reported she started to slurr speech and inability to
communicate Upon entering the room patient has head tilted against wall with arms and legs spread out
Patient was responsive, but weak, reporting she felt paralyzed and couldn't open eyes Vitals taken, vitals
we're stable Pulse ox-98%, BP-144/90, Pulse 90, glucose-110 After 5 minutes, patient was still weak, unable
to open eyes, pupils had no response to light EMS called 1 hour post vaccine, symptoms have improved as
per husband ER doctor told patient symptoms should resolve over course of day
The evening after vaccine arm throbbing, headache, back hurts and dizzy.
On the evening of the first vaccination, my sister experienced chills and fever. The next morning she
experienced a kind of paralysis, could not sit up or stand up, was falling out of bed and out of her chair, had
to be carried to the bathroom, although she usually can walk by herself. This lasted about a day. I took her
to the ER where they excluded other possible causes of her condition and simiply attributed it to the vaccine.
No treatment was prescribed.
Temporary paralysis and numbness in both legs, numbness and weakness in both arms, no grip in both hands.
Soreness at injection site.
Systemic: Fainting / Unresponsive-Severe, Systemic: Seizure-Severe, Systemic: Shakiness-Severe, Additional
Details: Patient was sitting in observation and his head and eyes rolled back. He was observed to go into a
shock state, possibly seizure for a few minutes. After a few minutes, patient regain orientation and was alert
and was able to answer questions before the ambulance arrived. Patient left with the ambulance to the
emergency room.
Systemic: Fainting / Unresponsive-Severe, Systemic: shortness of breath-Severe, Systemic: Seizure-Severe,
Systemic: Shakiness-Severe, Additional Details: Patient was sitting in observation when he suddenly had his
head and eyes rolled back. Patient's daughter alerted the pharmacist on duty that he felt like he couldn't
breathe. Patient went into a possible seizure. His eyes rolled back and his body went stiff. After a few
minutes, patient was alert and oriented enough to answer questions coherently before the ambulance
arrived. Patient went on the ambulance.
Within several hours my arm began getting really sore and I became extremely tired. I laid down for a nap in
the recliner. I awoke 2 hours later (around 9:30 p.m.) with the whole left side of my body temporarily
paralyzed. The whole side felt heavy/sore like my arm - almost as if the vaccine had spread down my side. It
really scared me because I initially couldn't move. I finally worked my way into a sitting position, then stood
up and walked it off, then was fine. No more problems with it. Just today (2/27) I am starting to feel better
as far as fatigue and soreness and nausea go. No more paralysis.
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Started about 9:30pm day of shot Friday 19th of Feburary and continued to get worse throughout the night,
arm was very sore and painful and she was unable to move her arm, felt like her arm was paralyzed. She
could not lift it or move it. Went to the MD the next day, was prescribed naproxen for her pain, 1 (500mg)
tablet twice daily with food. The medication did help, she is able to move her arm up to shoulder height
after receiving this medication. Has not been back to md since initial visit.
Facial paralysis, possible menigitis, severe headache and swollen joints. Patient received prednisone and
pain relievers from primary care doctor and is under her care.
i kept thinking my lip was swollen last night then when i woke up this morning half of my face is not
working. classic bells palsy symptoms. called the dr and we are resarching steroids with the vaccine.
Patient experienced difficulty speaking and drooping on right side of face. Patient did not contact anyone
that day, but waited until the morning after and then went to the ER and was diagnosed with Bell's Palsy.
Patient is a 49 y.o. female hx of asthma, GERD p/w L sided lower and upper facial droop in the context of
receiving Moderna vaccine 2 days ago. Reports she noticed the facial droop a few hours after receiving the
vaccine. Also has had generalized myalgias, denies f/c. Denies camping trips/going in the woods, never been
diagnosed with lyme disease. Denies rash, hearing changes, vision changes, CP, SOB, abd pain, n/v/d/c, f/c,
dysuria pain/weakness/numbness of the extremities, Pt received first dose of Covid vaccine on 2/20/2021. A
few hours later noted mild facial droop, started to note numbness getting worse over 2 day period and
presented to ED. Had labs, lyme negative. Diagnosed with bells palsy and discharged on prednisone, has 2
days left. The following day symptoms started to improve and she feels they fully resolved at this point. BP
was elevated in ED, she reports she doesn't have a BP cuff at home but will get one. Feeling well overall but
does occasionally experiencing symptoms of heart racing and chest tightness. Attributes this to anxiety and
stress, mother just passed away. Denies CP, syncope.
Within 5 minutes after 1st dose I became dizzy and hot. This went away after 30 minutes. This continued
each day for a week. I?m dec 29 I was treated for Bell?s palsy. My face was numb on the right side, later
progressed to my entire right side of my body. A few days later I wasn?t able to get out of bed I was
extremely weak, fatigue. Had a hard time walking. Went to the er on January 3rd. Treated for migraine
with paresthesia. Continued to have vertigo, numbness, weakness, fatigue. Also, had anxiety and panic
attacks. Vision is now blurry, a s constantly seeing floaters. Also, I now have issues with fluid in my ear that
won?t go away.
Patient reports that she experienced cramping in all of her extremities, paralysis in her right arm, she slept
and took naproxen, tramadol and gabapentin, she felt better the next day after sleeping on and off all
weekend. No other side effects, and all has cleared up to date.
Onset 2/18/21 evening (after receiving vaccination during the afternoon). Started with ""tingling"" in face,
progressed to Right-side Facial drooping, increase salivation. Lose of sensation to left side of tongue and
nostril (numbness). Decreased muscle tone to left eye (can't close completely). Blurry vision bilaterally.
Possible Bell's Palsy ??? Facial drooping still mildly present as of 3/2/21.""
Onset of CP and diff breathing approx 6 minugtes after vaccination.
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Bell's Palsy; Neck pain and rigidity; Neck pain and rigidity; Pain in the ear; Epiphora; Could not blink;
Shoulder soreness; Chills; Fever; A spontaneous report was received from a Consumer and a healthcare
professional concerning a ˚ 35 Years-old female patient who received Moderna's COVID-19 vaccine (mRNA1273) and experienced facial paralysis, arthralgia, chills, fever, neck pain, nuchal rigidity, ear pain,
lacrimation increased and lagophthalmos. The patient's medical history was not provided. No relevant
concomitant medications were reported. On 12-Feb-2021, prior to the onset of the events, the patient
received their second planned dose of mRNA-1273 (lot/batch: 030M20A) intramuscularly in the left arm for
prophylaxis of COVID-19 infection. On the same day, the patient experienced shoulder soreness, pain in the
ear, chills, fever, neck pain and rigidity, epiphora, couldn't blink and face paralysis. No treatment
information was provided. Action taken with mRNA-1273 in response to the events was not reported. At
the time of this report, the outcome of the events was unknown.; Reporter's Comments: Based on the
information provided which includes a strong temporal association, a causal association between the
reported events and the administration of the mRNA-1273 vaccine cannot be excluded. The events of
arthralgia, chills and fever are consistent with the known safety profile of the vaccine.
Activated Bells Palsy from over 25 years prior!
Presented to ED for evaluation of generalized lower extremity weakness, falls. The patient states that he
carries a diagnosis of MS and typically is fully functioning without assistance of a cane or walker. The patient
states that yesterday morning around 0900 he received the second dose of his Moderna COVID-19 vaccine
and was otherwise feeling fine but by last night (12 hours after the vaccine) the patient states he tried to
get out of bed and was transferring when he felt his bilateral legs give out, causing him to slide to the
ground. His wife then came to help and states that the patient was completely weak in the legs, and was
unable to even lift his legs up to get back into bed. They then tried to walk him again a short time later and
he again stumbled with weakness in his legs. Since that time, the patient states he has been minimally
ambulatory and has been using a cane, but still needs large assistance to get around his home. The patient
states he has baseline foot drop but feels this is worse in his legs today. He went to clinic this morning for his
symptoms where he was noted to have an elevated temperature and was diffusely weak in his lower
extremities. Given this, the patient was referred to the ED for further evaluation. The patient denies any
weakness in his upper extremities or facial asymmetry. He denies sensation change in his extremities nor any
recent illness such as cough, shortness of breath, chest pain, sore throat, nausea, vomiting, urinary
symptoms, or leg pain. He has no history of stroke. He denies any injuries or head injury, syncope from his
falls. He was admitted to the hospital where he will receive further symptomatic treatment as necessary. No
treatment provided in emergency department for weakness.
He complained of dizziness the evening of the shot. He went to bed and when he woke up the next morning
he was having double vision. Is eye drifted off to the side and he was too dizzy to get up. He was taken to
the hospital. They did a CT scan which didn't give a diagnosis, and they were unable to do a MRI scan due to
a medical reason, so they could not determine for sure if he had a stroke. They are assuming that he did
have a stroke and he has oculomotor nerve paralysis on the right side. The nurse practitioner saw him
today and she reports he is doing very well now. He had been staying in a assisted living type facility when
this occurred, but he is expected to return home tomorrow.
Developed Bells Palsy after 4 days it eventually resolved and patient came back for second dose
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Mild bell's palsy; Sore arm; A spontaneous report( was received from a 72 years old, female patient who
received Moderna's COVID-19 vaccine(mRNA-1273) and experienced events of sore arm and mild bell's
palsy(facial palsy). The patient's medical history was not provide .No relevant concomitant medications
were reported. ON 02-Feb-2021, prior to the onset of the events, the patient received their first dose of
mRNA-1273 (lot: unknown) intramuscularly in the right arm for prophylaxis of COVID-19 infection. On 02-Feb2021, post vaccination, the patient reported that her right arm was sore for a few days. No treatment
information was provided. On 09 Feb 2021, the patient has extensive dental work in one side as the dentist
tried to put an implant in and was unable to. On an undisclosed date, days following dental work, her lips
on the left and right of her face were not matching. She stated that the rest of her face was fine. On an
undisclosed date, her dentist and primary care physician diagnosed her with an extremely mild case of Bell's
Palsy caused by the extensive dental work. The treatment received for the event included steroid injection.
The outcome of the events was unknown.; Reporter's Comments: Patient's dentist and primary care
physician diagnosed her with an extremely mild case of Bell's Palsy caused by the extensive dental work.
Based on reporter's causality provided, the event is assessed as unlikely related to mRNA-1273.
He received the vaccine and after 2 hours he went home and was paralyzed from the waist down. He tried
to stand up and then he passed out on the floor for about 10-15 minutes. He went to sleep and woke up
around 5 hours later. He then tried it again and urinated on himself and he fell down on the floor, passed
out without getting up until the morning. He did call his doctor who was not available, spoke to the nurse
and advised to go to the hospital. He is weak and cannot drive so he did not go to the hospital. He slept the
rest of that day and the following day. Then when he saw his doctor about 2 days ago, he described his
reaction and told to report the reaction and that he would report it himself. He was advised not to take the
2nd vaccination. He is no longer having the heavy reaction, his muscles are aching and his vision is blurred,
especially on his back and the shoulder. His doctor did do blood work at the office visit.
Paralyzed left arm for 3 days after administration.
Patient reports soon after injection she experienced swelling in the injected arm and lymph nodes. She woke
up the next morning with facial swelling and palsy. She was instructed to seek medical attention.
Bells Palsy; Numbness in left side of face; A spontaneous report was received from a consumer who was also
a 43 year old, male patient who received Moderna's COVID-19 vaccine (mRNA-1273) and who experienced
Bell's Palsy / facial paralysis and numbness in left side of face / hypoaesthesia. The patient's medical history
was not provided. No relevant concomitant medications were reported. On 17 Feb 2021 at 3:15 pm,
approximately 25 minutes prior to the onset of the events, the patient received their first of two planned
doses of mRNA-1273 (Lot number: 013M20A) intramuscularly in the upper left arm for prophylaxis of COVID19 infection. On 17 Feb 2021, about 25 minutes after receiving the vaccination administration, the patient
reported numbness on the left side of his face. His doctor informed him that he had Bell's Palsy and to take
diphenhydramine. Consent to follow up from safety was provided by the patient. Action taken with the first
dose of mRNA-1273 vaccine was not reported. The events, Bell's Palsy and numbness in left side of face,
were ongoing at the time of this report.; Reporter's Comments: Based on the current available information
and temporal association between the use of the product and the start date of the event, a causal
relationship cannot be excluded. Further information has been requested.
I have been experiencing some tingling on the left side of my face since receiving the first COVID-19
vaccination dose. It flare after receiving the second COVID-19 vaccination dose. The level of tingling varies
throughout the day. It has not resulted in noticeable paralysis.
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little bit sore; possible Bell's Palsy; left side of his face was swollen; Couldn't open his mouth; A Spontaneous
case report was received from a consumer concerning a 67 year old male patient ,who received Moderna's
COVID-19 vaccine(mRNA-1273) and experienced swelling face, facial paralysis, couldn't open his mouth and
pain. The patient medical history, as provided by the reporter, included hypertension and type 2 diabetes.
On 13-FEB-2021, prior to the onset of the events, the patient received their first of two planned doses of
mRNA-1273(Lot number:024M20A) in the left arm for prophylaxis of COVID-19 infection. On 13-FEB-2021, the
patient felt his left side of his face was swollen, and he couldn't open his mouth. On 17-FEB-2021 he went to
emergency room and diagnosed with possible Bells palsy. Lab tests was done: x-ray and imaging and couldn't
find anything. On 26-FEB-2021 he also felt little bit sore. No treatment was given for the events. Action
taken with mRNA-1273 in response to the events was unknown. The events ,swelling face, facial paralysis,
couldn't open his mouth were considered resolving on 26-FEB-2021 and pain was considered as not
recovered.; Reporter's Comments: Based on the current available information and temporal association
between the use of the product and the onset date of the reported events, a causal relationship cannot be
excluded.
Patient presented 2/17 with left side bells palsey, left sided facial droop, facial paresthesia and diffuse
headache. No acute findings on CT or MRI. Patient discharge 2/18. , hospitalizations are to be reported
irrespective of attribution to the vaccine
Patient stated he felt uncomfortable the day he got his vaccine. In the next few days, he had facial drooping,
slurred speech and muscle sensitivities in legs. His face is still slightly drooped as of today 3/6/21. Per the
patient, his doctor advised not to get the second dose of the vaccine.
Patient reports getting her 2nd vaccine near 3PM and that evening had symptoms including high fever and
paralysis. Paralysis lasted until 9am and patient reports symptoms including rigors, fever, pain and lethargy
lasting about 3 days with the symptom of lethargy continuing. VEARS reporting information given to client
who is a nurse and she states she will self report.
Speech was affected; he could not speak; Face was drooping; fever; A spontaneous report was received from
a consumer concerning a male patient of unknown age who received Moderna's COVID-19 vaccine (mRNA1273) and experienced speech was affected; he could not speak, Face was drooping, and fever. The patient's
medical history was not provided. No concomitant medications were provided. On 25-Feb-2021, the patient
received their second of two planned doses of mRNA-1273 (Lot number: not provided) via an unknown route
for prophylaxis of COVID-19 infection. On the same day, 25-Feb-2021, the patient experienced speech was
affected; he could not speak, face was drooping, and fever. At the beginning, his speech was affected but by
the time he went to the emergency room, he could not speak. No treatment information was provided.
Action taken with mRNA-1273 with respect to the events was not reported. The outcome of the reported
events was unknown. The reporter did not provide a causality assessment for the events.; Reporter's
Comments: Very limited information regarding the events has been provided at this time. Further
information has been requested.
Paralyzed from the waist down for a few minutes and fell down; Feels disoriented; Sometimes can't even
stand up; A spontaneous report () was received from a physician concerning a 77-year-old, male patient who
received Moderna's COVID-19 vaccine (mRNA-1273) and was paralyzed from the waist down and fell
down/paralysis, feels disoriented/disorientation and sometimes can't even stand up/dysstasia. The patient's
medical history was not provided. Products known to have been used by the patient, within two weeks prior
to the event, included poly vitamins. On 10 Feb 2021, the patient received their first of two planned doses
of mRNA-1273 (Lot number: 015M20A) intramuscularly for prophylaxis of COVID-19 infection. On 10 Feb
2021, approximately a few hours post vaccination, the patient experienced paralysis from the waist down for
approximately 15 minutes which made her fall down. This event occurred two times. The patient stated she
felt disoriented and could not stand up. Treatment information was not provided. The outcome of the
events, was paralyzed from the waist down and fell down/paralysis, feels disoriented/disorientation and
sometimes can't even stand up/dysstasia, were considered as unknown.; Reporter's Comments: Based on the
current available information and temporal association between the use of the product and the start date of
the events, a causal relationship cannot be excluded.
I received the Moderna vaccine. I developed symptoms of Bells Palsy about 4 hours after the vaccination.
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By 3:00 he had a whole body chill. He was then incoherent, lost all control of all body muscles and was
incontinent both bladder and bowel. He continued as such when Dr. said to give him Prednisone along with
the Benadryl he was receiving every six hours starting at 3:30 p.m. 3/8/2021. He was given a Prednisone at
4:00 p.m. 3/9/2021 and again at 8:00 p.m. on 3/9/2021 along with his Benadryl. He was unable to ambulate
or even turn his body over in bed. He was able sip water and sports drink but ate nothing since noon on
3/8/2021. It wasn't until early Sunday morning that he was able to move his legs and get to a walker and
use the toilet. He slow, very slowly has improved since then. Late Sunday he was able to get up, and sit in
a chair. Later he was able to take a sit down shower and shampoo and be an to feel ""nearly human""
again. He has slowly progressed since then and Monday morning was able to navigate by himself and to
descend and ascend a 13 stair step to the basement. In discussing the 24 hours he spent in bed he was
unaware of any of the things going on such as not being able to move, but knew he was in pain if he moved
his legs. He also had a temperature of 102.3 which rose to 102.9 and then with cold compress on his
forehead and time his fever dropped to 95.4 and the back up to a normal of 97.5. These are similar
symptoms he had after the first injection of the Covid 19 Moderna vaccine and he had had a similar reaction
in 2017 from the first flu shot he ever had in his life. He felt he needed to take this vaccine in order to be
able to ""have a life"" even though we assumed he would have such a bad reaction. He is slowly improving
and if it is like the first injection it will take him nearly two weeks before he can ambulate at the level he
was before the vaccination. Still, he is grateful to Center for being so proactive as to have available the
vaccine and it being more convenient for cancer patients than waiting in line at a mass inoculation center.
He would appreciate an acknowledgement that this information has been received and could possibly passed
along to help others in his situation. Thanks.""
Patient went down in the parking lot while walking back to his vehicle with his wife. Pt was using a walker.
When this nurse responded, the patient was on his side and responsive. Pt denied pain or injury. Upon
assessment patient was responsive but had a left-sided facial droop, which his wife said was new. Checked
grasps and left side was significantly weaker than the right. Unable to check the lower extremities as legs
were under a vehicle. Blood sugar checked, which was 168. Pt is diabetic. 911 was called and patient was
taken to hospital via ambulance. Pt was markedly improved at the time of transport but was still pale and
ashen.
bell's palsy or could of had a stroke; mouth drooping; speech was a little slurred; could not smile, could not
open mouth to eat; right eye started tearing up and was watery; A spontaneous report was received from a
consumer concerning a 55 years old male patient who received Moderna's COVID-19 vaccine (mRNA-1273)
and experienced Facial paralysis, Lacrimation increased, Dysarthria and Facial discomfort. The patient's
medical history was not provided. Relevant concomitant medications were not reported. On 05-FEB-2021,
prior to the onset of the events, the patient received their first dose of two planned dose of mRNA-1273
(lot/batch: 031L20A) intramuscularly for prophylaxis of COVID-19 infection. On 05-FEB-2021, the patient
experienced Lacrimation increased. On 06-FEB-2021, the patient experienced Facial paralysis (mouth
drooping), Facial discomfort. On 08-FEB-2021, the patient experienced Facial paralysis. The patient reported
that he went to the doctor who said it could be bell's palsy or could had a stroke, and recommend he go to
hospital to have it checked. The Patient reported that he has not gone to the hospital at the time of this
report. No Laboratory details were provided. Treatment information was not provided. Action taken with
mRNA-1273 in response to the events was unknown. At the time of this report, the outcome of the event's
Facial paralysis, Lacrimation increased, Dysarthria and Facial discomfort was considered as not resolved.;
Reporter's Comments: Based on the current available information and temporal association between the use
of the product and the start date of the event, a causal relationship cannot be excluded.
PATIENT STATED SHE HAD MALAISE, HEADACHE, FATIGUE, NAUSEA, LOW GRADE FEVER AND CHILLS FOR
ABOUT 36 HOURS. ARM SORENESS THAT LASTED ABOUT 7 DAYS. SHE THEN WAS DIAGNOSED WITH BELL'S
PALSEY ON 03/09/2021 AND IS CURRENTLY BEING TREATED.
BELL'S PALSY REACTION- DROOPY EYE, UNILATERAL FACIAL NUMBNESS, INFLAMMATION
blinking eye most of the time numbness on the left side of the face
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Patient received 2nd dose of Moderna COVID vaccine at approx. 10am on 03/10/21. At approx. 5pm on
03/10/21, he developed typical side effects including fever, chills, and lethargy. Additionally, he became
confused. The next morning, he remained lethargic and minimally responsive. He was febrile to 106 F per
daughter and somewhat hypotensive with SBP into the 80s. The afternoon of 03/11/21, he also developed
right facial droop and weakness. EMS was called and he was found to have suffered a left MCA stroke. He
was admitted to the hospital for this and underwent thrombectomy. Of note, he was febrile and
hypotensive on admission.
Loss use of entire right side
Started with nerve pain in jaw. Within 24-36 hours, pain, numbness & tightness in right jaw. Beyond 36
hours, pain, numbness & tightness in both jaws, across both jaws up to temples (Mild Bell's Palsy)
Motor paralysis of the left foot. Could not move at all.: dorsiflex, plantar flex, invert, or evert
Bells Palsy
Diagnosed with Bell's Palsy and having headache. On Saturday went to ER, did CT scan . Saw PCP on
Monday.
Headache, nausea, and vomiting starting about 2 hours after vaccine and got worse overnight. Patient
reported intractable vomiting the next morning an feeling week so she called EMS in the evening. She
developed sudden onset of right lower extremity paralysis and numbness. In ED, stroke was called and
Alteplase was given on 3/13/21
I felt bad immediately afterward, headache. Treated with Tylenol. By the next day, a very large tongue ulcer
appeared or the front right side of my tongue, and that night I felt the beginnings of Bells Palsey. On
Monday 3/8 I went to the clinic and explained that I have Ramsey Hunt and could feel Bells Palsey starting.
They began me on antivirals, steroids, and topical lidocaine because of the extreme pain of the ulcer.
Within 3 hours of getting g the vaccine my blood pressure went up, my breathing became difficult & the
whole left side of my body went into paralysis. I was taken to the ER, later that day was admitted to the
hospital. I spent 5 days there getting tested. I was released with 0 use of my left arm or hand, and my left
leg was weak. It?s been 3 months and I still can?t use my left arm. I am seeing multiple different doctors to
try & help me.
face looked droopy on the left side;; itchy; felt like my face had been punched on the left side; A spontaneous
report was received from a consumer concerning a 60-year-old, female patient, who received Moderna's
COVID-19 vaccine (mRNA-1273) and experienced pruritis, facial pain and facial paralysis. The patient's
medical history, as provided by the reporter, included bell's palsy 20 years ago. Concomitant medications
were not reported. On 03 Jan 2021 prior to the onset of the events, the patient received their first of two
planned doses of mRNA-1273 (Lot number: 011L20A) intramuscularly in the left arm for prophylaxis of COVID19 infection. On 03 Jan 2021, prior to receiving mRNA-1273, the patient felt itchy and like her face had been
punched on the left side. On 06 Jan 2021 she felt her face looked droopy on the left side. Her dimple came
back in her face. On 21 Jan 2021 her eyes was droopy and can see a line on one side, and other side doesn't
have a line. It's gotten better with acupuncture. She gets acupuncture and electrostimulation; she had a
horrible reaction to steroids. Her eye was stuck open for 3 months, she had a patch. Treatment for the
events include 3 sessions of acupuncture. Action taken with mRNA-1273 in response to the events was not
reported. The outcome of events, pruritis, facial pain and facial paralysis was unknown.; Reporter's
Comments: Based on the current available information and temporal association between the use of the
product and the start date of the events, a causal relationship cannot be excluded.
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Bells Palsy; he lost strength in his left face, arm, and leg; Felt nauseous; couldn't breathe; burning sensation
from the left side of face from temple to neck; Localized muscle weakness; A spontaneous report was
received from a health care professional concerning a 52-year-old, male patient who received Moderna's
COVID-19 Vaccine (mRNA-1273) and developed bell's palsy, nausea, dyspnea, burning sensation in face and
localized muscle weakness. The patient's medical history included covid-19 . Products known to have been
used by the patient, within two weeks prior to the event, not provided. On 25 Jan 2021, prior to the onset
of the event, the patient received their first of two planned doses of mRNA-1273 (Lot unknown)
intramuscularly in the left arm for prophylaxis of COVID-19 infection. On 25 Jan 2021, the patient felt
nauseous and couldn't breathe. The feeling went away so he did not think too much of it. 30 minutes after
that, he lost strength in his left face, arm, and leg and diagnosed with Bells Palsy. There was a burning
sensation from the left side of his face from the temple to the neck. Treatment for the event was not
reported. Action taken with mRNA-1273 in response to the event was not reported. The outcome of the
event's,reported, was considered not recovered..; Reporter's Comments: Based on the current available
information and temporal association between the use of the product and the start date of the events, a
causal relationship cannot be excluded.
Developed ascending bilateral symmetric weakness ~under one week after receiving second Moderna shot.
MRI negative, LP with elevated protein, low cell count. Guillain-Barre suspected, neurology consulted
likewise agrees, has been started on IVIG and is hospitalized presently
couldn't move her body at all; lay there unable to move or crawl or even pull herself up for 6-7 hours before
she was discovered; no recollection of this episode of what happened to her or what she was doing at the
time it occurred; she fell to her garage floor; speech was gargled; brain fog and difficulty; residual confusion;
local reaction limited arm movement; local reactions such as pain; A spontaneous report was received from a
consumer concerning a 77-year-old, female patient who received Moderna's COVID-19 vaccine (mRNA-1273)
and experienced local reactions such as pain and limited arm movement (vaccination site movement
impairment/vaccination site pain), fell to garage floor (fall), couldn't move body at all (paralysis), lay there
unable to move or crawl or even pull self up for 6-7 hours before discovered and taken to hospital (paralysis),
brain fog and difficulty (feeling abnormal), no recollection of this episode of what happened or what she was
doing at the time it occurred (amnesia), speech was gargled (dysarthria), and brain fog is improved now but
still has some residual confusion (delirium). The patient's medical history was not provided. Relevant
concomitant medications were not reported. On 27 FEB 2021, prior to the onset of events, the patient
received their second dose of mRNA-1273 (lot/batch: unknown) intramuscularly in the right arm for
prophylaxis of COVID-19 infection. On 27 FEB 2021, the patient experienced vaccination site movement
impairment and vaccination site pain. On 28 FEB 2021, the patient experienced paralysis, amnesia, fall,
dysarthria, and feeling abnormal and due to these events hospitalization was required. On 04 MAR 2021, the
patient experienced Delirium. Laboratory details was provided as CT Scan on 28 FEB 2021 and the result
was normal. Treatment information was not provided. The patient received both scheduled doses of mRNA1273 prior to the event(s); therefore, action taken with the drug in response to the event(s) is not applicable.
At the time of this report, the outcome of the event's, local reactions such as pain and limited arm
movement,fell to garage floor, couldn't move body at all , lay there unable to move or crawl or even pull self
up for 6-7 hours before discovered and taken to hospital, brain fog and difficulty, no recollection of this
episode of what happened or what she was doing at the time it occurred, speech was gargled, and brain fog
is improved now but still has some residual confusion, were considered unknown.; Reporter's Comments:
Based on the current available information and temporal association between the use of the product and the
start date of the events, a causal relationship cannot be excluded.
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Felt extremely warm, started feeling lightheaded, started sweating profusely, vision started blacking out,
got very close to blacking out and fainting. I was seated at the time, waiting the 15 minutes for observation
after the shot, symptoms happened about 10 minutes into the waiting period. I was given some cold water
right away, over the next 10 minutes my vision started coming back and I stopped sweating. Was told I
looked flush when they first came over but was looking much better after another 10 mins. I stayed an
additional 30 minutes for observation after the event and had friends come take me home and get my car.
I'm still feeling very slightly light headed and somewhat tired 2 days later, but otherwise feeling great.
PATIENT REPORTED TO PHARMACY WITH DROOPINESS OF RIGHT EYE ON 3-12-21 AND WAS TOLD TO
PURCHASE OTC EYE DROPS FOR IT. THE NEXT DAY (3-13-21) SHE CAME TO PHARMACY WEARING EYE PATCH
ON RIGHT EYE. SHE SAID SHE WENT TO HOSPITAL ON 3-12-21 AND WAS TOLD DIAGNOSED WITH BELLS
PALSY, NO PREVIOUS HISTORY.
Diplopia 03/09/2021 Acute onset diplopia Vertical and torsional 34 yo M here with double vision. Pt
states a week ago he started to notice double vision. No childhood strabismus 3/2/2021. COVID Moderna
vaccine at noon. The same night felt that his vision was blurry and split. 2 weeks ago severe migraine
3/3/2021. His depth was off. Similar that tuesday his vision was blurry and split. 3/4/2021. Woke up
with definite vertical diplopia Stable since that day With chin down he can see single PMHX Gout, Afib,
no other symptoms such as repiratory, join pain or anything else, no traveling outside state 15 years ago
got elbowed playing basketball. He thinks was his left eye for sure no ocular symptoms On examination
Severe limitation to downgaze rotation right eye worse in the field of action of the right inferior rectus
muscle There is also moderate limitation to full abduction right eye On motility he has right hypertropia,
esotropia and incyclotropia No pain No conjunctival injection Differential diagnosis Acute
ophthalmoplegia Rule out orbital apex or cavernous sinus No ptosis no pain. Isolated donwgaze Myositis IR
LR vs SR and MR with restriction and weakness Unlikely TED unsual presentation no family history Brain
inflammation affecting 3rd nerve, 6th nerves Always MG is within the differential diagnosis
Pt received his first dose of Pfizer vaccine on 1/26/2021 from a pharmacy. He reportedly had Bell's Palsy
sometime after this first dose. He was was brought to Health Department off site Covid Vaccine Clinic at
local market. He had a caregiver with him and was currently staying at a rehabilitation facility. The facility
had signed the patient up for his first dose of Moderna unaware that he had received a dose of Pfizer in
January. The patient stated that he had received a dose previously. The caregiver stated that the patient
had not received a first dose, and contacted the facility to confirm this. The vaccinator verified this with a
supervisor, and then proceeded to administer a dose of Moderna vaccine. The facility realized that the
patient had a previous dose of Pfizer on 3/15/2021 and the Health Department. The patient was reportedly
doing well and his primary care provided had been notified on the evening of 3/15/2021.
13 min post vaccine pt became unresponsive to verbal and uncomfortable stimuli. Pt slumping in chair with
right side facial drooping . Pt began to respond in approx 3 minutes with confusion and not recalling events
of prior 3 min. Pt with max assist placed in wheelchair and paramedics called. RR. Low teens B/P 150/88
Per family pt had same episode yesterday
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lost strength in both his feet; loss feeling in his left side of the body mainly; Tongue swelling; couldn't
breathe; weakness of left facial area, arm and leg; tightness of neck; Bells Palsy; drooling/saliva on his pillow
when he sleeps at night; nauseous; A spontaneous report was received from a health care professional
concerning a 52-year-old, male patient who received Moderna's COVID-19 Vaccine (mRNA-1273) and
developed loss of feeling in his left side of the body mainly, had tongue swelling, couldn't breathe, lost
strength in both his feet, Bell's Palsy, drooling, and nausea. The patient's medical history was not
provided. Products known to have been used by the patient, within two weeks prior to the event, was not
reported. On 25 Jan 2021, prior to the onset of events, the patient received their first of two planned doses
of mRNA-1273 (Lot unknown) intramuscularly in the left arm for prophylaxis of COVID-19 infection. On 01
Mar 221, prior to the onset of events, the patient received their second of two planned doses of mRNA-1273
(Lot unknown) intramuscularly in the right arm for prophylaxis of COVID-19 infection. On 25 Jan 2021,
patient experienced nausea and couldn't breath, lost strength in his left face, arm, leg, developed Bell's
Palsy, and suffered from droopiness of the face a bit and drooling/saliva on his pillow when he sleeps at
night. On 01 Mar 2021, the patient developed developed loss feeling in his left side of the body mainly, had
tongue swelling, and lost strength in both his feet . Treatment for the event was not reported. The patient
received both scheduled doses of mRNA-1273 prior to the events; therefore, action taken with the drug in
response to the events is not applicable. The outcome of the events, loss feeling in his left side of the body
mainly, had tongue swelling, couldn't breathe, lost strength in both his feet, Bell's Palsy, and nausea, were
considered unknown. The outcome of drooling was not resolved.; Reporter's Comments: Based on the current
available information and temporal association between the use of the product and the start date of the
events, a causal relationship cannot be excluded.
pt started slurring his words and his face started drooping about 8 hours after taking the covid vax. pts wife
took him to ER. They did a CT which did not show a hemorrhage. He was admitted to the floor but had a
'Stroke Code' so was transferred to ICU. Next day he had an MRI which showed he had a stroke. The
following day he was given another MRI since his symptoms were getting worse and it showed additional
bleeding. Pt is awake and starting to move around some but unable to communicate which speech at this
time.
Limp; Paralyzed (pain was so bad he couldn't move it); Low grade fever; Severe left hip pain; A spontaneous
report was received from a consumer who was also a 85-year old, male patient who received Moderna's
COVID-19 Vaccine (mRNA-1273) and experienced left hip became paralyzed (pain was so bad he couldn't move
it) (paralysis), low grade fever (pyrexia), limp (gait disturbance), and severe left hip pain (arthralgia). The
patient's medical history was not provided. No relevant concomitant medications were reported. On 09 Jan
2021, approximately 10 hours prior to the onset of the events, the patient received their first of two planned
doses of mRNA-1273 (lot 012L20A) intramuscularly in the left arm for prophylaxis of COVID-19 infection. On
09 Jan 2021, the patient woke up at 10:00 pm with severe left hip pain. His left hip became paralyzed (pain
was so bad he couldn't move it), and he took 2 ibuprofens then went to bed. On 10 Jan 2021, he was still in
pain with a low grade fever of 98.8 which is 1 to 2 degrees higher than normal for him. He reported using his
wife's walker to ambulate and took 4 ibuprofens which helped his hip. On 11 Jan 2021, the patient was still
in pain, had a limp, and ran a low fever until the afternoon. Treatment for the events included ibuprofen.
Action taken with mRNA-1273 in response to the events was not reported. The outcome of the event, low
grade fever, was considered resolved on 11 Jan 2021. The outcome of the events, left hip became paralyzed
(pain was so bad he couldn't move it), low grade fever and limp, was unknown.; Reporter's Comments: Based
on the information provided, the events of low grade fever, gait disturbance and severe left hip pain are
temporally associated with the administration of mRNA-1273 and a causal association cannot be excluded.
Fever and arthralgia are consistent with the known safety profile of the product. The event of paralysis is
considered unlikely pending additional information.
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Bell's Palsy; A spontaneous report was received from a consumer concerning a 64-year-old male patient who
received Moderna's COVID-19 vaccine (mRNA-1273) and experienced Bell's palsy (facial paralysis). The
patient's medical history was not provided. No relevant concomitant medications were reported. On 4 Mar
2021, at 13:00, four hours prior to the onset of the event, the patient received their first of two planned
doses of mRNA-1273 (lot: unknown) intramuscularly in the right arm for prophylaxis of COVID-19 infection.
On 4 Mar 2021, the patient had had Bell's palsy and had to go to the emergency room (ER). They went to the
emergency room (ER) because they though the patient was having a stroke. Treatment details included IV
(intravenous) medication. Action taken with mRNA-1273 in response to the events was unknown. The
outcome of the event of Bell's palsy was unknown.; Reporter's Comments: Based on the current available
information and temporal association between the use of the product and the start date of the event, a
causal relationship cannot be excluded.
Bells palsy effect; Rapid heartbeat; Numb nose, nasal cavity, cheeks; Numb eyelids; A spontaneous report
was received from a consumer, concerning a 65 year-old, female who received Moderna's COVID-19 vaccine
(mRNA-1273) and developed a rapid heartbeat/tachycardia, her nose, nasal cavity, cheeks and eyelids were
numb/hypoaesthesia, Bell's palsy effect/facial paralysis. The patient's medical history included were
overweight and pre diabetic. The patient was allergic to latex and was dairy sensitive was not provided.
Concomitant product included was vitamins. On 16 Feb2021, few minutes prior to the onset of symptoms,
the patient received her first of two planned doses of mRNA-1273 (batch number: 004M20A) intramuscularly
in the left arm for prophylaxis of COVID-19 infection. On 16 Feb 2021, the patient, while she was staying for
15 minutes in the facility, she felt a rapid heartbeat. It was not alarming, but it was faster than normal. Five
minutes after leaving the facility, which was 20 minutes after she received the vaccine, her nose, nasal
cavity, cheeks and eyelids were numb. This numbness stayed for two hours and the disappeared. The numb
sensation on the nose stayed for 3 whole days after the vaccine was administered. The patient consulted the
primary doctor, who stated that it was a Bells Palsy effect. Treatment information was not provided. The
outcome of the events of rapid heartbeat, nose, nasal cavity, cheeks and eyelids were numb were considered
recovered and the outcome for Bells palsy effect was unknown.; Reporter's Comments: Based on the current
available information and temporal association between the use of the product and the start date of the
events, a causal relationship cannot be excluded.
Tongue feels funny; Chewing is hard; His left eye and face are changing shape, smiling is hard; Possible Bell's
Palsy; Numbness on left side of face; Swelling arm; Painful arm; Headache; A spontaneous report was
received from a consumer concerning a 70-year-old, male patient who received Moderna's COVID-19 Vaccine
(mRNA-1273) and experienced possible Bell's Palsy/facial paralysis, numbness on left side of
face/hypoaesthesia, tongue felt funny/paraesthesia oral, chewing was hard/mastication disorder, left eye
and face were changing shape, smiling was hard/ facial discomfort, sore arm/pain in extremity, arm
swelling/peripheral swelling, and headache. The patient's medical history was not provided. Concomitant
product use was not provided by the reporter. On 13 Feb 2021, prior to the onset of the symptoms, the
patient received the first of two planned doses of mRNA-1273 (Batch number: 015M20A) intramuscularly for
prophylaxis of COVID-19 infection. On 13 Feb 2021, the patient initially had pain, swelling, sore arm and
headache. Patient stated on 15 Feb 2021, he had some numbness on left side of face, chewing and smiling
was hard. Patient stated a couple days later, he had numbness and on 01 Mar 2021, his left eye and face
were changing shape, tongue felt funny, and it was hard to brush teeth. Patient spoke with doctor and MRI
was scheduled on 12 Mar 2021, according to patient there was a possibility for Bell's Palsy. Treatment
information was not provided. Action taken with mRNA-1273 in response to the events was not provided.
The outcome of the events, facial paralysis, hypoesthesia, paraesthesia oral, mastication disorder, facial
discomfort, pain in extremity, peripheral swelling and headache were considered unknown.; Reporter's
Comments: Based on the current available information and temporal association between the use of the
product and the start date of the events, a causal relationship cannot be excluded.
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Bell's palsy; Firm red swollen arm; Firm red swollen arm; A spontaneous report was received from a
consumer concerning a female patient who received Moderna's COVID-19 vaccine (mRNA-1273) and
developed firm red (erythema), swollen arm (peripheral swelling) and bell's palsy. The patient's medical
history was not provided. No relevant concomitant medications were reported. On 05 Jan 2021, prior to
the onset of the events, the patient received their first of two planned doses of mRNA-1273 (Batch number:
011J20A) for prophylaxis of COVID-19 infection. On 05 Jan 2021, the patient developed firm red swollen
arm. On 22 Jan 2021, the patient experienced medically significant event of symptoms of bell's palsy. No
treatment information was provided. Action taken with mRNA-1273 in response to the events developed
firm red (erythema), swollen arm (peripheral swelling) and Bell's palsy was not reported. The outcome of the
event firm red (erythema) and swollen arm (peripheral swelling) was resolved on an unspecified date. The
outcome of the event bell's palsy was not reported.; Reporter's Comments: Based on the current available
information and temporal association between the use of the product and the start date of the events, a
causal relationship cannot be excluded. Further information has been requested.
Patient received 1st dose of Moderna vaccine on 01/30/2021. Patient received second dose on 2/27/2021
and within an hour noticed slurred speech and drooped face. Patient went to ER and was transferred to
another Hospital on 2/27/21 due to stroke. Now patient believes stoke may have started 2/26/21, as she
was somewhat confused that day, but didn't realize stroke until after vaccine.
Could not move her legs; Swollen Left Arm post second vaccine; Hard to the touch Injection Site; Red
Injection Site Spreading 6""; Spent 17 hours laying on the floor; Chills; A spontaneous report was received
from a consumer concerning herself. She is a 77-years old female patient, who received Moderna's COVID-19
vaccine (mRNA-1273) and experienced Swollen Left Arm/peripheral swelling, Could not move her legs/
Monoplegia, Hard to the touch Injection Site/Vaccination site induration, Red Injection Site Spreading
6""/Vaccination site erythema, Spent 17 hours laying on the floor . The patient's medical history was not
reported. Concomitant medications were not listed. On 25 JAN 2021, prior to the onset of events the
patient received first of their two planned doses of mRNA-1273 (Batch N0: unknown)intramuscularly in the
left arm for prophylaxis of covid 19 infection, and Her Arm swelled up, and she had chills for 3 days. On 22
Feb 2021, prior to the onset of events the patient received second of their two planned doses of mRNA-1273
(Batch N0:016M20A )intramuscularly in the left arm for prophylaxis of covid 19 infection. on 22 Feb 2021, Her
Arm Swelled Up again, Red, Hard, Spreading 6"" and at 2AM could not move her legs. She fell on the floor
when tried to get up. She was on the floor For 17 hours until help arrived. She was Hospitalized for 2 days.
Discharged 24 FEB 2021, released to a Home Health Care Facility. They started physical therapy. Action
taken with mRNA-1273 in response to the events not applicable. The outcome of events, Swollen Left
Arm/peripheral swelling, Hard to the touch Injection Site/Vaccination site induration, Red Injection Site
Spreading 6""/Vaccination site erythema were considered recovering/ resolving by 24 Feb 2021, Spent 17
hours laying on the floor, Could not move her legs/ Monoplegia considered recovering or resolving by 3 mar
2021.; Reporter's Comments: Based on the current available information and temporal association between
the use of the product and the start date of the events, a causal relationship cannot be excluded.""
numbness on left side of face, watery eyes, could not blink eyes, speech was slurry, Bell's palsy; A
spontaneous report was received from a consumer concerning herself, a 57-year-old, female patient, who
received Moderna's COVID-19 vaccine (mRNA-1273) and experienced Bell's Palsy. The patient's medical
history was not provided. No concomitant medications were reported. On 03 Mar 2021 prior to the onset of
the events, the patient received their first of two planned doses of mRNA-1273 (Lot number: 029H21A)
intramuscularly in the left non dominant deltoid for prophylaxis of COVID-19 infection. On 03 Mar 2021,
same day after vaccination, the patient had numbness on the left side of her face, watery eyes, could not
blink the eyes, speech was slurry, visited ER where the physician diagnosed it as Bell's palsy and was treated
with steroids, Action taken with mRNA-1273 in response to the events was unknown. The outcome of the
events was unknown.; Reporter's Comments: Very limited information regarding this event/s has been
provided at this time. Further information has been requested.
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developed a facial droop, bell's palsy; A spontaneous report (United States) was received from a nurse
concerning a 47-year-old, female patient, who received Moderna's COVID-19 vaccine (mRNA-1273) and
experienced a facial droop and was diagnosed with Bell's palsy/facial paralysis with seriousness criteria as
hospitalization. The patient's medical history was not provided by the reporter. Concomitant medications
reported included humera, high blood pressure medication and arthritis medication. On 13 Feb 2021, prior
to the onset of the events, the patient received their first of two planned doses of mRNA-1273 (Lot number:
016M20A) intramuscularly in the left deltoid for prophylaxis of COVID-19 infection. On 13 Feb 2021, after
two hours, the patient experienced, a facial droop and was concerned for stroke therefore was hospitalized
and recognized this as Bell's palsy. Lab details were not provided by the reporter. Treatment for the
events included vitamin B12 and was on steroids for 5 days, both for Bell's palsy. Action taken with mRNA1273 in response to the events was not reported. The outcome of the events, facial droop and bell's palsy
were recovering.; Reporter's Comments: Based on the current available information and a strong temporal
association between the use of the product and the onset date of the reported event, a causal relationship
cannot be excluded.
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Patient started to feel weakness and felt ""funny"" approximately 1 hour after injection. Patient reported in
addition to feelings of soreness, tiredness, and achiness, general weakness. A little over 48 hours later,
patient presented to the ED with tingling and numbness. 72 hours later, patient admitted to the hospital
with more tingling and numbness including arms, legs, hands, fingers, and face. Non-stop chin trembling
occurred. Patient had MRI and spinal tap done with normal results. Neurology treating as Guillain Barre
Syndrome due to symptoms. Patient's heart rate was elevated. Immunoglobulin therapy started
approximately 96 hours after injection received. Heart rate returned to normal with first therapy treatment.
Neurology saw progression of symptoms stopped with the therapy.""
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Mild symptom of Bell's palsy; A spontaneous report was received from a nurse concerning an 82-years-old
female patient who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced mild symptoms of
Bell's palsy. The patient's medical history was not provided. No relevant concomitant medications were
provided. On 01 Mar 2021, prior to the onset of the event, the patient received their second of the two
planned doses of mRNA-1273 (lot/batch number: unknown) intramuscularly for prophylaxis of COVID-19
infection. On 01 Mar 2021, the patient developed mild symptoms of medically significant of Bell's palsy.
Treatment for the event included steroids. The patient received both scheduled doses of mRNA-1273 prior to
the event, therefore action taken with the drug in response to the events was not applicable. The outcome
of the event mild symptoms of Bell's palsy was not resolved.; Reporter's Comments: Based on the current
available information and temporal association between the use of the product and the start date of these
events, a causal relationship cannot be excluded.
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Related it to a bells palsy feeling; Numbness in her face; Jaw pain; Eye lid drooping; A spontaneous report
(United States) was received from a consumer concerning a 64-year-old, female patient, who received
Moderna's COVID-19 vaccine (mRNA-1273) and experienced numbness in her face, jaw pain, eye lid drooping,
related it to a bells palsy feeling. The patient's medical history was not provided by the reporter.
Concomitant medication reported included atorvastatin. On 11 Mar 2021, prior to the onset of the events,
the patient received her first of two planned doses of mRNA-1273 (Lot number: 038A21A) for prophylaxis of
COVID-19 infection. On 11 Mar 2021, about 15 minutes after the vaccination, the patient experienced
numbness in her face, jaw pain, eye lid drooping related it to a bells palsy feeling.These symptoms subsided
within the day. Treatment for the events were not reported. Action taken with mRNA-1273 in response to
the events was not reported. The outcome of the events experienced numbness in her face, jaw pain, eye
lid drooping related it to a bells palsy feeling are reported to be resolved on 11 Mar 2021.; Reporter's
Comments: Based on the current available information and temporal association between the use of the
product and the start date of the events, a causal relationship cannot be excluded.
45 minutes after vaccine pt became confused had dysarthria and left hemiplegia
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It was a feeling of paralyzed type of thing/lip was drooping-eyelid; Feeling that went up to my neck, head,
cheek, forehead around my eye; Feeling that went up to my neck; Right face looked funny; Whole right side
did not look correct; Blood pressure has gone up\blood pressure was 215 over 90-something; Her right eyelid
drooped; A spontaneous report was received from a consumer concerning a 71˚ years-old female patient
who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced a feeling that went back her head,
cheek, forehead around her eye/ facial discomfort, feeling that went up to her neck/ musculoskeletal
discomfort, It was a feeling of paralyzed type of thing/ facial paralysis, her right face looked funny/ feeling
abnormal, lip was drooping/facial paralysis, right eyelid drooped/ eyelid irritation, whole right side did not
look correct/ hemiplegia, her blood pressure had gone up/ Hypertension. The patient's medical history as
provided by the reporter included hypertension. Concomitant medications reported included
atenolol,chlortalidone. On 28 Feb 2021, prior to the onset of the events, the patient received their first of
two planned doses of mRNA-1273 (batch: 012A21A) intramuscularly in the right arm for prophylaxis of COVID19 infection. On 28 Feb 2021, the patient experienced a feeling that went up her neck, head, cheek,
forehead around her eye. It was a feeling of paralyzed type of thing. Her right face looked funny, lip was
drooping, eyelids, whole right side did not look correct. The patient's blood pressure was 215. Treatment
information provided included doctor gave her a little bit more unspecified medication. Action taken with
mRNA-1273 in response to the events was not reported. The outcome of the events, a feeling that went
back her neck, head, cheek, forehead around her eye, It was a feeling of paralyzed type of thing, her right
face looked funny, lip was drooping, right eyelid drooped were resolved. The outcome of events, whole right
side did not look correct, her blood pressure had gone up were unknown. Follow-up received on 17 Mar
2021, outcome of events updated.; Reporter's Comments: Based on the current available information which
shows a temporal association between the use of the mRNA-1273 and the reported events, a causal
relationship with the events cannot be excluded. However, patient is hypertensive and the blood pressure
recording was 215. which also stands as a confounder and alternative etiology
Vaccine administered at 1816. Patient walked to the observation area and while in the observation area,
got up to use the restroom. Patient exited the restroom and said she needed assistance. She indicated to
the observation nurse that ""this ain't good"" or ""this ain't right"". Patient reported seeing spots and
having chest pain. The time was approximately 1830. She was assisted to the floor. Help was summoned
and 911 called at approximately 1834. Upon being lowered to the floor patient was breathing, she was not
cyanotic, her eyes were open and she was not responsive. The patient had a pulse. Sometime after 1830,
but before 1835, the patient was observed to have seizure like activity as bilateral""
Guillain-barre syndrome; Inflammation at the injection site; Tingling and numbness now spread to her finger
tips; Tingling and numbness now spread to her finger tips; This spontaneous report was reported by a
physician concerning a 49-years-old female patient who received mRNA-1273 (Moderna COVID-19 vaccine)
and experienced Guillain-Barre syndrome, inflammation at the injection site and tingling and numbness now
spread to her finger tips. The patient's medical history was not provided. Concomitant product use was not
provided by the reporter. On 18 Mar 2021, prior to onset of the events, the patient received first of two
planned doses of mRNA-1273 (lot/batch number: unknown) intramuscularly in the right deltoid for
prophylaxis of COVID-19 infection. On 18 Mar 2021, the patient experienced inflammation at the injection
site, tingling and numbness now spread to her fingertips and might be developing medically significant event
of Guillain-Barre syndrome. On 19 Mar 2021, increasing severity of tingling and numbness. Treatment for the
events included ibuprofen. Action taken with mRNA-1273 in response to the events was not reported. The
outcome of the events Guillain-Barre syndrome, inflammation at the injection site and tingling and numbness
now spread to her finger tips was not reported.; Reporter's Comments: Very limited information regarding
this event/s has been provided at this time. Further information has been requested.
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Facial drooping; Slurred speech; A spontaneous report was received from a nurse concerning a 66-year-old
male patient who received Moderna's COVID-19 vaccine (mRNA-1273) and developed facial drooping/facial
paralysis and slurred speech/dysarthria. The patient's medical history included pulmonary fibrosis. No
relevant concomitant medications were reported. On 21 Jan 2021, prior to onset of the event, the patient
received their first of two planned doses of mRNA-1273 (lot/batch number: unknown) in the arm for
prophylaxis of COVID-19 infection. On 21 Jan 2021, the patient developed facial drooping (medically
significant) and slurred speech. The patient did not receive any treatment for the events. Action taken
with mRNA-1273 in response to the event was not reported. The outcome of the events facial drooping
and slurred speech was not reported.; Reporter's Comments: Based on the current available information and
temporal association between the use of the product and the start date of the events, a causal relationship
cannot be excluded.
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Bells Palsy; Sore arm; A spontaneous report was received from a consumer concerning her husband a 68years-old, male patient who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced Bell's palsy
/ facial paralysis and sore arm / pain in extremity. The patient's medical history was not provided.
Concomitant product use was not provided by the reporter. On 08 Mar 2021, prior to the onset of the
symptoms, the patient received their first of two planned doses of mRNA-1273 (Batch number: 029A21A)
intramuscularly for prophylaxis of COVID-19 infection. On 08 Mar 2021, the patient experienced had a sore
arm. On 13 Mar 2021, the patient developed medically significant event of Bell's Pplsy. Treatment for the
event included prednisone, 'doxixclavir', and eye drops. Action taken with mRNA-1273 in response to the
events was not provided. The outcome of the events Bell's palsy and sore arm was not reported.;
Reporter's Comments: Based on the current available information and temporal association between the use
of the product and the onset date of the reported events, a causal relationship cannot be excluded.
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Felt like she was paralyzed; Could not move or lift arm; Weak; Fever of 100.4; A spontaneous report was
received from a consumer concerning a 84-year old female patient, who received Moderna's COVID-19
vaccine (mRNA-1273) and experienced felt like she was paralyzed, could not move or lift arm, fever of 100.4,
and weak. The patient's medical history mentions COVID-19 in Dec 2020 and blood pressure. Concomitant
medications provided were blood pressure medicine NOS and vitamins. On 09 Mar 2021, prior to the onset
of the events, the patient received their first of the two planned doses of mRNA-1273 (Batch number:
030a21a) intramuscularly for prophylaxis of COVID-19 infection. On 09 Mar 2021, patient stated she had a
bad reaction. Patient stated it felt like she was paralyzed, and she could not move or lift arm. Patient stated
she had a fever of 100.4 and weak . The event, felt like she was paralyzed was deemed medically significant.
Treatment information was not provided. Lab tests were not provided. Action taken with respect to mRNA1273 was not reported. The outcome of the events, felt like she was paralyzed, could not move or lift arm,
fever of 100.4 and weak was unknown.; Reporter's Comments: Based on the current available information
and temporal association between the use of the product and the start date of the event, a causal
relationship cannot be excluded.
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Her legs and feet became paralyzed and she also became incontinent.; Her legs and feet became paralyzed
and she also became incontinent.; Bladder infection; A spontaneous report was received from a consumer
concerning a 65-year old female patient, who received Moderna's COVID-19 vaccine (mRNA-1273) and
experienced legs and feet paralyzed after 2nd shot/diplegia, became incontinent after 2nd shot, blood
potassium was low and bladder infection/cystitis. The patient's medical history was not provided.
Concomitant medications were not provided. On an unmentioned date, the patient received their first of the
two planned doses of mRNA-1273 (Batch number: unknown) for the prophylaxis of COVID-19 infection. On 08
Mar 2021, prior to the events, the patient received their second of the two planned doses of mRNA-1273
(Batch number: 023m20a) in the left arm for prophylaxis of COVID-19 infection. On 08 Mar 2021, 11 hours
after the mRNA-1273 shot, her legs and feet became paralyzed and she also became incontinent. The EMT's
came twice and she said she ended up in the ER. Bloodwork was done and found her potassium was low and
that she had a bladder infection as well. Lab tests mentioned were a CAT scan and nothing significant was
found. Events legs and feet paralyzed after 2nd shot and bladder infection were assessed as medically
significant as per IME. Treatment information mentions potassium pills and antibiotics. The patient received
both scheduled doses of mRNA-1273 prior to the events, therefore action taken with the drug in response to
the events was not applicable. The outcome of the events, legs and feet paralyzed after 2nd shot and
became incontinent after 2nd shot was reported resolved on 08 Mar 2021. The outcome of the events, blood
potassium was low and bladder infection/cystitis was considered unknown.; Reporter's Comments: Based on
the current available information and temporal association between the use of the product and the start
date of these events, a causal relationship cannot be excluded.
thrombocytopenia; neutropenia; facial paralysis; Body felt flushed; body felt warm; reaction to her
myasthenia gravis symptoms; tremors; not been able to swallow the water; esophagus spazzing; acute
exacerbation to her myasthenia gravis; couldn't eat for 7 days in hospital, needed feeding tube; symptoms of
rheumatoid arthritis; A spontaneous report was received from consumer who is a 72-year-old, female patient
that received Moderna's COVID-19 vaccine (mRNA-1273) and experienced Flushing (Body felt flushed), Feeling
hot (body felt warm) , Myasthenic syndrome (reaction to her myasthenia gravis symptoms), Oesophageal
spasm (esophagus spazzing), feeding tube user (couldn't eat for 7 days in hospital, needed feeding tube),
Condition aggravated (acute exacerbation to her myasthenia gravis) , Neutropenia (neutropenia) ,
Thrombocytopenia (thrombocytopenia), Rheumatoid arthritis (symptoms of rheumatoid arthritis), Facial
paralysis (facial paralysis), Tremor (tremors), and Dysphagia (not been able to swallow the water) The
patient's medical history included Myasthenia Gravis and breast cancer. No relevant laboratory tests were
reported. Concomitant medications included: mestinon, pantoprazole, tamoxifene, methylprednisolone,
clopidogrel, rosuvastatin, leflunomide, oxybutynin, actemra, vitamin B12, vitamin D3. On 04-MAR-2021, the
patient received her first of two planned doses on her left non dominant deltoidof mRNA-1273 (lot/batch:
025A21A) intramuscularly in the left deltoid for prophylaxis of COVID-19 infection. On 04-MAR-2021, patient
had reaction to her Myasthenia Gravis symptoms as she started having facial paralysis and tremors and not
been able to swallow the water due to her esophagus spazzing. She admitted to the hospital for 11 days
and finally discharged on 15-MAR-2021. While in the hospital she could not eat for 7 days so she was placed
on a feeding tube. Patient provided with the treatment: IV plasmapheresis, feeding tube put in, endoscopy,
platelets and blood infusion, and medications to keep unspecified blood levels. Action taken with mRNA1273 in response to the events was not reported. The outcome of events, flushing, feeling hot, Myasthenic
Syndrome, esophageal spasm , feeding tube user, condition aggravated, neutropenia, thrombocytopenia,
rheumatoid arthritis, facial paralysis, tremor, dysphagia was resolved on 15-MAR-2021.; Reporter's
Comments: Based on the current available information and temporal association between the use of the
product and the start date of the events, a causal relationship cannot be excluded. Patient's advanced age
along with underlying conditions may have been contributory for the occurrence of the events.
Patient has Multiple Sclerosis and had a fever of 100.4, began to exhibit pain in all extremities, pain when
others touch like fibromyalgia. Patient felt paralyzed and could not move out of bed without assistance. Had
problems such as balance issues, full body pain and discomfort, dizziness, spinal pain from neck to lower
lumbar, burning sensation in lower extremities down to toes.
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Moderna COVID-19 Vaccine EUA Patient received Moderna second dose on 3/29/21 at 8:30 am and
experienced weakness in legs later that day around 3:00 pm. Presented to emergency department on
3/30/21 with complaints of generalized body aches and numbness to both legs and lower arms, feeling like
legs had fallen asleep. Initial examination in ED revealed sensory deficit with final diagnosis of myelitis,
acute transverse and Guillain-Barre Syndrome after administration of vaccine. On 4/1/21, continuing to
experience numbness with some ascending pattern, slight decrease in reflexes.
5 hours after immunization developed head ache and stroke like symptoms with left facial droop, ataxia and
left arm and leg weakness. she was given tpa for stroke and transferred to Hospital.
feeling tired; cant open her eyes for few minutes, it's like eyelids are paralyzed; her eyelids dropped; Achy;
fever; nausea; headache; A spontaneous report was received from consumer, concerning herself, a 65-yearold patient, who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced a cant open her eyes
for few minutes, it's like eyelids were paralyzed/ophthalmoplegia, her eyelids dropped/eyelid ptosis,
achy/pain, fever/pyrexia, nausea, headache, feeling tired/fatigue. The patient's medical procedure included
corneal transplant and cataract surgery, historical condition included adverse reaction to a historical vaccine
Hepatitis B vaccine. Concomitant medication was not reported. On 04 March 2021, prior to onset of events,
the patient received their first planned doses of mRNA-1273 intramuscularly for prophylaxis of COVID-19
infection. On 04 March 2021, soon after taking mRNA-1273 vaccine, patient was achy, fever, nausea,
headache and feeling tired for 3 to 4 days. On 08 Mar 2021, patient's eyelids dropped, couldn't open her
eyes for few minutes, it's like eyelids were paralyzed. The event eyelids were paralyzed was assessed as
serious as per IME. This came on and off for 4 days. Treatment information was not provided. Action taken
with mRNA-1273 in response to the event was not reported. The events patient's eyelids dropped, couldn't
open her eyes for few minutes, it's like eyelids were paralyzed were resolved on 12-Mar-2021. The outcome
of events achy, fever, nausea, headache and feeling tired was resolved on an unknown date.; Reporter's
Comments: Based on the current available information and temporal association between the use of the
product and the start date of these events, a causal relationship cannot be excluded.
Became paralyzed; Every single muscle became tensed; Sore arm; severe reaction/ vaccination adverse
reaction; Nauseous; A spontaneous report was received from a consumer concerning herself, a 22-year old
female patient, who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced every single muscle
became tensed, became paralyzed ,sore arm, nauseous and a severe reaction. The patient's medical history
was not provided. Concomitant medication use was not provided by reporter. On 02 Mar 2021,prior to the
onset of the events, the patient received their first of two planned doses of mRNA-1273 (Lot number
023A21A) intramuscularly for COVID-19 infection prophylaxis. On 02 Mar 2021, after first dose of the
Moderna vaccine, the patient experienced every single muscle became tensed, became paralyzed ,sore arm,
nauseous. Treatment details included acetaminophen. Action taken with mRNA-1273 in response to the
events was not reported. The outcome of the events, every single muscle became tensed, became
paralyzed ,sore arm, nauseous, and a severe reaction was considered unknown at the time of this report.;
Reporter's Comments: Based on the current available information and temporal association between the use
of the product and the start date of the events, a causal relationship cannot be excluded.
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Got her eye bulging; Woke up with bells palsy in lips, nose, eye on the left side; Headache; A spontaneous
report was received from a consumer concerning a 73 year old female patient, who experienced eye bulging
(exophthalmos), bells palsy in lips, nose, eye on the left side (facial paralysis), and headache. The patient's
medical history was not provided by the reporter. Concomitant medications were also not reported. On 16
Feb 2021 at 13:30, prior to the onset of the events, the patient received their first of two planned doses of
mRNA-1273 (Lot number: 023M20A) for prophylaxis of COVID-19 infection. On 16 Feb 2021 at 16:00, after
receiving mRNA-1273, the patient experienced eye bulging and a headache (intermittent). The headache
lasted 3 days until she took a Tylenol. The patient reported that she woke up with bells palsy in lips, nose,
eye on the left side. The treatment details for the event of headache included Tylenol (paracetamol).
Action taken with mRNA-1273 in response to the events was unknown. The outcome for the events of eye
bulging (exophthalmos) and bells palsy in lips, nose, eye on the left side (facial paralysis) was considered as
unknown. The event of headache recovered on 18 Feb 2021.; Reporter's Comments: Based on the current
available information and temporal association between the use of the product and the start date of the
events, a causal relationship cannot be excluded.
Severe Guillain Barre Syndrome
Bell's Palsy; This spontaneous case was reported by a consumer (subsequently medically confirmed) and
describes the occurrence of FACIAL PARALYSIS (Bell's Palsy) in a male patient of an unknown age who
received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. The patient's past medical
history included No adverse event (No relevant medical history provided). On 04-Mar-2021, the patient
received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 04-Mar2021, the patient experienced FACIAL PARALYSIS (Bell's Palsy) (seriousness criterion medically significant). At
the time of the report, FACIAL PARALYSIS (Bell's Palsy) outcome was unknown.
The action taken with
mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown.
No treatment information
provided. Based on the current available information and temporal association between the use of the
product and the start date of the event, a causal relationship cannot be excluded.; Sender's Comments: Based
on the current available information and temporal association between the use of the product and the start
date of the event, a causal relationship cannot be excluded.
Patient developed cough, chills, upper back pain, left eye blurring vision, and diffuse myalgias and
paresthesias. She described tingling on her fingers of both hands, on toes of right foot, and abdominal region.
Patient was admitted to the hospital for evaluation and was diagnosed with Guillain-BarrT syndrome and
possible acute disseminated encephalomyelitis. Patient is being treated with IVIG for 5 days and
methylprednislone, with improvement in symptoms.
Upper extremity dysfunction; felt like it was paralyzed; Left arm hurt; pain in shoulder down to armpit; This
spontaneous case was reported by a consumer and describes the occurrence of PARALYSIS (felt like it was
paralyzed) in a 36-year-old female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no.
027L20A) for COVID-19 vaccination. The occurrence of additional non-serious events is detailed below.
Concurrent medical conditions included Asthma, Migraine and Sinus disorder. Concomitant products included
MONTELUKAST SODIUM (SINGULAIR) and SALBUTAMOL (ALBUTEROL HFA) for Asthma, IBUPROFEN for
Migraine. On 06-Jan-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular) .5 ml. On 06-Jan-2021, the patient experienced PARALYSIS (felt like it was paralyzed)
(seriousness criterion medically significant), PAIN IN EXTREMITY (Left arm hurt) and PAIN (pain in shoulder
down to armpit). On an unknown date, the patient experienced MUSCULOSKELETAL DISORDER (Upper
extremity dysfunction). At the time of the report, PARALYSIS (felt like it was paralyzed) and PAIN IN
EXTREMITY (Left arm hurt) had resolved and PAIN (pain in shoulder down to armpit) and MUSCULOSKELETAL
DISORDER (Upper extremity dysfunction) outcome was unknown.
No concomitant medications were
reported. No treatment medications were reported. Based on the current available information and
temporal association between the use of the product and the start date of the events, a causal relationship
cannot be excluded.
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similar to bell's palsy; 30 mins later, the shoulder, lower jaw and upper right eye became numb; shoulder
was numb for 40 minutes; right eye and jaw were numb all day Thursday and Friday; right eye and jaw were
numb all day Thursday and Friday; right eye and jaw were numb all day Thursday and Friday; A spontaneous
report was received from a reporter like consumer concerning a 46yr old female patient who received
Moderna's COVID-19 vaccine (mRNA-1273) and experienced events 30 mins later, the shoulder, lower jaw
and upper right eye became numb, shoulder was numb for 40 minutes, right eye and jaw were numb all day
Thursday and Friday. The patient's medication history was not provided. Concomitant medications reported
include5mg Levocetirizine daily. On 11th Feb 2021, prior to the onset of the events, the patient received the
first of the two planned doses of mRNA-1273 (lot/batch016M20A) in the anatomical location on the right arm
for prophylaxis of of COVID-19 infection. On 11th Feb 2021, 30 minutes after vaccine administration the
patient experienced events like the shoulder, lower jaw and upper right eye became numb, shoulder was
numb for 40 minutes, right eye and jaw were numb all day, thursday and friday. Event similar to bell's palsy
was considered medically significant. Laboratory details were not provided. No treatment information was
provided. Action taken with mRNA-1273 in response to the events were not reported. On an unknown
date, the outcome of the events,30 mins later, the shoulder, lower jaw and upper right eye became numb
was resolved. On 11 Feb 2021, the outcome of the event, shoulder was numb for 40 minutes was resolved.
On 13 Feb 2021, the outcome of the event, right eye and jaw were numb all day Thursday and Friday was
resolved. On an unknown date, the outcome of the event,similar to bell's palsy was unknown.; Reporter's
Comments: This case concerns a 46 Y/O F with a serious unexpected event of facial paralysis, and nonserious
unexpected hypoaesthesia, hypoaesthesia eye, sensory loss. Event onset 30 minutes after first dose mRNA1273. Event outcomes unknown. Based on current available information and temporal association between
the use of the product and the start date of the event, a causal relationship cannot be excluded.
left side of his face is numb and droopy; left side of his face is numb; This spontaneous case was reported by a
consumer and describes the occurrence of FACIAL PARALYSIS (left side of his face is numb and droopy) in a 45year-old male patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 007B21A) for COVID19 vaccination. The occurrence of additional non-serious events is detailed below. The patient's past
medical history included No adverse event (No reported medical history). Concomitant products included
VALPROATE SEMISODIUM (DEPAKOTE) for an unknown indication. On 24-Mar-2021, the patient received
first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 24-Mar-2021, the
patient experienced FACIAL PARALYSIS (left side of his face is numb and droopy) (seriousness criterion
medically significant) and HYPOAESTHESIA (left side of his face is numb). At the time of the report, FACIAL
PARALYSIS (left side of his face is numb and droopy) and HYPOAESTHESIA (left side of his face is numb)
outcome was unknown.
The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular)
was unknown.
Treatment of these events were not provided. Based on the current available information
and temporal association between the use of the product and the start date of these events, a causal
relationship cannot be excluded. Reporter did not allow further contact; Sender's Comments: Based on the
current available information and temporal association between the use of the product and the start date of
these events, a causal relationship cannot be excluded.
After receiving the first Moderna vaccination in my Left arm, I started feeling pain in the area of the
vaccination site on the evening of 03/22/21. As time progressed I started to realize I was losing all motion in
my arm and weakness on my entire left side of my body, but assumed this was a side-effect of the
vaccination . I was not concerned until my wife alarmed me in the morning when she looked at me and
noticed the left side of my face drooped and had that I had difficulty standing, no balance, little use of my left
leg and no use of my left arm and hand. At that point, 7:00am 03/23/21, my wife drove me to the ER. I was
admitted and an inpatient for 15 days including PT/OT/ST therapies at the hospital for Stroke.
Adverse reaction to second dose 013L20A 1/23/2021 Rashes on both Arms Itching all over the body , threw
up before 7:30 right arm and leg start moving really fast and was very cold and shivering.
left facial droop and left upper extremity weakness, vomiting, intermittently lethargic,
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Shingles; back pain like a heart attack; bell's palsy after the vaccine; littles tingles; This spontaneous case
was reported by a consumer and describes the occurrence of FACIAL PARALYSIS (bell's palsy after the
vaccine) in an 84-year-old female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no.
045A71A) for COVID-19 vaccination. The occurrence of additional non-serious events is detailed below. The
patient's past medical history included Cancer ((has cancer, no thyroid)) and Cardiac disorder (congestion
cardio attack before the vaccine) in February 2021. Concurrent medical conditions included Shingles (Patient
has experienced four times since her twenties and suffering since vaccination) and Bell's palsy (She had bell's
palsy 2 days after the vaccine.) on 14-Mar-2021. Concomitant products included ALPRAZOLAM (XANAX) for
Anxiety, DICLOFENAC SODIUM (DICLOFENAC SODIUM ER) for Arthritis, LEVOTHYROXINE, OMEPRAZOLE,
ATORVASTATIN CALCIUM (LIPITOR), ISOSORBIDE MONONITRATE, DICYCLOMINE HYDROCHLORIDE, ALOE
VERA, UREA (STRATUM), ACETYLSALICYLIC ACID (BABY ASPIRIN), VITAMINS NOS, PROBIOTICS NOS,
PREDNISONE and VITAMIN C [ASCORBIC ACID] for an unknown indication. On 12-Mar-2021, the patient
received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 12-Mar2021, the patient experienced PARAESTHESIA (littles tingles). On 14-Mar-2021, the patient experienced
FACIAL PARALYSIS (bell's palsy after the vaccine) (seriousness criterion medically significant). On 23-Mar2021, the patient experienced BACK PAIN (back pain like a heart attack). On 31-Mar-2021, the patient
experienced HERPES ZOSTER (Shingles). At the time of the report, FACIAL PARALYSIS (bell's palsy after the
vaccine), PARAESTHESIA (littles tingles), BACK PAIN (back pain like a heart attack) and HERPES ZOSTER
(Shingles) outcome was unknown. DIAGNOSTIC RESULTS (normal ranges are provided in parenthesis if
available): On 06-Jan-2021, COVID-19: positive (Positive) positive. The action taken with mRNA-1273
(Moderna COVID-19 Vaccine) (Intramuscular) was unknown.
When patient received the vaccine felt like
the solution going under her armpit to the back side, she felt littles tingles there. On 30MAR2021 she went
to the cardiologist. They did a check, and all was ok. She was concerned because she has a congestion cardio
attack before the vaccine (Feb2021). Very next day she went to the dermatologist because her doctor
recommended. She was diagnosed with shingles (where she thinks the solution went, is there where she had
the shingles). Wants to know if she still needs to get the next shot. Permission follow-Up directly: yes. Based
on the current available information which includes a temporal association between the use of the product
and onset of the reported events, a causal relationship cannot be excluded. Some vaccines have been known
to exacerbate latent herpes zoster. Patient has a history of shingles.; Reporter's Comments: Based on the
current available information which includes a temporal association between the use of the product and
onset of the event, and excluding other etiologies, a causal relationship cannot be excluded. Some vaccines
have been known to exacerbate latent herpes zoster.; Sender's Comments: Based on the current available
information which includes a temporal association between the use of the product and onset of the reported
events, a causal relationship cannot be excluded. Some vaccines have been known to exacerbate latent
herpes zoster. Patient has a history of shingles.
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Bells palsy; Chills; This spontaneous case was reported by a consumer and describes the occurrence of FACIAL
PARALYSIS (Bells palsy) in a 49-year-old female patient who received mRNA-1273 (Moderna COVID-19
Vaccine) (batch nos. 037k20A and 043L20A) for COVID-19 vaccination. The occurrence of additional nonserious events is detailed below. The patient's past medical history included No adverse event.
Concomitant products included VITAMIN 15 for an unknown indication. On 15-Jan-2021, the patient
received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1 dosage form. On 12-Feb2021, received second dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) dosage was
changed to 1 dosage form. On 15-Jan-2021, the patient experienced CHILLS (Chills). On 08-Feb-2021, the
patient experienced FACIAL PARALYSIS (Bells palsy) (seriousness criterion medically significant). At the time
of the report, FACIAL PARALYSIS (Bells palsy) had not resolved and CHILLS (Chills) outcome was unknown.
For mRNA-1273 (Moderna COVID-19 Vaccine) (Unknown), the reporter did not provide any causality
assessments. Action taken with mRNA-1273 in response to the events was not Applicable. Treatment
information was not provided. Based on the current available information and temporal association
between the use of the product and the onset date of the reported events, a causal relationship cannot be
excluded. This case was linked. Sender's Comments: Based on the current available information and
temporal association between the use of the product and the onset date of the reported events, a causal
relationship cannot be excluded.
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Bell's palsy on right side; Numbness of face on right side; Hearing loss in right ear; Buzzing in both ears; Flu
like symptoms for 4 days; This spontaneous case was reported by a consumer (subsequently medically
confirmed) and describes the occurrence of DEAFNESS (Hearing loss in right ear) and FACIAL PARALYSIS (Bell's
palsy on right side) in a 65-year-old female patient who received mRNA-1273 (Moderna COVID-19 Vaccine)
(batch no. 037A21B) for COVID-19 vaccination. The occurrence of additional non-serious events is detailed
below. Concurrent medical conditions included Multiple sclerosis, Blood pressure and Cholesterol. On 18Mar-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1
dosage form. On 18-Mar-2021, the patient experienced INFLUENZA LIKE ILLNESS (Flu like symptoms for 4
days). On 25-Mar-2021, the patient experienced DEAFNESS (Hearing loss in right ear) (seriousness criterion
medically significant) and TINNITUS (Buzzing in both ears). On 27-Mar-2021, the patient experienced FACIAL
PARALYSIS (Bell's palsy on right side) (seriousness criterion medically significant) and HYPOAESTHESIA
(Numbness of face on right side). On 22-Mar-2021, INFLUENZA LIKE ILLNESS (Flu like symptoms for 4 days) had
resolved. At the time of the report, DEAFNESS (Hearing loss in right ear), FACIAL PARALYSIS (Bell's palsy on
right side), TINNITUS (Buzzing in both ears) and HYPOAESTHESIA (Numbness of face on right side) outcome
was unknown.
She was taking blood pressure and cholesterol medicine as concomitant. Treatment
included steroid infusion.; Sender's Comments: Limited information regarding these events has been provided
at this time and a causal relationship cannot be excluded
left arm is tingling numb; droopy face; headache; nausea; left arm began bothering her and it was aching;
vibration of the feet; left arm is tingling numb; sharp chest pain; dry mouth; metallic taste in mouth; dizzy;
right hand got weak; prickly itch everywhere, and was on her chest and under neck; This spontaneous case
was reported by a consumer (subsequently medically confirmed) and describes the occurrence of FACIAL
PARALYSIS (droopy face) in a female patient of an unknown age who received mRNA-1273 (Moderna COVID19 Vaccine) for COVID-19 vaccination. The occurrence of additional non-serious events is detailed below.
The patient's past medical history included No adverse event. On 24-Mar-2021, the patient received first
dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1 dosage form. On 24-Mar-2021, the
patient experienced VIBRATORY SENSE INCREASED (vibration of the feet), VACCINATION SITE ANAESTHESIA
(left arm is tingling numb), CHEST PAIN (sharp chest pain), DRY MOUTH (dry mouth), DYSGEUSIA (metallic
taste in mouth), DIZZINESS (dizzy), MUSCULAR WEAKNESS (right hand got weak), PARAESTHESIA (prickly itch
everywhere, and was on her chest and under neck), NAUSEA (nausea) and VACCINATION SITE PAIN (left arm
began bothering her and it was aching). On an unknown date, the patient experienced FACIAL PARALYSIS
(droopy face) (seriousness criterion medically significant), VACCINATION SITE PARAESTHESIA (left arm is
tingling numb) and HEADACHE (headache). At the time of the report, FACIAL PARALYSIS (droopy face),
VIBRATORY SENSE INCREASED (vibration of the feet), VACCINATION SITE PARAESTHESIA (left arm is tingling
numb), VACCINATION SITE ANAESTHESIA (left arm is tingling numb), CHEST PAIN (sharp chest pain), DRY
MOUTH (dry mouth), DYSGEUSIA (metallic taste in mouth), DIZZINESS (dizzy), MUSCULAR WEAKNESS (right
hand got weak), PARAESTHESIA (prickly itch everywhere, and was on her chest and under neck), HEADACHE
(headache), NAUSEA (nausea) and VACCINATION SITE PAIN (left arm began bothering her and it was aching)
outcome was unknown.
The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Unknown
Route) was unknown.
Concomitant medications were not provided.Treatment information were not
provided. Based on the current available information and temporal association between the use of the
product and the start date of the events, a causal relationship cannot be excluded.; Sender's Comments:
Based on the current available information and temporal association between the use of the product and the
start date of the events, a causal relationship cannot be excluded.
Radiating pain on the arm to the face; decrease facial sensation to the left; tongue deviates to the right;
numbness on the left side; face, eyebrows, mouth all are drooping; left side weakness
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left arm started to hurt pretty bad; patient felt flushed and hot; skin was red; shivering and shaking on left
side of their body; left side numb, kind of Bells Palsy syndrome; feel cold in their shoulder; cold behind left
eye then from wrist to behind both eyes; left side of the body was swollen, like swollen pecks, back and
chest, like they had been stung; This spontaneous case was reported by a consumer and describes the
occurrence of FACIAL PARALYSIS (left side numb, kind of Bells Palsy syndrome) in a 43-year-old male patient
who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 039K20A) for COVID-19 vaccination. The
occurrence of additional non-serious events is detailed below. The patient's past medical history included
No adverse event (No reported medical event). On 08-Jan-2021, the patient received first dose of mRNA1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 08-Jan-2021, the patient experienced
PERIPHERAL COLDNESS (feel cold in their shoulder), ABNORMAL SENSATION IN EYE (cold behind left eye then
from wrist to behind both eyes) and SWELLING (left side of the body was swollen, like swollen pecks, back
and chest, like they had been stung). On 09-Jan-2021, the patient experienced FACIAL PARALYSIS (left side
numb, kind of Bells Palsy syndrome) (seriousness criterion medically significant) and CHILLS (shivering and
shaking on left side of their body). On 10-Jan-2021, the patient experienced PAIN IN EXTREMITY (left arm
started to hurt pretty bad), HOT FLUSH (patient felt flushed and hot) and ERYTHEMA (skin was red). At the
time of the report, FACIAL PARALYSIS (left side numb, kind of Bells Palsy syndrome), PERIPHERAL COLDNESS
(feel cold in their shoulder), ABNORMAL SENSATION IN EYE (cold behind left eye then from wrist to behind
both eyes), PAIN IN EXTREMITY (left arm started to hurt pretty bad), SWELLING (left side of the body was
swollen, like swollen pecks, back and chest, like they had been stung), CHILLS (shivering and shaking on left
side of their body), HOT FLUSH (patient felt flushed and hot) and ERYTHEMA (skin was red) had resolved.
The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown.
Reporter
did not allow further contact; Reporter's Comments: Based on the current available information and
temporal association between the use of the product and the start date of the events, a causal relationship
cannot be excluded. Further information has been requested.
Vaccine in at 2:27 pm. Taken to Observation for 30 minutes. Left Observation at 2:57 pm. Was being assisted
outside clinic entrance into a car (while in her walker) and was noted to have seizure like activity. Taken
back into Observation area. NP and EMS onsite assessed patient. 15:20 VS: 97/71; p.88; Sat 97; R 10 and
shallow. Airway opened. 15:20. EMS called per Police Officer onsite. Pupils pinpoint and non reactive.
Bilateral downward gaze noted. Did not respond to verbal commands. Moaned to sternal rub. IV started in
R arm TKO. O2 administered at 2 L. 15:29; BP 190/92'; p 94, fingerstick BS 89; R. 12. on cardiac monitor
showing NSR. 15:42. BP 192/109; HR 90. Transferred to Fire Dept care @ 3:49 pm.
Facial paralysis; This spontaneous case was reported by a consumer and describes the occurrence of FACIAL
PARALYSIS (Facial paralysis) in a 58-year-old male patient who received mRNA-1273 (Moderna COVID-19
Vaccine) (batch no. 030A21A) for COVID-19 vaccination. The patient's past medical history included No
adverse event. On 08-Mar-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular) .5 ml. On 08-Mar-2021, the patient experienced FACIAL PARALYSIS (Facial paralysis)
(seriousness criterion medically significant). At the time of the report, FACIAL PARALYSIS (Facial paralysis)
had not resolved. Not Provided The action taken with mRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular) was unknown. The patients treatment information included steroids.; Sender's Comments:
Based on the current available information and temporal association between the use of the product and the
start date of the event, a causal relationship cannot be excluded. At the time of the report the patient's
second dose was not yet delayed (per medical advice) so no event captured associated with late second dose
On day of vaccine 1/26/21, had minutes of right arm paralysis. On 1/29/21, had hours expressive aphasia and
the hour of right arm and leg weakness with fall. On 1/30/21, has stroke with expressive aphasia and some
right arm weakness. Was admitted to hospital 1/30/21. MRI showed multiple infarcts left hemisphere and
carotid dissection. Heart monitor after discharge showed new onset paroxysmal atrial fibrillation.
Echocardiogram normal. Symptoms have improved over weeks.
Paralyzed on left side of his body. He is unable to walk or use his left arm or leg.
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Patient began to develop progressive weakness on the night he received his first vaccine dose. This
continued to progress over the course of two days and included left sided numbness and left sided deficit,
including facial droop. Patient presented to the emergency department and was admitted for an acute
ischemic CVA.
The patient reported a metallic taste and pressure behind her ears at 6:52pm, about 2 minutes after the
Moderna vaccine was administered. She then reported feeling lightheaded and tingling in her lips. I assisted
her to the floor and had her lay down. She reported feeling feverish and she was warm to the touch, but her
temperature was 98.4 degrees Fahrenheit. Her O2 was at 99%. She briefly lost consciousness around 6:55pm
as evidenced by her not responding to my questions or to me roughly shaking her arm. She regained
consciousness within a couple seconds. Patient then reported a sudden headache at 6:57pm. EMS arrived at
7:01pm. The patient left with EMS.
body contracted again, started in calves and feet and hands, went into neck and face; full body tetany; Left
side of face cured up/ left side of my face was drooping, could not smile/ happened again in the ER around
1:15 AM so i was admitted; Terrible headache/ massive headache/ headache around back of head persisted;
Ringing in ears; Shortness of breath; Sometimes dizzy; Fatigue; lumbar puncture relieved excess CSF and
reduced pressure; Couldn't move left side; elevated BP persisted; Could be a Tetany or dystonic reaction to
the vaccine due to timing of everything/ Muscless tightened all over body/ within minutes after vaccination
hands/ feet/ legs contracted/ curled up; Could be a Tetany or dystonic reaction to the vaccine due to timing
of everything; passed out immediately following vaccine; Blood pressure was still high pulse was high 120/
BP went sky high (196/148)/ BP remained high; Fainted when she got the shot; Hyperventilation syndrome;
Whole body hurt/ very sore body; This spontaneous case was reported by a patient (subsequently medically
confirmed) and describes the occurrence of FACIAL PARALYSIS (Left side of face cured up/ left side of my face
was drooping, could not smile/ happened again in the ER around 1:15 AM so i was admitted), HEMIPLEGIA
(Couldn't move left side), HEADACHE (Terrible headache/ massive headache/ headache around back of head
persisted), DYSTONIA (body contracted again, started in calves and feet and hands, went into neck and face),
TETANY (full body tetany), HYPERTENSION (elevated BP persisted), DYSTONIA (Could be a Tetany or dystonic
reaction to the vaccine due to timing of everything/ Muscless tightened all over body/ within minutes after
vaccination hands/ feet/ legs contracted/ curled up), SYNCOPE (Fainted when she got the shot) and LOSS OF
CONSCIOUSNESS (passed out immediately following vaccine) in a 44-year-old female patient who received
mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 041L20A) for COVID-19 vaccination. The occurrence of
additional non-serious events is detailed below. The patient's past medical history included Pneumonia on
08-Oct-2020. Concurrent medical conditions included COVID-19 (Positive for COVID; Sick for 5 weeks followed
with pneumonia, long COVID-19) since 19-Sep-2020, Fainting (History of Fainting; reported as normal for the
patent), Drug allergy, Blood pressure high since 19-Sep-2020, Oxygen saturation decreased (2 L via nasal
cannula on night) since 19-Sep-2020, Dizziness since 19-Sep-2020 and Headache since 19-Sep-2020.
Concomitant products included SERTRALINE HYDROCHLORIDE (ZOLOFT) for Anxiety, AMFETAMINE
ASPARTATE, AMFETAMINE SULFATE, DEXAMFETAMINE SACCHARATE, DEXAMFETAMINE SULFATE
(ADDERALL) from 16-Jan-2021 to an unknown date for Attention deficit hyperactivity disorder, CLONAZEPAM
for Sleep disorder NOS. On 16-Jan-2021 at 12:15 PM, the patient received first dose of mRNA-1273
(Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 16-Jan-2021, the patient experienced
HEADACHE (Terrible headache/ massive headache/ headache around back of head persisted) (seriousness
criterion hospitalization) and PAIN (Whole body hurt/ very sore body). 16-Jan-2021, the patient experienced
SYNCOPE (Fainted when she got the shot) (seriousness criterion medically significant) and
HYPERVENTILATION (Hyperventilation syndrome). On 16-Jan-2021 at 12:15 PM, the patient experienced LOSS
OF CONSCIOUSNESS (passed out immediately following vaccine) (seriousness criterion medically significant)
and HYPERTENSION (Blood pressure was still high pulse was high 120/ BP went sky high (196/148)/ BP
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he had a lot more weakness in arms and legs; his arm started tingling/his feel also started tingling; strong
headache; bilateral facial bell's palsy; Guillen Barre Syndrome; a bit sluggish; arm ached; headache; sore arm;
This spontaneous case was reported by a consumer (subsequently medically confirmed) and describes the
occurrence of PARAESTHESIA (his arm started tingling/his feel also started tingling), MUSCULAR WEAKNESS
(he had a lot more weakness in arms and legs), GUILLAIN-BARRE SYNDROME (Guillen Barre Syndrome),
FACIAL PARALYSIS (bilateral facial bell's palsy) and HEADACHE (strong headache) in a male patient of an
unknown age who received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. The
occurrence of additional non-serious events is detailed below. The patient's past medical history included
Lumbar puncture. On 09-Jan-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19
Vaccine) (unknown route) dosage was changed to 1 dosage form. On 06-Feb-2021, received second dose of
mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) dosage was changed to 2 dosage form. On an
unknown date, the patient received dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) at an
unspecified dose. On 09-Jan-2021, the patient experienced PAIN IN EXTREMITY (sore arm). On 06-Feb-2021,
the patient experienced LETHARGY (a bit sluggish), PAIN IN EXTREMITY (arm ached) and HEADACHE
(headache). On 12-Feb-2021, the patient experienced HEADACHE (strong headache) (seriousness criterion
hospitalization). On 13-Feb-2021, the patient experienced PARAESTHESIA (his arm started tingling/his feel
also started tingling) (seriousness criterion hospitalization). On 15-Feb-2021, the patient experienced
MUSCULAR WEAKNESS (he had a lot more weakness in arms and legs) (seriousness criterion hospitalization).
On 16-Feb-2021, the patient experienced GUILLAIN-BARRE SYNDROME (Guillen Barre Syndrome) (seriousness
criterion hospitalization). On an unknown date, the patient experienced FACIAL PARALYSIS (bilateral facial
bell's palsy) (seriousness criterion hospitalization). The patient was hospitalized from 12-Feb-2021 to 23-Feb2021 due to FACIAL PARALYSIS and GUILLAIN-BARRE SYNDROME. At the time of the report, LETHARGY (a bit
sluggish), PAIN IN EXTREMITY (arm ached), GUILLAIN-BARRE SYNDROME (Guillen Barre Syndrome), FACIAL
PARALYSIS (bilateral facial bell's palsy), PAIN IN EXTREMITY (sore arm) and HEADACHE (headache) had
resolved and PARAESTHESIA (his arm started tingling/his feel also started tingling), MUSCULAR WEAKNESS
(he had a lot more weakness in arms and legs) and HEADACHE (strong headache) had not resolved. Not
Provided
Treatment include IVIG treatment and Steroids. Company Comment: Very limited information
regarding these events has been provided at this time. Further information has been requested. This case
was linked to MOD-2021-056405 (Patient Link). Reporter did not allow further contact; Sender's Comments:
Very limited information regarding these events has been provided at this time. Further information has
been requested.
Loss of sensibility in the left side of the face; This spontaneous case was reported by a consumer and
describes the occurrence of FACIAL PARALYSIS (Loss of sensibility in the left side of the face) in a female
patient of an unknown age who received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination.
The patient's past medical history included No adverse event (No relevant medical history provided). On 19Mar-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1
dosage form. On 19-Mar-2021, the patient experienced FACIAL PARALYSIS (Loss of sensibility in the left side
of the face) (seriousness criterion medically significant). On 19-Mar-2021, FACIAL PARALYSIS (Loss of
sensibility in the left side of the face) had resolved.
The action taken with mRNA-1273 (Moderna COVID19 Vaccine) (Intramuscular) was unknown.
No relevant concomitant medications were reported.
Treatment information was not provided. This case concerns an adult female with a serious unexpected
event of facial paralysis. Event onset 15 minutes after the first dose of mRNA-1273. Event resolved. Based on
current available information and temporal association between the use of the product and the start date of
the event, a causal relationship cannot be excluded.; Sender's Comments: This case concerns an adult female
with a serious unexpected event of facial paralysis. Event onset 15 minutes after the first dose of mRNA1273. Event resolved. Based on current available information and temporal association between the use of
the product and the start date of the event, a causal relationship cannot be excluded.
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face felt droopy/diagnosed with Bell's Palsy; felt like her face was swollen; face became physically swollen
and numb; left side of her face and the left ""part of her tongue"" became swollen; This spontaneous case was
reported by a consumer and describes the occurrence of FACIAL PARALYSIS (face felt droopy/diagnosed with
Bell's Palsy) in a 39-year-old female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no.
031B21A) for COVID-19 vaccination. The occurrence of additional non-serious events is detailed below. The
patient's past medical history included No adverse event (no medical history reported). On 12-Apr-2021,
the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On
12-Apr-2021, the patient experienced FACIAL PARALYSIS (face felt droopy/diagnosed with Bell's Palsy)
(seriousness criterion medically significant), SWELLING FACE (felt like her face was swollen), HYPOAESTHESIA
(face became physically swollen and numb) and SWOLLEN TONGUE (left side of her face and the left ""part of
her tongue"" became swollen). At the time of the report, FACIAL PARALYSIS (face felt droopy/diagnosed with
Bell's Palsy), SWELLING FACE (felt like her face was swollen), HYPOAESTHESIA (face became physically
swollen and numb) and SWOLLEN TONGUE (left side of her face and the left ""part of her tongue"" became
swollen) outcome was unknown. DIAGNOSTIC RESULTS (normal ranges are provided in parenthesis if
available): On 12-Apr-2021, Computerised tomogram: negative negative for evidence of stroke. The action
taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown.
Patient reports she
was negative for respiratory distress or difficulty breathing. Treatment included two unknown oral
antibiotics and oral steroids.; Sender's Comments: Based on the current available information and temporal
association between the use of the product and the start date of the events, a causal relationship cannot be
excluded.""
Bel's palsy (L side); Fever bolsters in her lips; Real sore arm; This spontaneous case was reported by a
consumer (subsequently medically confirmed) and describes the occurrence of FACIAL PARALYSIS (Bel's palsy
(L side)) in a 50-year-old female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no.
008B212A) for COVID-19 vaccination. The occurrence of additional non-serious events is detailed below.
The patient's past medical history included Bell's palsy (Right side, 12 or 15 years ago). Concurrent medical
conditions included Overactive bladder. Concomitant products included OXYBUTYNIN for Overactive bladder.
On 09-Mar-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1
dosage form. On 09-Mar-2021, the patient experienced PAIN IN EXTREMITY (Real sore arm). On 10-Apr-2021,
the patient experienced FACIAL PARALYSIS (Bel's palsy (L side)) (seriousness criterion medically significant)
and ORAL HERPES (Fever bolsters in her lips). On 11-Mar-2021, PAIN IN EXTREMITY (Real sore arm) had
resolved. At the time of the report, FACIAL PARALYSIS (Bel's palsy (L side)) and ORAL HERPES (Fever bolsters
in her lips) had not resolved.
The action taken with mRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular) was unknown.
The patient has her second dose scheduled for 16-Apr-2021. She
developed ""bel's palsy"" on 10-Apr-2021. She started to notice it on 09-Apr-2021 but received confirmation
on 10-Apr-2021. She reported a real sore arm for two days after the vaccination. The patient also
developed ""fever bolsters"" in her lips. She doesn't know if it is side effects from the vaccine. The patient
had a virtual appointment with her physician, and he recommended that she not receive the second vaccine
and to visit a neurologist. Treatment medications included steroid and antiviral medications. Valtrex 1 gr
table as needed (3 times a day). Based on the current available information and temporal association
between the use of the product and the start date of the events, a causal relationship cannot be excluded.;
Sender's Comments: Based on the current available information and temporal association between the use of
the product and the start date of the events, a causal relationship cannot be excluded.""

COVID19 VACCINE

MODERNA

1235692-1

Unknown

0 days

super mild bell's palsy; eye twitching; jaw pain; This spontaneous case was reported by a pharmacist and
describes the occurrence of FACIAL PARALYSIS (super mild bell's palsy) in a male patient of an unknown age
who received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. The occurrence of
additional non-serious events is detailed below. The patient's past medical history included No adverse
event (No reported medical history.). On 19-Mar-2021, the patient received first dose of mRNA-1273
(Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 19-Mar-2021, after starting mRNA-1273
(Moderna COVID-19 Vaccine), the patient experienced PAIN IN JAW (jaw pain). On an unknown date, the
patient experienced FACIAL PARALYSIS (super mild bell's palsy) (seriousness criterion medically significant)
and BLEPHAROSPASM (eye twitching). At the time of the report, FACIAL PARALYSIS (super mild bell's palsy)
outcome was unknown and PAIN IN JAW (jaw pain) and BLEPHAROSPASM (eye twitching) had not resolved.
Not Provided The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown.
For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not provide any causality
assessments. No relevant concomitant medications were provided. Patient experienced super mild case of
Bell's palsy. Within an hour of receiving the injection he developed jaw pain. There was no dropping of the
jaw. He still has residual jaw pain and some eye twitching. He is scheduled for his second injection and would
like to know if the reaction to the second dose could be worse. Also, would like to know if he should
administer the injection in the opposite arm. No treatment information was provided.; Sender's Comments:
Very limited information regarding these events has been provided at this time. Further information has
been requested.
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left neck spasm; felt uneasy; slight pain under sternum; fatigue; pain in her left knee; trembling in her upper
body; face became a bright red; heat in her body; weakness in arms and hands; bed bound; pain in her lower
back over kidney area; her body would be drenched in sweat mostly around heart and sternum area, she
could splash; injection site started having pain; her injection site started having pain, it swelled up; Had skin
eruptions like a boil on her right uper buttock; the boil was thought to be cellulitis and she was given a
topical antibiotic; vomiting; racing heart; facial numbness and tingling; nausea; hard time breathing;
shortness of breath; hives were on her upper back and under hips; she was covered in hives from, they
covered her chest in a ""Vshape; cough; burning sensation in her mouth; mouth was dry, tongue was thick
and full, no salivation; Disoriented; began to feel very very thirsty; drinking 1 liter of water; felt pins and
needles down her arms; numbness like pins and needles on injection site and neck; and while laying in bed,
she felt like she was driving a race card; could not sleep; was going to pass out; high blood pressure; ""She
had a spot appear on her right leg and a ultrasound of her leg was performed to verify if a blood clot had
developed (clot was not diagnosed)""; twitches in her abdomen, where her abdomen would cramp up; fallen
down a short flight of stairs; felt like she could not move her limbs (elbow to fingers, knees to toes),limbs felt
like they were frozen and paralyzed; dizzy; vertigo; migraine, lightheadedness, ringing ears, cloudy vision
and headache; felt like as if someone was sitting on her chest; had a crawling sensation; This spontaneous
case was reported by a consumer (subsequently medically confirmed) and describes the occurrence of
PRESYNCOPE (was going to pass out), CELLULITIS (Had skin eruptions like a boil on her right uper buttock; the
boil was thought to be cellulitis and she was given a topical antibiotic), PERIPHERAL PARALYSIS (felt like she
could not move her limbs (elbow to fingers, knees to toes),limbs felt like they were frozen and paralyzed) and
DYSPNOEA (hard time breathing; shortness of breath) in a 43-year-old female patient who received mRNA1273 (Moderna COVID-19 Vaccine) (batch no. 025A21A) for COVID-19 vaccination. The occurrence of
additional non-serious events is detailed below. The patient's past medical history included Bradycardia
and Hives (Patient recalls 20 years ago; she had hives.) in 2001. Concurrent medical conditions included
Migraine. Concomitant products included RIZATRIPTAN for Migraine. On 27-Feb-2021, the patient received
first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 27-Feb-2021, the
patient experienced PERIPHERAL PARALYSIS (felt like she could not move her limbs (elbow to fingers, knees
to toes),limbs felt like they were frozen and paralyzed) (seriousness criterion disability), DIZZINESS (dizzy),
VERTIGO (vertigo), MIGRAINE (migraine, lightheadedness, ringing ears, cloudy vision and headache) and
CHEST DISCOMFORT (felt like as if someone was sitting on her chest; had a crawling sensation). On 01-Mar2021, the patient experienced ABDOMINAL PAIN (twitches in her abdomen, where her abdomen would
cramp up) and FALL (fallen down a short flight of stairs). On 02-Mar-2021, the patient experienced
PRESYNCOPE (was going to pass out) (seriousness criterion medically significant), RASH MACULAR (""She had
a spot appear on her right leg and a ultrasound of her leg was performed to verify if a blood clot had
developed (clot was not diagnosed)""), HYPERTENSION (high blood pressure), INSOMNIA (could not sleep),
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Suspected stroke; Bell's palsy; High BP; A spontaneous report was received from a healthcare professional
concerning a 48-year-old, male patient, who received Moderna's COVID-19 vaccine (mRNA-1273) and
experienced bell's palsy, suspected stroke, and high blood pressure. The patient's medical history, as
provided by the reporter, included hypertension. The patient stopped taking hypertension medications since
Aug-2020.The concomitant product use was not provided/unknown by the reporter. On 16 Feb 2021,
approximately 9 hours prior to the onset of the events, the patient received their first of two planned doses
of mRNA-1273 (Batch number: 004M20A) intramuscularly in the left arm for prophylaxis of COVID-19
infection. On 16 Feb 2021, approximately 9 hours of receiving vaccine, the patient developed left ear
fullness/pain/pressure. On 17 Feb 2021, the patient developed left eye watery and pain behind left ear. On
18 Feb 2021, the patient dribbled when drinking water when working overnight shift. On 19 Feb 2021, upon
awakening in the afternoon, patient's speech was ""off"" and noted left side of face drooped and unable to
close left eye. The patient went to Urgent care and referred to ED for suspected stroke due to High blood
pressure. The patient was diagnosed with bell's palsy. Treatment for the vent included steroids, eye
ointment and metoprolol. Action taken with the drug in response to the event was not provided The
outcome of the events, bell's palsy, suspected stroke, and high blood pressure, were not resolved.;
Reporter's Comments: Based on the current available information and temporal association between the use
of the product and the start date of the events, a causal relationship cannot be excluded.; Sender's
Comments: US-MODERNATX, INC.-MOD-2021-026086:Same reporter""
Feel tingling feeling on left nose; Continued pain at site of injection; arm numb; ears numb; Bell's Palsy; Left
arm (injection arm) went numb; ""Charley"" horse like pain in left neck; Charley"" horse like pain in left face;
Tingling feeling on left ear; Tingling feeling on left face; Felt exhausted; This spontaneous case was reported
by a consumer and describes the occurrence of FACIAL PARALYSIS (Bell's Palsy) in a 62-year-old female
patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 024M20A) for COVID-19
vaccination. The occurrence of additional non-serious events is detailed below. The patient's past medical
history included Hormone replacement therapy. Concurrent medical conditions included Asthma. On 12Mar-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1
dosage form. On 12-Mar-2021, the patient experienced HYPOAESTHESIA (Left arm (injection arm) went
numb), NECK PAIN (""Charley"" horse like pain in left neck), FACIAL PAIN (Charley"" horse like pain in left
face), PARAESTHESIA EAR (Tingling feeling on left ear), PARAESTHESIA (Tingling feeling on left face), FEELING
ABNORMAL (Felt exhausted), HYPOAESTHESIA (arm numb) and PARAESTHESIA EAR (ears numb). On 13-Mar2021, the patient experienced VACCINATION SITE PAIN (Continued pain at site of injection). On 14-Mar-2021,
the patient experienced PARAESTHESIA MUCOSAL (Feel tingling feeling on left nose). On an unknown date,
the patient experienced FACIAL PARALYSIS (Bell's Palsy) (seriousness criterion medically significant). At the
time of the report, FACIAL PARALYSIS (Bell's Palsy), HYPOAESTHESIA (Left arm (injection arm) went numb),
NECK PAIN (""Charley"" horse like pain in left neck), PARAESTHESIA EAR (Tingling feeling on left ear),
PARAESTHESIA (Tingling feeling on left face), FEELING ABNORMAL (Felt exhausted), PARAESTHESIA
MUCOSAL (Feel tingling feeling on left nose), HYPOAESTHESIA (arm numb), PARAESTHESIA EAR (ears numb)
and VACCINATION SITE PAIN (Continued pain at site of injection) outcome was unknown and FACIAL PAIN
(Charley"" horse like pain in left face) was resolving.
The action taken with mRNA-1273 (Moderna COVID19 Vaccine) (Intramuscular) was unknown.
Concomitant medication was not reported. Treatment included
Tylenol, Benadryl and Prednisone. Based on the current available information and temporal association
between the use of the product and the start date of the events, a causal relationship cannot be excluded.
Most recent FOLLOW-UP information incorporated above includes: On 06-Apr-2021: Event Bell's Palsy was
diagnosed.; Sender's Comments: Based on the current available information and temporal association
between the use of the product and the start date of the events, a causal relationship cannot be excluded.""
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left side of face drooped; Chills; Mild Sore left arm; This spontaneous case was reported by a consumer and
describes the occurrence of FACIAL PARALYSIS (left side of face drooped) in a 71-year-old male patient who
received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. The occurrence of additional nonserious events is detailed below. The patient's past medical history included No adverse event (No
reported medical history). On 06-Mar-2021, the patient received first dose of mRNA-1273 (Moderna COVID19 Vaccine) (Intramuscular) 1 dosage form. On 06-Mar-2021, the patient experienced PAIN IN EXTREMITY
(Mild Sore left arm). On 03-Apr-2021, the patient experienced FACIAL PARALYSIS (left side of face drooped)
(seriousness criterion medically significant) and CHILLS (Chills). On 04-Apr-2021, CHILLS (Chills) had resolved.
At the time of the report, FACIAL PARALYSIS (left side of face drooped) and PAIN IN EXTREMITY (Mild Sore
left arm) outcome was unknown.
The action taken with mRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular) was unknown.
No treatment information was reported. Based on the current available
information and temporal association between the use of the product and the start date of the events, a
causal relationship cannot be excluded. This case was linked to US-MODERNATX, INC.-MOD-2021-079339
(E2B Linked Report).; Sender's Comments: Based on the current available information and temporal
association between the use of the product and the start date of the events, a causal relationship cannot be
excluded. US-MODERNATX, INC.-MOD-2021-079339:Case for dose 2
side of the neck and ear ache; Nose draining; Sore Throat; Cannot swallow; Felt like hot iron stuck on the
face; Eyes clumpy and hard to open mornings; Bell's Palsy; This spontaneous case was reported by a
pharmacist (subsequently medically confirmed) and describes the occurrence of FACIAL PARALYSIS (Bell's
Palsy) in a 53-year-old female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no.
017B21A) for COVID-19 vaccination. The occurrence of additional non-serious events is detailed below.
Concurrent medical conditions included Cancer (stage 4 of unspecified cancer). Concomitant products included
PEMBROLIZUMAB (KEYTRUDA) for an unknown indication. On 23-Mar-2021, the patient received first dose
of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 23-Mar-2021, the patient
experienced FACIAL PARALYSIS (Bell's Palsy) (seriousness criterion medically significant). On an unknown
date, the patient experienced PAIN (side of the neck and ear ache), RHINORRHOEA (Nose draining),
OROPHARYNGEAL PAIN (Sore Throat), DYSPHAGIA (Cannot swallow), BURNING SENSATION (Felt like hot iron
stuck on the face) and ABNORMAL SENSATION IN EYE (Eyes clumpy and hard to open mornings). At the time
of the report, FACIAL PARALYSIS (Bell's Palsy), PAIN (side of the neck and ear ache), RHINORRHOEA (Nose
draining), OROPHARYNGEAL PAIN (Sore Throat), DYSPHAGIA (Cannot swallow), BURNING SENSATION (Felt
like hot iron stuck on the face) and ABNORMAL SENSATION IN EYE (Eyes clumpy and hard to open mornings)
outcome was unknown.
The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular)
was unknown. For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not provide
any causality assessments. The patient's Primary Care Physician and Oncologist recommended not to have
the second dose. Treatment included prednisone for 5 days, flonase, and ice pack to open the eyes. Patient
stated that her Primary Care Physician and Oncologist recommended not to have the second dose. Company
comment:Based on the current available information and temporal association between the use of the
product and the start date of the events, a causal relationship cannot be excluded. Patient stated that her
Primary Care Physician and Oncologist recommended not to have the second dose; Sender's Comments:
Based on the current available information and temporal association between the use of the product and the
start date of the events, a causal relationship cannot be excluded.
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Struck down with Bell's Palsy over the weekend and was treated; Patient also experienced soreness at the
injection site; This spontaneous case was reported by a consumer and describes the occurrence of FACIAL
PARALYSIS (Struck down with Bell's Palsy over the weekend and was treated) in a 76-year-old male patient
who received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. The occurrence of
additional non-serious events is detailed below. The patient's past medical history included No adverse
event. Concomitant products included VALACYCLOVIR [VALACICLOVIR] and NAPHAZOLINE HYDROCHLORIDE
(EYE DROPS [NAPHAZOLINE HYDROCHLORIDE]) for Bell's palsy, APIXABAN (ELIQUIS), METOPROLOL TARTRATE,
AMLODIPINE, ATORVASTATIN, CARBAMAZEPINE, FAMOTIDINE (PEPCID [FAMOTIDINE]), PARACETAMOL
(TYLENOL) and PREDNISONE for an unknown indication. On 18-Mar-2021, the patient received first dose of
mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1 dosage form. On 18-Mar-2021, the patient
experienced VACCINATION SITE PAIN (Patient also experienced soreness at the injection site). On 17-Apr2021, the patient experienced FACIAL PARALYSIS (Struck down with Bell's Palsy over the weekend and was
treated) (seriousness criterion medically significant). On 19-Mar-2021, VACCINATION SITE PAIN (Patient also
experienced soreness at the injection site) had resolved. On 18-Apr-2021, FACIAL PARALYSIS (Struck down
with Bell's Palsy over the weekend and was treated) had resolved.
The action taken with mRNA-1273
(Moderna COVID-19 Vaccine) (Unknown) was unknown.
Valacyclovir and Eye drop were listed in
concomitant medication for Bell's palsy. Based on the current available information and temporal association
between the use of the product and the start date of the events, a causal relationship cannot be excluded.;
Sender's Comments: Based on the current available information and temporal association between the use of
the product and the start date of the events, a causal relationship cannot be excluded.
similar to Bells Palsy; Very dull numbness in the left side of her face; slight headache; This spontaneous case
was reported by a consumer and describes the occurrence of FACIAL PARALYSIS (similar to Bells Palsy) in a 55year-old female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 046A21A) for
COVID-19 vaccination. The occurrence of additional non-serious events is detailed below. The patient's
past medical history included No adverse event. On 11-Apr-2021, the patient received first dose of mRNA1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 11-Apr-2021, the patient experienced
FACIAL PARALYSIS (similar to Bells Palsy) (seriousness criterion medically significant), HYPOAESTHESIA (Very
dull numbness in the left side of her face) and HEADACHE (slight headache). At the time of the report, FACIAL
PARALYSIS (similar to Bells Palsy), HYPOAESTHESIA (Very dull numbness in the left side of her face) and
HEADACHE (slight headache) had not resolved.
The action taken with mRNA-1273 (Moderna COVID-19
Vaccine) (Intramuscular) was unknown. For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the
reporter did not provide any causality assessments.; Sender's Comments: Based on the current available
information and temporal association between the use of the product and the onset date of the reported
events, a causal relationship cannot be excluded.
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Her fingers crawled up; Her wrist dropped meaning she could not hold her hand up straight; Whole arm
became painful, painful hand; Hand is partially numb; they think the antibodies started attacking the nerves;
Area around the shot started to hurt; This spontaneous case was reported by a consumer (subsequently
medically confirmed) and describes the occurrence of FORMICATION (Her fingers crawled up), RADIAL NERVE
PALSY (Her wrist dropped meaning she could not hold her hand up straight), PAIN IN EXTREMITY (Whole arm
became painful, painful hand), HYPOAESTHESIA (Hand is partially numb) and PERIPHERAL NERVE INJURY (they
think the antibodies started attacking the nerves) in a 69-year-old female patient who received mRNA-1273
(batch no. 0038A21A) for COVID-19 vaccination. The occurrence of additional non-serious events is detailed
below. No Medical History information was reported. On 20-Feb-2021, the patient received first dose of
mRNA-1273 (Intramuscular) 1 dosage form. On 20-Mar-2021, received second dose of mRNA-1273
(Intramuscular) dosage was changed to 1 dosage form. On 20-Feb-2021, the patient experienced
VACCINATION SITE PAIN (Area around the shot started to hurt). On an unknown date, the patient
experienced FORMICATION (Her fingers crawled up) (seriousness criteria medically significant), RADIAL NERVE
PALSY (Her wrist dropped meaning she could not hold her hand up straight) (seriousness criterion medically
significant), PAIN IN EXTREMITY (Whole arm became painful, painful hand) (seriousness criterion medically
significant), HYPOAESTHESIA (Hand is partially numb) (seriousness criterion medically significant) and
PERIPHERAL NERVE INJURY (they think the antibodies started attacking the nerves) (seriousness criterion
medically significant). At the time of the report, FORMICATION (Her fingers crawled up), RADIAL NERVE
PALSY (Her wrist dropped meaning she could not hold her hand up straight), PAIN IN EXTREMITY (Whole arm
became painful, painful hand), HYPOAESTHESIA (Hand is partially numb), PERIPHERAL NERVE INJURY (they
think the antibodies started attacking the nerves) and VACCINATION SITE PAIN (Area around the shot
started to hurt) had not resolved.
After the 1st dose on 20Feb2021, the area around the shot started
to hurt. On the 6th day, the whole arm became painful. The patient went to the doctors for the pain in the
arm. She was referred to do a nerve test, but that took 3 weeks to get done. In the meantime, not only did
the patient's arm hurt, but her fingers crawled up, and her wrist dropped meaning she could not hold her
hand up straight. The nerve test was done and they think the antibodies started attacking the nerves. An
ultrasound was done to make sure she had not hurt it somehow but there was no sign of any trauma. She is
still having the symptoms. The pain in the arm is better but her fingers are still crawled and the wrist drop is
still happening. The hand is painful and is partially numb. Action taken with mRNA-1273 in response to the
events was not Applicable. Concomitant and treatment information not provided Company comment:Based
on the information provided which includes a temporal association between the use of mRNA-1273 vaccine
and onset of the reported events, a causal relationship with the product use cannot be excluded. Vaccination
site pain is consistent with the known safety profile of the product.; Sender's Comments: Based on the
information provided which includes a temporal association between the use of mRNA-1273 vaccine and
onset of the reported events, a causal relationship with the product use cannot be excluded. Vaccination site
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diagnosed with Bells palsy; face was red,Face turning bright red; Like had a worse sunburn on face; face was
red hot,extremly hot; Whole face swollen up; Blood out of nose; face pealed,Top of head pealed,face broke
out; Teeth started hurting, every tooth of mouth,Still happening in the back of the teeth; Throat swelling;
general aches; headache; little bit of fever; This spontaneous case was reported by a consumer (subsequently
medically confirmed) and describes the occurrence of FACIAL PARALYSIS (diagnosed with Bells palsy) in a 68year-old patient of an unknown gender who received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19
vaccination. The occurrence of additional non-serious events is detailed below. No Medical History
information was reported. On 09-Apr-2021, the patient received first dose of mRNA-1273 (Moderna COVID19 Vaccine) (Intramuscular) 1 dosage form. On 09-Apr-2021, the patient experienced FACIAL PARALYSIS
(diagnosed with Bells palsy) (seriousness criterion medically significant), ERYTHEMA (face was red,Face
turning bright red), RASH ERYTHEMATOUS (Like had a worse sunburn on face), FEELING HOT (face was red
hot,extremly hot), SWELLING FACE (Whole face swollen up), EPISTAXIS (Blood out of nose), SKIN EXFOLIATION
(face pealed,Top of head pealed,face broke out), TOOTHACHE (Teeth started hurting, every tooth of
mouth,Still happening in the back of the teeth), PHARYNGEAL SWELLING (Throat swelling), MYALGIA (general
aches), HEADACHE (headache) and PYREXIA (little bit of fever). At the time of the report, FACIAL PARALYSIS
(diagnosed with Bells palsy), ERYTHEMA (face was red,Face turning bright red), RASH ERYTHEMATOUS (Like
had a worse sunburn on face), FEELING HOT (face was red hot,extremly hot), SWELLING FACE (Whole face
swollen up), EPISTAXIS (Blood out of nose), SKIN EXFOLIATION (face pealed,Top of head pealed,face broke
out), TOOTHACHE (Teeth started hurting, every tooth of mouth,Still happening in the back of the teeth),
MYALGIA (general aches), HEADACHE (headache) and PYREXIA (little bit of fever) had not resolved and
PHARYNGEAL SWELLING (Throat swelling) outcome was unknown.
The action taken with mRNA-1273
(Moderna COVID-19 Vaccine) (Intramuscular) was unknown.
There is no concomitant list. Treatment
includes a steroid shot from doctor after face broke out. Company comment: Based on the current available
information and temporal association between the use of the product and the start date of the events, a
causal relationship cannot be excluded. However, further information has been requested. Reporter did not
allow further contact; Sender's Comments: Based on the current available information and temporal
association between the use of the product and the start date of the events, a causal relationship cannot be
excluded. However, further information has been requested.
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herpetic outbreak on my lip; 6x10 cm area of induration; Erythema 6X10 cm Injection Site; bell's palsy;
injection site was itchy; increased heart rate; fever; chills; myalgia; fatigue; sore arm; This spontaneous case
was reported by a physician and describes the occurrence of FACIAL PARALYSIS (bell's palsy) in a 58-year-old
female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. 012L20A and 007M20A)
for COVID-19 vaccination. The occurrence of additional non-serious events is detailed below. Concurrent
medical conditions included HSV infection. Concomitant products included CALCIUM for Bone density
abnormal, VALACICLOVIR for HSV infection, VITAMIN D3 for Vitamin D3 deficiency. On 08-Jan-2021 at 4:30
AM, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage
form. On 05-Feb-2021 at 4:00 AM, received second dose of mRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular) dosage was changed to 1 dosage form. On 08-Jan-2021, the patient experienced HEART RATE
INCREASED (increased heart rate), PYREXIA (fever), CHILLS (chills), MYALGIA (myalgia) and FATIGUE (fatigue).
08-Jan-2021, the patient experienced VACCINATION SITE PAIN (sore arm). On 15-Jan-2021, the patient
experienced FACIAL PARALYSIS (bell's palsy) (seriousness criterion medically significant) and VACCINATION
SITE PRURITUS (injection site was itchy). On 16-Jan-2021, the patient experienced ORAL HERPES (herpetic
outbreak on my lip), VACCINATION SITE INDURATION (6x10 cm area of induration) and VACCINATION SITE
ERYTHEMA (Erythema 6X10 cm Injection Site). On 09-Jan-2021, HEART RATE INCREASED (increased heart
rate) had resolved. On 11-Jan-2021, PYREXIA (fever), CHILLS (chills), MYALGIA (myalgia), FATIGUE (fatigue)
and VACCINATION SITE PAIN (sore arm) had resolved. In January 2021, FACIAL PARALYSIS (bell's palsy) had
resolved. On 19-Jan-2021, VACCINATION SITE INDURATION (6x10 cm area of induration) and VACCINATION
SITE ERYTHEMA (Erythema 6X10 cm Injection Site) had resolved. At the time of the report, ORAL HERPES
(herpetic outbreak on my lip) and VACCINATION SITE PRURITUS (injection site was itchy) outcome was
unknown.
The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown.
For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter considered FACIAL PARALYSIS
(bell's palsy) to be possibly related. No further causality assessments were provided for ORAL HERPES
(herpetic outbreak on my lip), HEART RATE INCREASED (increased heart rate), VACCINATION SITE PRURITUS
(injection site was itchy), VACCINATION SITE INDURATION (6x10 cm area of induration), PYREXIA (fever),
CHILLS (chills), MYALGIA (myalgia), FATIGUE (fatigue), VACCINATION SITE ERYTHEMA (Erythema 6X10 cm
Injection Site) and VACCINATION SITE PAIN (sore arm). Bell's Palsy.was treated with Valtrex for a week.
This case was linked to MOD-2021-090671 (Patient Link). Most recent FOLLOW-UP information incorporated
above includes: On 21-Jan-2021: Email added. Patient demographic added. Product details added. Events
with outcome added. On 23-Apr-2021: Patient demographic added. Patient physical parameters added.
Concomitant medications were added. Events, bell's palsy, herpetic outbreak on my lip and sore arm were
added with outcomes. Bell's palsy primary source reporter causality was updated to possible.; Sender's
Comments: Based on current available information and the temporal association between product use and
the start date of the events a causal relationship cannot be excluded.
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body wide tingling; both hands became clenched and paralyzed; tachycardic; hurting pretty badly/shooting
pain down both legs; not feeling so good; shortness of breath; Arm soreness; severe chills; extreme muscle
pain; body wide muscle aches; intense headache; been in bed all day; fever of 102; This spontaneous case was
reported by an other health care professional (subsequently medically confirmed) and describes the
occurrence of PARALYSIS (both hands became clenched and paralyzed) in a 35-year-old female patient who
received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 031B21A) for COVID-19 vaccination. The
occurrence of additional non-serious events is detailed below. No Medical History information was
reported. On 06-Apr-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular) 1 dosage form. On 06-Apr-2021, the patient experienced MALAISE (not feeling so good), PAIN
(hurting pretty badly/shooting pain down both legs), DYSPNOEA (shortness of breath), PAIN IN EXTREMITY
(Arm soreness), CHILLS (severe chills), MYALGIA (extreme muscle pain; body wide muscle aches), HEADACHE
(intense headache), FATIGUE (been in bed all day) and PYREXIA (fever of 102). On 07-Apr-2021, the patient
experienced PARALYSIS (both hands became clenched and paralyzed) (seriousness criterion medically
significant), TACHYCARDIA (tachycardic) and PARAESTHESIA (body wide tingling). At the time of the report,
PARALYSIS (both hands became clenched and paralyzed), MALAISE (not feeling so good), TACHYCARDIA
(tachycardic), PAIN (hurting pretty badly/shooting pain down both legs), PARAESTHESIA (body wide tingling),
DYSPNOEA (shortness of breath), PAIN IN EXTREMITY (Arm soreness), CHILLS (severe chills), MYALGIA
(extreme muscle pain; body wide muscle aches), HEADACHE (intense headache), FATIGUE (been in bed all
day) and PYREXIA (fever of 102) outcome was unknown. DIAGNOSTIC RESULTS (normal ranges are
provided in parenthesis if available): On 06-Apr-2021, Body temperature: 102 f High. On 07-Apr-2021,
Electrocardiogram: 108 diffuse NS ST/T abnormal. The action taken with mRNA-1273 (Moderna COVID-19
Vaccine) (Intramuscular) was unknown. For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the
reporter did not provide any causality assessments. The reporter states that the patient was en route to
the hospital because both hands became clenched and paralyzed during her ER visit. No treatments were
mentioned by the reporter. No concomitant medications were reported. Most recent FOLLOW-UP
information incorporated above includes: On 24-Apr-2021: Significant follow up- new events added; Sender's
Comments: Based on the current available information and temporal association between the use of the
product and the start date of the events, a causal relationship cannot be excluded.
10:00 am received vaccine @ medical center right side of mouth felt strange on the way home. 13:00 pm
right side of mouth continued to feel strange. Looked in mirror and noticed uneven smile, right side of mouth
drooping. 13:35 pm messaged my primary care MD. And called Nurse triage. 14:00 pm Nurse triage
advised me to go the emergency room ASAP. 15:00 pm @ Emergency room. Stroke code called, labs, CT,
MRI completed. Diagnosis Bell's palsy. Went home with steroid and anti-viral. Symptoms are improving.
Individual started complaining of an itch in her throat and felt some degree of lymph node swelling on the
right side. Collective symptoms include: anxiety, flushing, short term paresthesia, right sided facial swelling,
difficulty swallowing, right sided facial droop, medicinal taste. some slurring. Individual was taken to the ed
in house, triaged, treated and released. Reporter is not privileged to details of treatment, but aware of
release within hours of being seen.
On 12/20/2020 I received the Pfizer covid vaccine at 3pm and 10 minutes after vaccine, felt tingling and a
heavy sensation on my right eye. Was seen in ER at same facility. Per MD, no facial asymmetry noted and
was sent home. On 12/21/2020, I woke up with mild right facial numbness and sensation of heaviness and
very subtle right labial dropping. When closing my eyes tight felt the muscles of my right eye were mildly
weaker but I was able to close my eye. I presented to the ER. Blood work normal and per MD, did not feel
the need for steroids and told to monitor at home. Since then, the sensation on my right cheek is slightly
better, my eye still bothering me slightly and the numbness still present but a bit less.
Sudden consent of right sided facial numbness paralysis
Approximately 30 minutes after vaccination developed intense pins and needles sensation to the left side of
my face. I then developed a heavy, aching, tingling sensation to the left side of my face. I returned to the
facility and was evaluated post vaccination. Symptoms persisted still 2 days later so I was evaluated by my
PCP today and diagnosed with Bells Palsy. I was prescribed high dose steroids today.
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2 hours after the vaccine felt like she was hit by a bus. Had facial droopiness. Has Migraines with the same
facial droopiness. Left eye blurred vision. Stroke like symptoms. Fatigue, weakness.
Employee reports right sided eye and facial droop 2 hours after receiving vaccine but did not report the
incident until 12/23/20. BP-140/89, light headache. Did not seek any treatment since , BP checked today
12/23/20 was 90/60. slightly facial asymmetry still noted, no other associated s/s. Neuro check intact as of
this date. Employee referred to f/u with PCP.
Slight numbness in L cheek and inner L lip, symptoms worsened on the way home, seen in the ED (6:23PM),
MRI completed, diagnosed with Bell's Palsy, discharged home (10PM)
REQUESTED BY THIS WRITER PRIOR TO INJECTION FOR HEALTH TO RECORD PROCEDURE ON PERSONAL
CELLPHONE. INJECTION GIVEN TO RIGHT DELTOID. LESS THAN 1 HOUR APPROXIMATELY 3:50PM TINGLING,
PINCHING FEELING TO RIGHT HAND BEGAN THEN NUMBNESS STARTED TO RIGHT ARM FOLLOWED BY SAME
SENSATION ON RIGHT LOWER EXTREMITY. MEDICINE CUP STARTED TO FEEL HEAVY AND I WASNT ABLE TO
WALK CORRECTLY (LIMPING). HEALTH VERBALIZED ""TO CONTINUE MONITORING YOURSELF WHILE
WORKING"". APPROXIMATELY 4:35PM NUMBNESS IS FELT TO RIGHT SIDE OF FACE, FACIAL DROOPING
VISUALLY SEEN ON RIGHT SIDE OF FACE. ADVISED HEALTH TO GO TO ER. HEALTH DROVE THIS WRITER TO
THE ER""
Right side of face felt hot and slightly numb. Continued to persist for several hours. Appeared slightly puffy
on right side. Muscles on right side of face felt stiff when moving them. Symptoms seemed to resolve but the
next morning but returned around 1pm on 12/25. Additionally I noticed slight dropping in my face on the
right side of my face.
A very slight droop of relaxed right lip (Smile is symmetrical and NO orbital involvement); tightness, swelling
and tingling in right jaw; tightness, swelling and tingling in right jaw; tightness, swelling and tingling in right
jaw; generalized itching; A small patch (dime-size)of non-raised erythema noted behind right ear; A brief
period of feeling hot followed immediately by a chills; A brief period of feeling hot followed immediately by a
chills; Rash; This is a spontaneous report from a contactable nurse. A 41-year-old female patient received the
first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE; Lot number: EJ1685), intramuscularly in
the left arm, on 18Dec2020 at 08:45 (at the age of 41-years-old) at a single dose for COVID-19 immunization.
Medical history included hypertension (HTN) and seasonal allergies. The patient was not pregnant at the
time of vaccination. Concomitant medications, taken within 2 weeks of vaccination, included mometasone
furoate (FLONASE) and cetirizine hydrochloride (ZYRTEC). Other concomitant medications included an
unspecified antihypertensive. The patient had no known allergies to medications, food, or other products.
The patient did not receive any other vaccines within four weeks prior to the vaccination. The patient
experienced a very slight droop of relaxed right lip (smile is symmetrical and no orbital involvement),
tightness, swelling and tingling in right jaw, generalized itching, a small patch (dime-size) of non-raised
erythema noted behind right ear, a brief period of feeling hot followed immediately by a chills, and rash on
18Dec2020 at 09:30. Therapeutic measures were taken as a result of the events, which included treatment
with oral diphenhydramine hydrochloride (BENADRYL) 50 mg. The clinical outcome of a very slight droop of
relaxed right lip (smile is symmetrical and no orbital involvement), tightness, swelling and tingling in right
jaw, a small patch (dime-size) of non-raised erythema noted behind right ear, and a brief period of feeling hot
followed immediately by a chills was not recovered and of generalized itching and rash was recovered on an
unspecified date. It was reported that jaw tightness and slight asymmetry of relaxed lips continued on
18Dec2020 at 16:15. It was also reported that since the vaccination, the patient had not been tested for
COVID-19. No follow-up attempts needed. No further information expected.; Sender's Comments: Based on
the close temporal relationship, there is a possibility that the events are related to BNT162 vaccine. The
impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures
for safety evaluation, including the review and analysis of aggregate data for adverse events. Any safety
concern identified as part of this review, as well as any appropriate action in response, will be promptly
notified to regulatory authorities, Ethics Committees, and Investigators, as appropriate.
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diagnosed with Bell's palsy; This is a spontaneous report from a contactable nurse (patient). A 33-year-old
female patient received 1st dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Lot number: EK5730,
expiration date: Mar2021), via an unspecified route of administration in left arm on 19Dec2020 10:00 at
single dose for COVID-19 immunization. No other vaccine administered in four weeks. Medical history
included drug sulfa allergy. Concomitant medication included cetirizine, cetirizine hydrochloride (ZYRTEC)
from 18Dec2020, and multivitamin from 18Dec2020. No Covid prior vaccination. No Covid tested post
vaccination. About 40 min after the vaccine (19Dec2020 10:40) the patient developed left facial/ left tongue
tingling/ numbness. By 20:30 at night (19Dec2020 20:30), the patient had a left sided facial droop as well, the
patient was diagnosed with Bell's palsy. 20:30 (19Dec2020), she had facial asymmetry. She looked in the
mirror and noticed her smile was not symmetrical. She then checked into the Emergency Room and the ER
doctors diagnosed her with Bell's palsy. She was not admitted to the hospital. Steroids were given for
treatment. The patient was still expirencing. Intermittent tingling but tingling was not constant. Smile was
not normal yet. The outcome of event was not recovered.; Sender's Comments: Based on the close temporal
relationship, the association between the event Bell's palsy with BNT162b2 can not be fully excluded. The
impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures
for safety evaluation, including the review and analysis of aggregate data for adverse events. Any safety
concern identified as part of this review, as well as any appropriate action in response, will be promptly
notified to regulatory authorities, Ethics Committees, and Investigators, as appropriate.
December 23, 2020, at approximately, 1645 patient noted right eye numbness that tingled into right cheek.
At 1730, looked in the mirror and noted no movement in muscles on right side of face. Could raise right
eyebrow, but right eyebrow and below numbness and no movement. Patient spoke with physician at Public
Health Department and it was recommended patient go to Primary Care to see provider NP. Then at
approximately, 1920 went to the local Emergency Department and was seen by Dr. in the ER department.
Dr. consulted with on call neurologist. Patient states she was diagnosed with Bells Palsy and given oral
steroids (""three pills), then started a Medrol Dose Pak the next morning. As of today, December 28, 2020
patient reports ""Face and eye area feel normal. My mouth is not drooping. I have at least 50% of my
movement back."" Patient continues to take Medrol Dose Pak. On day 4 of Medrol Dose Pak has 3 more
days. Emergency Department recommended patient follow up with pcp in 5-7 days.""
Anxiety, headache, nausea, sweating approximately 15 minutes after injection. Observed 1 hour emergency
room then discharged.
Onset of tongue numbness a few hours after vaccination, which was gone the next day. Vaccinated on 12/16 10 days later on 12/26/20 tongue numbness recurred & he developed (R) facial droop - seen in ER on 12/17
had normal head CT, negative work up for stroke. Seen in clinic on 12/28 - diagnosed with Bells palsy,
started on Valacyclovir. Patient will hold PrEP x7 days (precautionary), no sexual activity during that time.
Pt presented after receiving vaccine on 12/21/2020 on 12/31/2020 with Bell's palsy. Right sided facial
perceived numbness and numbness of right arm distal from site of vaccine. No weakness on exam,
+weakness perceived by patient. Reported by patient these symptoms improved from date of vaccination.
Able to fully open and close right eye. No facial droop. She states these symptoms occured 5 minutes after
having vaccine, but initially dismissed as her anxiety about getting vaccinated.
Approximately after 5 minutes of administration of vaccine my right upper lip became tingly and numb-like,
which stayed constant. On 12/31/20 I noticed that my right lower inner cheek at the crease line was numb
and the crease was barely visible and asymmetrical some drooping of my top lip. I can still smile at this time
with a visible crooked smile. Dr. assessed my symptoms and stated it I have bells palsy at approximately
30% and was prescribed Prednisone RX.
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Within one hour of vaccine administration, the left side of my face from throat up to me eye began to tingle,
then became numb. The left side of my face became swollen. The left side of my mouth began to droop. My
tongue began to swell, my throat felt like there was something in it and it became increasingly difficult to
breathe. I called the Hotline provided by Hospital. I was directed to Urgent Care. At the urgent care, an IV
was placed. Solumedrol, Benadryl, and epi pen were administered. I was transferred by EMS to Hospital. In
EMS, an additional IV was placed. I was given IVFluids. I was also given additional Benadryl and Pepcid.
12/28/2020-1230 began feeling numbness/tingling left foot, left hand, left cheek (face), intermittent 1500chest tightness, palpitations lasting 20-30 minutes 1900- feet b/l ice cold, muscle aches, chills, lasting 8 hrs
12/29/2020- upon awakening-fatigue, SOB 6 hrs, intermittent paresthesia persist left foot, left cheek, new
onset teeth pain (lasts less than 1 minute) left sided headache (1-5 min) left sided back pain at SI joint 12/30tingling sensation persist, fatigue is gone. Chills- 1-3 min duartion, intermittent. left ear pain, left headache,
""pings "" of left cheek, tingling back pain persists (left) 12/31/2020 noted mild left facial weakness-, left
eye brow rise, unilateral wrinkle forehead, smile reduced left sided tingling persists with intermittent
headache, ear pain, teeth pain sought care of PCP tx of early onset bells palsy with steroid taper + PPI
Began prednisone 40 mg PO 1/1/2021 left sided back pain persists""
Right side of lip started swelling about 7:30 pm on 12/31/2020. Took Benadryl and picked up Epi pen at
pharmacy. Swelling increased overnight up into right cheek and jaw. Right side eye and cheek and mouth
drooping with a crooked smile. On 01/02/2020 started itching from up under right ear down towards neck
with redness and hives. Got RX from pharmacy for Prednisone and am currently taking that
Bells Palsy; This is a spontaneous report from a contactable consumer. This consumer reported similar events
for three patients. This is 1st of three reports. A patient of unspecified age and gender received BNT162B2
(PFIZER-BIONTECH COVID-19 VACCINE) (also reported as Comirnaty), via an unspecified route of
administration on an unspecified in Dec2020 at single dose for COVID-19 immunization. The patient medical
history and concomitant medications were not reported. The patient experienced bells palsy on Dec2020.
The action taken in response to the event for bnt162b2 was not applicable. The outcome of event was
unknown. No follow-up attempts are possible; information about batch/lot number cannot be obtained.;
Sender's Comments: Linked Report(s) : US-PFIZER INC-2020519118 same reporter/drug/event, different
patient;US-PFIZER INC-2020519119 same reporter/drug/event, different patient
Bell's Palsy; This is a spontaneous report from a contactable consumer or other non HCP. This consumer
reported same events for three patients (nurses). This is 2nd of 3 reports. A patient of an unknown age and
gender received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, also reported as COMIRNATY), via an
unspecified route of administration on unknown date in Dec2020 at single dose for covid-19 immunization.
The patient's medical history and concomitant medications were unknown. Healthcare worker reported that
3 nurses who work in her facility received Pfizer's COVID vaccine last week (Dec2020) came in with Bell's
Palsy in Dec2020. Event took place after use of product. The outcome of event was unknown. No follow-up
attempts are possible. Information about batch/Lot number cannot be obtained.; Sender's Comments: Linked
Report(s) : US-PFIZER INC-2020519105 same reporter, same drug, same event, different patients;US-PFIZER
INC-2020519119 same reporter, same drug, same event, different patients
Bells Palsy; This is a spontaneous report from a contactable consumer or other non HCP. This consumer
reported same events for three patients. This is a 3rd of 3 reports. A patient of unspecified age and gender
received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, also reported as Comirnaty), via an unspecified
route of administration on an unspecified in Dec2020 at single dose for COVID-19 immunization. The patient
medical history and concomitant medications were not reported. Healthcare worker reported that 3 nurses
who work in her facility received Pfizer's COVID vaccine last week (Dec2020) came in with Bells Palsy. Event
took place after use of product. The outcome of event was unknown. No follow-up attempts are possible;
information about batch/lot number cannot be obtained.; Sender's Comments: Linked Report(s) : US-PFIZER
INC-2020519118 same reporter, same drug, same event, different patients;US-PFIZER INC-2020519105 same
reporter, same drug, same event, different patients
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Left sided facial weakness, numbness and tingling in face, cheek, tongue, jaw, and neck. Diagnosed with Bells
Palsy on 01/04/2021
Patient received his vaccine and waited the 15 minute observation period before leaving the clinic. At 2:00
he returned to the clinic, stating to the paramedic that he felt like he was having an episode of Bell's Palsy.
His vital signs were checked and were as follows: BP 169/96 mmHg, HR 72 bpm, O2 sat 99%. The patient has
right sided tingling extending from the eye to the mouth. He had no visual changes. The patient was offered
transport to the hospital and further medical treatment. He refused transport or treatment and left the
vaccination clinic.
Employee received the vaccine around 1130. She was monitored for a least 30 minutes due to her history of
CA and Immunosupressed state. She went back to her office post monitoring. Around 1535, one of her
employees called reporting that she didn't look good and was acting weird - pale; stumbling; slurred speech.
The coworker brought employee to the immunization clinic in private vehicle. Dr. along with the CNE and
another RN went to the vehicle to asses. It was noted that employee did have slurred/slow speech;
droopiness to face. She reported that she started to not feel well while in her office. V/S: B/P 141/102;
pulse 108; O2 sat 96% on RA; skin pale. She stated that she felt ""loopy"". Employees husband was called
and her co-worker was instructed to take the employee to the ER where her husband would meet them. At
1540, employee was taken to ER for evaluation.""
The night after the covid vaccine, the patient started experiencing left-side facial numbness and tingling of
the V2 and V3. Patient also started experiencing ear pain. Patient also had uncontrollable drooling and dry
eye. The next day, the patient went to work and there the adverse events started worsening. Patient went
to the ER and did a full workup. CT scan to rule out stroke and full blood work. As per the neurologist (MD),
patient is developing mild Bell's Palsy. No course of treatment was given.
Client verbalized facial drooping. Client was evaluated by onsite paramedic. Client's symptoms resolved
within 10 minutes. Client was transported to medical Clinic for further evaluation at 1:38 pm.
The patient completed her 15 minute observation with no post injection reaction. At 1:15 pm, the patient
called complaining of right eye drooping, right facial tingling, mild shortness of breath, facial flushing and
new onset headache. She arrived at ED at 2:06 pm presenting with facial swelling, tingling and shortness of
breath. At that time, she stated her shortness of breath had actually improved and stated ""probably just
nerves"". She still had a funny sensation in her face. She denied any focal numbness or weakness in her
extremities. She stated she felt a little lightheaded. She had no sensation of throat swelling, difficulty
swallowing. Physical Exam in ED: Constitutional: She appears well-developed and well-nourished. HENT:
Head: Normocephalic and atraumatic. Eyes: EOM are normal. Neck: Normal range of motion.
Cardiovascular: Normal rate and regular rhythm. Pulmonary/Chest: Breath sounds normal. No respiratory
distress. Abdominal: Soft. There is no abdominal tenderness. Musculoskeletal: Normal range of motion.
Neurological: She is alert and oriented to person, place, and time. Patient has symmetric facial numbness,
she has right periorbital swelling causing what appears to be a facial droop however her mouth seems
symmetric, she has negative Romberg's, she has full strength and symmetric sensation throughout Skin: Skin
is warm and dry. Psychiatric: She has a normal mood and affect.""
After receiving the vaccine, the patient ended up with a mild case of Bell's palsy. Symptoms include: mild
numbness up to the maxillary bone, and a weak smile (doesn't go up on the right). Her Smile is
asymmetrical.
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right mouth drop; right face numbness from eyebrow to below chin with right mouth drop; pins and needles
feeling at injection site; then ears itching; This is a spontaneous report from a contactable nurse, the patient.
A 63-year-old female patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA
VACCINE Lot number: EK9231), via an unspecified route of administration, on 30Dec2020 at 03:45 AM (at the
age of 63-years-old) as a single dose for COVID-19 vaccination. The facility where COVID-19 vaccine was
administered was at a workplace clinic and anatomically located on the right arm. Medical history included:
History of Guillain Barre in 1970's with Swine Flu Vaccine. Concomitant medications included: clonidine
(MANUFACTURER UNKNOWN), hydralazine ((MANUFACTURER UNKNOWN), spironolactone (MANUFACTURER
UNKNOWN), pantoprazole (MANUFACTURER UNKNOWN); all for unknown indications from unknown dates
and unknown if ongoing. The patient was not pregnant at the time of vaccination. Prior to the vaccination,
the patient was not diagnosed with COVID-19. The patient did not receive any other vaccines within four
weeks prior to the vaccination. The patient previously took unspecified medications (MANUFACTURER
UNKNOWN), from unknown dates to unknown dates for unknown indications and experienced sensitivity to
some medications, and unknown if ongoing. On 31Dec2020 04:15 PM, the patient reported ""Within 30
minutes of vaccine, I had pins & needle feeling at injection site. Then ears itching followed by right face
numbness from eyebrow to below chin with right mouth drop."" The patient did not receive any treatment
for the events. The clinical outcome of the events pins & needle feeling at injection site, ears itching followed
by right face numbness from eyebrow to below chin with right mouth drop, was not recovered. It was also
reported that since the vaccination, the patient had not been tested for COVID-19.; Sender's Comments: A
possible contributory role of the suspect products cannot be excluded for the reported events based on the
temporal association.""
he had some facial drooping then resolving and his hand released an object he was holding, limbs going numb
and he felt like he was having a stroke. This occurred about an hour after his vaccine. in the next few days
he experienced severe headaches. All adverse experiences have resolved as of 1/6
I recieved my injection at 1:00pm. My arm became sore around 3:30pm as expected. I became very tired
around 5pm. Around 6:30 I experience heat on the left side of my neck up to the back of my left ear. Also
tingling, mild swelling, and drooping on left side of face that lasted a couple of hours. The next day I still
experienced the heat feeling in left side of neck up to the back of left ear, fatigue, and soreness in arm. But
by 3pm I felt fine and haven't had any problems since.
had a reaction of bells palsy with mild symptoms 5 minutes of receiving covid vaccine; facial numbness right
sided ear discomfort, difficulty closing right eye, only right side numbness and weakness of her face. It has
gotten a lot better; facial numbness right sided ear discomfort, difficulty closing right eye, only right side
numbness and weakness of her face. It has gotten a lot better; facial numbness right sided ear discomfort,
difficulty closing right eye, only right side numbness and weakness of her face. It has gotten a lot better; This
is a spontaneous report from a contactable Other Health Professional reported that a 35-year-old female
patient receives first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Lot/Batch Number and
Expiration Date unknown) via an unspecified route of administration on 21Dec2020 at single dose for covid19 immunization. The patient's medical history and concomitant medications was not reported. The patient
experienced a reaction of bells palsy with mild symptoms 5 minutes of receiving Covid vaccine. ""facial
numbness right sided ear discomfort, difficulty closing right eye, only right side numbness and weakness of
her face. It has gotten a lot better, patient was vaccinated 10 days ago on 21Dec2020. Patient was treated
with 60mg of Prednisone for 5 days which was started today."" Question is regarding the 2nd dose of Covid
vaccine, whether or not she should have it. The outcome of events was recovering. No follow-up attempts
are possible; information about lot/batch number cannot be obtained. .; Sender's Comments: There is a
positive chronological association between vaccine administration and onset of the events. Causality cannot
be completely excluded. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated
as part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate data for
adverse events. Any safety concern identified as part of this review, as well as any appropriate action in
response, will be promptly notified to regulatory authorities, Ethics Committees, and Investigators, as
appropriate.""
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developing a left facial droop; Bell's palsy; This is a spontaneous report from a Pfizer-sponsored program IBCC
(Inbound Call Center for HCPs). A contactable physician reported that a female patient of an unspecified age
received the first dose of bnt162b2 (COVID-19 Vaccine) via an unspecified route of administration on an
unspecified date in Dec2020 at a single dose for COVID-19 immunization. The patient's medical history and
concomitant medications were not reported. The physician reported that the patient received the COVID-19
vaccine roughly two weeks ago (Dec2020) and is developing a left facial droop, they are concerned if that is a
sign of facial Bell's palsy. It's left side and it's a facial droop. The physician was concerned if patient is
developing Bell's palsy and they are wondering if she should get the second dose or not. The physician
further stated that her patient got the vaccine like about 2 weeks ago and developed Bell's palsy three days
after the administration of the vaccine (Dec2020) and of course she won't be able to get to see because we
are all booked up until yesterday and that is like about a week ago, after the onset of Bell's palsy. Outcome
of the event was unknown. Information about lot and batch has been requested.; Sender's Comments: The
event is considered possibly related to the suspect product based on the assumed positive temporal
association. The information available in this report is limited and does not allow a medically meaningful
assessment of the case. In particular the following relevant information is not available: patient's medical
history and concomitant medications, exact vaccination date, event outcome. The impact of this report on
the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation,
including the review and analysis of aggregate data for adverse events. Any safety concern identified as part
of this review, as well as any appropriate action in response, will be promptly notified to regulatory
authorities, Ethics Committees, and Investigators, as appropriate.
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it hits a nerve; perceived it along the face still and the arm; Bell's Palsy; numbness in a small area of her
tongue; right eye was irritated a little dry; right eye was irritated a little dry; right sided ear pain; fluid in
the ear but no infection; This is a spontaneous report from a contactable health care professional (nurse
practitioner). A 35-year-old female patient received her 1st dose of BNT162B2 (PFIZER-BIONTECH COVID-19
VACCINE) at single dose via an unknown route on the right side on 21Dec2020 for Covid-19 immunization.
Medical history included intermittent hives. Concomitant drug included ongoing cetirizine hydrochloride
(ZYRTEC) 5 mg for intermittent hives. The reporting nurse practitioner saw a patient on 31Dec2020 who was
vaccinated on 21Dec2020 and had a Bell's Palsy reaction (reported as not serious). She did some research and
saw no more incidents in the general population but she wanted to report this. She also wanted to get more
information on if the patient should proceed with dose number 2 of the vaccine. The patient developed the
Bell's Palsy within 5 minutes after getting the vaccine. She thought it was because she was anxious to get
the vaccine, so she brushed it off. The Bell's Palsy was still occurring but per the patient it had improved. On
exam she did not have any weakness, facial droop or dumbness with sharp or dull testing. The patient
perceived it along the face still and the arm. The reporting nurse practitioner said that the arm was
probably not Bell's Palsy, but more related to getting the vaccine in the arm and it hits a nerve. Patient
stated that her smile was also unequal and it was difficult for her to close her right eye, although now (as of
31Dec2020) she can. Her right eye was irritated a little dry. Regarding treatment, the patient was started
on steroids on 31Dec2020. She did not start her on an anti-viral as she did not want it to impact her
immunity to the vaccine. The patient also complained of right sided ear pain. She was unsure if that was
related to the Bell's Palsy, but it was also on the right side. There was fluid in the ear but no infection. The
pain was still ongoing. The patient also mentioned numbness in a small area of her tongue when she first
got the vaccine. This was still ongoing. Outcome of Bell's Palsy was resolving. Outcome of the event
numbness in a small area of her tongue, right sided ear pain was not resolved. Outcome of the other events
was unknown. The reporting nurse practitioner stated that this was not serious as this was a mild case
and was thankfully resolving. The reporting nurse practitioner comment that nothing of history was relevant
besides for the last several months (as of 31Dec2020) the patient had been taking 5mg of cetirizine
hydrochloride for intermittent hives. She wondered if she had not been taking it how she would have
reacted or if the reaction would have been more severe. Information on the lot/Batch number has been
requested.; Sender's Comments: A possible causal association between administration of BNT162B2 and the
onset of Bell's Palsy cannot be excluded, considering the plausible temporal relationship. The impact of this
report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety
evaluation, including the review and analysis of aggregate data for adverse events. Any safety concern
identified as part of this review, as well as any appropriate action in response, will be promptly notified to
Regulatory Authorities, Ethics Committees and Investigators, as appropriate.
Allergic reaction to vaccine, tingling to upper lip and face, red rash on bilateral forearms, started
approximately 10 minutes after receiving vaccine. Reaction resolved with no treatment. Patient developed
Bell?s Palsy 2-3 days after vaccine. Currently being treated with high dose steroids and acyclovir.
Tingling and numb face and lips mostly on right side of face, right ear pain, right jaw pain, right side
headache, sore arm at site, nausea, dizziness, lethargic
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Went to ER left side of face sagging. They did MRI it showed he had stroke. happened before 4pm that same
day as vaccine. Happened between 2-4 pm; Went to ER left side of face sagging. They did MRI it showed he
had stroke. happened before 4pm that same day as vaccine. Happened between 2-4 pm; This is a
spontaneous report from a contactable consumer (patient). A 78-year-old male patient receive BNT162B2
(PFIZER-BIONTECH COVID-19 VACCINE) (lot number: EK5730), on 31Dec2020 11:00 AM via unknown route of
administration at single dose for COVID-19 immunization. Medical history included high blood pressure, but
went up and down and had to readjust. His BP was high and not sure how long it was that way. Concomitant
medications included unspecified blood pressure medications. There were no known allergies. Patient went
to ER left side of face sagging. They did MRI it showed he had stroke. It Happened before 4pm that same day
as vaccine on 31Dec2020 02:00 PM. And it Happened between 2-4 pm. Patient received treatment. Patient
had ER test blood, cat scan, MRI. The patient did not receive any other vaccines within 4 weeks prior to the
COVID vaccine. Prior to vaccination, the patient was not diagnosed with COVID-19. Since the vaccination, the
patient did not have been tested for COVID-19. The outcome of the events was recovering. This case was
assessed non-serious by reporter. And the events did not result in death, Life threatening, Caused/prolonged
hospitalization, Disabling/Incapacitating, Congenital anomaly/birth defect.
Patient received her vaccination on Monday, 1/4/21. She waited her 15 minutes of observation and then
left. She states on her way home she started feeling that her tongue and left side of her face was a little bit
numb. It continues to be numb and on examination the left side of her face has diminished sensation. Her left
eye is droopy and she has a symmetrical eyebrow raises as well as smile. Her diagnosis is consistent with
possible Bell's palsy.
2hours post began with tingling in tip of tongue and bottom lip. Took otc benadryl.48hours later all right
side of face became numb.Was sent for evaluation by employer to hospital.dx with adverse reaction.bells
palsy I was given Decadron IM and medrol dose pack.
At around 11:45pm tingling started in my left eyebrow. I thought there was something in my eyebrow and
after time of wiping it a few times I went to look into the mirror and realized that nothing was there. about
and hour later I got a drink and a snack to eat and I realized I had a numb sensation in the left corner of my
lip. As a nurse I went though the signs of a stroke with 2 other nurses I called. Everything was normal other
than that sensation. Thinking I was just overly tired I went to bed. When I woke up the next day I felt okay
until I went to drink some coffee and the numb sensation in my corner lip was still there. Now I was
concerned and called employee health and was instructed to go to the ER to role out a stoke. I followed
employee health's instructions and went to the ER. I was diagnosed with facial paresthesia and discharged
with instructions to come back if symptoms got worse. Symptoms persisted all day and around 7 I called my
mom on video chat to show a visual facial twitch on the left side of my face. right after I got off the phone
with her the left side of my face drooped and my fiance immediately drove me to the closest ER. I was seen
immediately and they decided to admit me. The did labs and head CT. They admitted me to labor and
delivery because there were no other rooms. The next day I was seen by a neurologist and many doctors.
All That you describe. What are the risk of the PFIZER Vaccine. injection site pain tiredness, Severe
headache, muscle pain, severe chills, slight fever, injection site swelling, nausea, pain in crest area and lung
pain. When taking deep breaths the lung issue would diminish.
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Potential Bell's Palsy 8 days post Pfizer BioNtech COVID19 Vaccine Dose #1 Per documentation from
emergency department provider: 32 y/o M who comes in from home for a new onset facial droop. Pt states
that this is sudden onset today. he is unsure if it is related to the recent covid vaccine but has otherwise
been well. He has no recent viral sx. He has no other neuro sx. He did have some pain in the jaw at the onset
but that has since resolved. CT head obtained more for the jaw pain and to ensure no mass etc. It is normal. I
discussed at length with the pt that I suspect this is bells palsy as he has very minimal movement of the
forehead, cannot fully blink the L eye closed and has no risk factors for stroke. I did offer him further imaging
to make 100% sure this is not a stroke but he agrees that he feels he has bells palsy and declined further
labs or imaging. i will have him f/u with ENT as an OP. Given return precautions and f/u with them in the
office. Given first dose of steroids and valacyclovir here. He will use artificial tears and tape the eye at night.
.
Sore arm, tender under arm, headache, nausea, joint pain, made Bell?s palsy start
Numbing of tongue, possibly mild Bell's Palsy, and occurred about 7 minutes after vaccination
Day 1 - arm soreness, Day 2 - Fatigue and face numbness and tingle Day 3 - Face numbness and tingle
followed by droopy right eye and then right sided mouth drooping that comes and goes.
Patient reports having Bell's Palsy with photographic evidence that was noticed approximately 11 hours (at
7:00pm) after vaccine administration. Patient reports having slurred speech and facial drop. Took muscle
relaxant (Robaxin) and prednisone (5 days). Bell's Palsy resolved by 01:00am.
Left Bell's palsy/left side of face, inability to raise left eyebrow; numbness and paresthesia of tongue;
numbness and paresthesia of tongue; pain in left upper arm between elbow and shoulder; tachycardia;
elevated blood pressure; This is a spontaneous report from a contactable physician. A 35-year-old female
patient (not pregnant at the time of vaccination) received first dose of BNT162B2 (PFIZER-BIONTECH COVID19 VACCINE, Batch/lot number: EH9899), intramuscular at arm left on 31Dec2020 at single dose for covid-19
immunization. The vaccine was administered at other (as reported). Medical history included asthma (Allergy
induced asthma). Concomitant medication within 2 weeks of vaccination included cetirizine hydrochloride
(ZYRTEC) from Dec2020 at 10mg daily. The patient did not receive any other vaccines within 4 weeks prior
to the COVID vaccine. On 31Dec2020, the patient experienced Left Bell's palsy, numbness and paresthesia of
tongue, left side of face, inability to raise left eyebrow, pain in left upper arm between elbow and shoulder,
tachycardia, elevated blood pressure. The adverse events result in emergency room/department or urgent
care. The patient received treatment for the adverse events which included Prednisone 20mg daily,
Valacyclovir 1000mg twice a day. Prior to vaccination, the patient was not diagnosed with COVID-19 and
since the vaccination, the patient was not been tested for COVID-19. The outcome of events was not
recovered.; Sender's Comments: Based on available information, a possible contributory role of the subject
product, BNT162B2 vaccine, cannot be excluded for the Bell's palsy and other reported events due to
temporal relationship. However, the Bell's palsy may possibly represent a concurrent medical condition.
There is limited information provided in this report. Additional information is needed to better assess the
case, including complete medical history, diagnostics including viral serologies, and concomitant medications.
This case will be reassessed once additional information is available. The impact of this report on the
benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation,
including the review and analysis of aggregate data for adverse events. Any safety concern identified as part
of this review, as well as any appropriate action in response, will be promptly notified to Regulatory
Authorities, Ethics Committees and Investigators, as appropriate.
Arm pain and weakness for 10 (ten) days. 600 and 800 mg doses of ibuprofen
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Facial paralysis; This is a spontaneous report from a contactable Pharmacist. A 70-year-old female patient
received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Lot number EH9899, Expiration
Date 30Mar2021), via intramuscular, on 17Dec2020 (at 15:35), at single dose of 0.3 mL for COVID-19
immunisation. The patient was vaccinated at hospital, age at vaccination was 70-year-old. Vaccine location
was deltoid but unsure which deltoid. The patient did not have a relevant medical history and concomitant
medications. Pharmacist said that after vaccination, she waited to be monitored the standard 15 minutes at
hospital and then when she got in the car and was on the way home like 20 minutes later she had brief
episode of what the patient described as facial paralysis. It was like the side of her face in one area felt
funny, it felt numb and it was not anywhere else on her face. It lasted the 20 minutes and then went away.
The patient had recovered from the events on 17Dec2020. The pharmacist queried if the patient can proceed
with the 2nd dose of the vaccine. The reporting pharmacist considered the event 'facial paralysis' as nonserious.; Sender's Comments: A possible causal relationship between acute onset of facial paralysis and
BNT162B2 cannot be completely ruled out considering the temporal relationship and the known adverse
event profile of the suspect vaccine. The impact of this report on the benefit/risk profile of the Pfizer product
is evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of
aggregate data for adverse events. Any safety concern identified as part of this review, as well as any
appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics Committees and
Investigators, as appropriate.
10 minutes after the shot was given, I suddenly felt my heart was racing and a tingling sensation started
from my left arm and radiated to my whole body. The sensation was very intense it felt like my whole body
was being paralyzed. I was fading out because of high heart rate. My heart rate was 160 and I heard
someone said my blood pressure was high. I was transferred to the ER and given epinephrine, anti-histamine,
steroids.
Patient states that a couple of minutes from receiving the vaccine she got a hot flash. About 10 minutes after
the vaccine the patient states that her mouth and face started drooping on left side. She took a drink and it
felt weird.
DESCRIBED "" FIRST SHOT ON 01/08/2021-GOT A SORE ARM AND FATIGUE-BUT STARTING ON SATURDAY I
NOTICED MY FACE WOULD BE TINGLY AND NUMB FEELING-THEN ON SUNDAY HAD DROOPING OF RIGHT EYE
LID WHEN I WAS TIRED-I NOW HAD SOME DROOPING OF MY MOUTH, ONLY SMOETIMES, AND MY EYE LID
WHEN I AM TIRED. THE NUMB FEELING IS STILL THERE.:""
Reported facial and lip numbness x 3 days following covid vaccination (Bells Palsy) . By 5pm it had creep to
the face, right cheek was not responding fully. Described the numbness like having a Novocain at the dentist.
Symptoms lasted 3 days
Pfizer-BioNTech COVID-19 Vaccine EUA? 1st vaccine 12/21/2020, 2nd vaccine 1/10/2021 ED visit 1/11/2021:
Chief Complaint: Pt. reports facial droop that started at 1200 yesterday. Pt. reports that he is unable to raise
left eyebrow or control left side of face/lips. Pt. states that symptoms began approx. 4 hours after his COVID
booster was administered Patient, 37 y.o male with hx DM, presents with left sided tongue numbness that
began 2 days ago and left sided facial droop that began yesterday around noon. He reports difficulty raising
his left eye brow and controlling the left side of his face. Pt also reports slight hearing and visual changes on
the left side and tearing from the left eye. He denies any extremity weakness, rashes, and any other
concerns at this tiem. Clinical Impression: Final diagnoses: Bell's palsy (Primary) Patient's history, physical
exam and clinical work-up are consistent with Bells Palsy. Patient's symptoms of unilateral facial weakness
with forehead involvement of relatively sudden onset are c/w peripheral seventh nerve palsy (lack of
nasolabial folds, unfurrowing of the forehead and drooping corner of the mouth). Patient has not had recent
rashes, arthralgias, or fevers or exposure to ticks. The ear canal, mouth and parotid gland are otherwise
normal. The patient has been instructed to complete a 7 day course of oral steroids and anti-virals, and to
use copious amounts of re-wetting eye drops, tape the affected eyelid while sleeping and follow up a primary
care physician. The patient is to return to the ER immediately if symptoms progress or the patient becomes
concerned for any reason.
Bell?s palsy Trigeminal nerve tingling and numbness started about 4 hours after vaccine. Treated with
prednisone and valtrex. Improved after three days on medication.
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Approximately 10 hours post injection, she started to feel left sided weakness/slight pain, headache, dull
neck pain that extended all the way down to my left foot and left arm soreness. She noticed facial droop on
the left side at which case, she decided to sleep it off. When she woke up the following morning, She still had
a slight droop but not as noticeable. Symptoms disappeared approximately 24 -30 hours post injection.
Patient received her first dose of Pfizer vaccine on 1.8.2021. When receiving the vaccine, the patient reports
that her left cheek went numb. Patient reports the feeling came back the next day. Patient reports extreme
soreness, to the point of not being able to use her arm. She also reports ""excruciating"" pain on her entire
right side of the body that radiated into her knees and hips. Patient was seen by her PCP on 1.11.21. Patient
was prescribed a steroid at the time. On 1/14, the patient returned back to work and describes her pain as
tolerable now.""
7:00PM fatigued, burning up fever 100., ibuprofen/tylenol dose; Sunday afternoon nausea, loss control of
body, anxious, feeling of fainting, unable to move-paralyzed, pressed button for medical help, ambulance
arrived, pt transported to ER -- 102. temp ambulance, RN at hosp temp 98., pt was shaky, 8:30PM erratic
heartbeat per admitting doctor - pt admitted. Pt PCP/Cardiologist contacted, kept on heart monitor, pt
discharged Monday afternoon. 1/14/21 chest pain, nausea, 102. fever. symptoms
HAD WITHIN A MINUTE TINGLING AND NUMBNESS OF THE LEFT SIDE OF THE FACE AND LEFT ARM. MORE
PRONOUNCED LEFT SIDE OF THE FACE, NUMBNESS LIKE I WAS GIVEN LOCAL TO THE LEFT SIDE OF MY FACE.
COULD BARELY FEEL MY FACE ONLY LEFT SIDE. FELT I WAS DROOPING. TEETH WAS TINGLING. MY LEFT ARM
GOT BETTER IN 2 HOURS. THERE WAS NO WEAKNESS. HOWEVER MY LEFT SIDE OF THE FACE WAS NUMB
AND TINGLING LASTED APPROXIMATELY 2 DAYS. INTENSITY OF THE NUMBNESS GOT BETTER BY THE
EVENING OF THE SHOT. I TOOK 325 MG OF ASPIRIN WITHIN 15 MIN OF THE EPISODE . MY PULSE, BP AND
OTHER VITALS NORMAL. MAIN WAS MY LEFT SIDE OF THE FACE .
Following second dose of COVID-19 vaccine, patient developed paresthesia/tingling of tongue and left side of
face. On exam, she had left facial droop consistent with Bell's palsy. She was monitored for about an hour
with no further progress, and some visible improvement. She had tremor of right hand. By next day, patient
reported complete resolution of symptoms. Of note, patient has multiple sclerosis and will have similar
symptoms when she has a flare. Jen Silvey spoke with patient on 1/6/2021 @ 2051: ""Her face - no droop
to left side of her face and lips- back to normal. But her tongue is still tingling.""""
Bells Palsy 1st injection on 12/20/21 symptoms started 1/7/21, 2nd dose on 1/10/21 immediate numbness in
mouth and tightness in throat which triggered bells palsy symptoms immediately
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Bell's palsy onset within 48 hours of second vaccine, R side of face; First dose of vaccine on 20Dec2020 and
second dose received on 06Jan2021; First dose of vaccine on 20Dec2020 and second dose received on
06Jan2021; This is a spontaneous report from a contactable healthcare professional reporting for himself
from a Pfizer sponsored program. A 24-year-old male patient received second dose of BNT162B2 (PFIZERBIONTECH COVID-19 VACCINE, Solution for injection; lot number EJ1686) via an unspecified route of
administration, on 06Jan2021 at 11:30am on left arm, single dose for COVID-19 immunization. Relevant
medical history and concomitant medications were reported as none. The patient had no known allergies.
The patient had no other vaccine in four weeks and no other medications in two weeks. The patient received
first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE; lot number EL0140) at right arm on 20Dec2020
10:30am for COVID-19 immunization. On 08Jan2021 at 12:00pm, the patient experienced facial droop 2 days
after taking the 2nd dose of the vaccine. The patient went to the hospital for doctor or other healthcare
professional office/clinic visit, Emergency room/department or urgent care and were advised to take Valtrex
and Prednisone and told its Bell's palsy. Bell's palsy onset within 48 hours of second vaccine, R side of face.
Wanted to confirm if there will be a problem once they take these drugs since the paient have just received
the vaccine recently or wanted to know if the new medications prescribed will affect the vaccine's
effectivity. The patient was not diagnosed with COVID prior vaccination and was not tested for COVID post
vaccination. Outcome of the event Bell's palsy was not recovered.; Sender's Comments: Facial droop/ Bell's
palsy occurred 2 days after taking the 2nd dose of the BNT162B2 vaccine, a possible causal association
between administration of BNT162B2 and the event onset thus might not be fully excluded, considering the
plausible temporal relationship. The impact of this report on the benefit/risk profile of the Pfizer product is
evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate
data for adverse events. Any safety concern identified as part of this review, as well as any appropriate
action in response, will be promptly notified to Regulatory Authorities, Ethics Committees and Investigators,
as appropriate.
Slight left sided facial weakness/droop 4 days post vaccination; Slight left sided facial weakness/droop 4 days
post vaccination; Tingling in injected arm and facial tingling in cheeks/lips same day of vaccination/Tingling
to lower extremities; Tingling in injected arm and facial tingling in cheeks/lips same day of vaccination;
Tingling in injected arm and facial tingling in cheeks/lips same day of vaccination; This is a spontaneous
report from a contactable consumer (patient herself). A 36-year-old female patient received her first dose of
bnt162b2 (BNT162B2 also reported as COVID 19 brand Pfizer, lot EK9231), via an unspecified route of
administration in the left arm on 04Jan2021 13:00 at single dose, for Covid-19 immunisation. The vaccine was
given in a Nursing Home/Senior Living Facility. Medical history was none. No known drug allergies. No other
vaccine in four weeks. No Covid-19 prior vaccination. Concomitant medication included naproxen sodium
(ALEVE). The patient experienced tingling in injected arm and facial tingling in cheeks/lips same day of
vaccination (04Jan2021). Tingling to lower extremities the day after vaccination (still continuing). Slight left
sided facial weakness/droop 4 days post vaccination (04Jan2021). Tingling to left arm continuing on and off.
No treatment reported. On 04Jan2021, she was negative to PCR covid test post vaccination. She went to the
Emergency room/department or urgent care. The outcome of events was not recovered.
[pfizer covid 19 vaccine] treatment under Emergency Use Authorization(EUA):pfizer covid 19 vaccine
administration 12/28/2020 0830 left deltoid. At 1200 (within 4 hrs) began experiencing L sided facial and Left
foot numbness/tingling and left hand. At 1600- palpitations, chest tightness. 1900-chills, myalgia, cold
sensation of b/l feet. 12/20-+fatigue, SOB, left sided low back pain - severe 12/30-headache, left ear pain, left
face pain/continued numbness tingling 12/31-mild facial weakness left forehead, left cheek/smile asymmetry.
Reported to health care provider, began steroid for early onset bell's palsy. Today is 1/8/2021 continue to
have paresthesia of my left face, left hand, left foot, headache, mild left facial weakness/altered sensation
Use Authorization(EUA):
pt suffered from unilateral paralysis and throat closure
Pain and weakness to left leg, causing drop foot.
9 to 36 hours. Lymphnode swelling , pain left axilla. Fever, chills ,muscle aches, brain fog. 1 week post Facial
paralysis, fatigue, vocal cord weakness, feeling of unwell.
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EE statement ""I was given the COVID vaccine on Friday Jan 8th at around 12:30 pm. I starting tasting metal
in my mouth about an hour after the vaccine was given. Saturday 1/9, I woke up at 4am with left sided face
numbness from my forehead to the middle of my neck. I also had a headache and some right arm pain at the
site of the vaccine. These symptoms continued through Monday 1/11 when I reported to the Emergency
Room at. I had a CT scan completed and release with negative results. I had a COVID test completed on
Tuesday 1/12. I had an MRI on Wed 1/13 with negative results. I seen my primary physician on Thursday
1/14 as a follow-up. I was informed that I had a reaction to the vaccine and that my symptoms would
properly last for 2-3 weeks, marked as Bells Palsy and put on prednisone. Today, I still have some left face
numbness and my taste is coming back.""""
Day 1-3: had headache, generalized itching and swelling of the right side of the face and eyelid. Took Tylenol
Day 6: diagnosed with Bells Palsy by PCP 1/8: went to doctors for evaluation by PCP of symptoms currently
patient still experiencing swelling of the right side of face and slight itching
Cardiac event; Paralysis; Fever; Numbness; Chest Pains; Dizziness; Weakness; This is a spontaneous report
from a contactable consumer (patient). A 30-years-old female patient started to receive first dose bnt162b2
(PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of administration in Left arm on 15Jan2021
14:15 at SINGLE DOSE for covid-19 immunisation. The patient was not pregnant. Medical history included
tachycardia, Pre-ventricular contractions, allergies to Latex, covid-19 (reported as covid prior vaccination:
Yes). Concomitant medication included metoprolol and multivitamin. No other vaccine received in four
weeks. On 15Jan2021 14:30, the patient experienced chest pains, dizziness, weakness. On 15Jan2021 18:20,
the patient experienced cardiac event, paralysis, fever, numbness, chest pains. The events resulted in:
[Doctor or other healthcare professional office/clinic visit, Emergency room/department or urgent care, Life
threatening illness (immediate risk of death from the event)]. Treatment received for the events. No covid
tested post vaccination. The outcome of the events was recovering. Information on batch/lot number was
requested.
Pfizer-bioNtech COVID-19Vaccine EUA Approximately 2-3 hours after the vaccine was administered, I noted
tingling and a ""tight"" feeling on the right side of my face. I have had bells palsy before and if felt the exact
same way. I noted drooping of the right side of my mouth, stabbing pain in my right ear. This lasted for 24
hours, currently, slight numbness remains at corner of right side of mouth and occasional stabbing pain right
ear.""
HALF HOUR AFTER SHOT IN LEFT AREM MOUTH TASTED LIKE METAL THEN ANOTHER HALF HOUR MY LEFT
CHEEK, TONGUE, TEETH, JAW, NECK WENT NUMB, I CAN FEEL IT NUMB AROUND MY LEFT EYE TO. ITS LIKE
BELLS PALSY WHEN I TRY TO SMILE LEFT SIDE OF LIPS GO DOWN ANSLEFT SIDE OF LIPS ARE NUMB AND
THELEFT SIDE OF FACE IS SWALLEN AND JAW IS TIGHT.CHEEK FEELS THICK, TINGALING IN ARM DOWN LEFT
ARE TO PINKY FINGER. SORE ARM WHERE SHOT IS. TIGHTNESS IN SHOULDER. CALLED NURSE SAID TO
WATCH IT STILL THE SAME AFTER ALL NIGIHT, STILL NUMB ANS SWALLEN BUT CAN EAT BREATH AND TALK.
I went into work on 01/11/2021, received my first dose of Pfizer I came home after and around the noon
hours of 1-2 p.m started having metal like taste in my mouth On 1/12/2021 I started having an extreme ear
pain around 4 p.m which progressed into 1/13/2021, furthering resulting in headache. On 1/14/2021 the ear
pain continued with numbness and tingling on the left side of my face. I woke up on the morning of
1/15/2021 and the tingling sensations were very strong, the left side of my eye became very weak and I lost
all control of the left side of my facial muscles. My left eye lid could not blink at a normal rate, my smile
started to become slanted
Bell's palsy - left
26 y/o woman w/ no sig pmhx, c/o left sided facial numbness/tingling s/o covid vaccine. Pt states she
received her vaccine at 3pm, approx 1-2 hrs later started to notice left sided lip numbness that radiated to
her left ear and left side of head. No difficulty speaking, no facial heaviness, no changes in vision or hearing.
No n/v, no fevers. No previous similar episodes. ED states low suspicion for any stroke, states may be an
early bell's palsy vs a pre-rash zoster. Unlikely to be reaction to vaccine. Some slight improvement during
ED stay.
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Systemic: Patient experienced temporary paralysis from the shoulders down lasting approximately 20
minutes-Severe
The patient was monitored for 15 minutes post vaccination with no issues. However on the drive home, she
noticed some numbness of her right face as well as drooping on her eyelids. The patient came back to the
hospital where she received her vaccine and checked into the ED. Physician's differential included Bell's Palsy
vs CVA/TIA. The patient was discharged with prednisone 20mg daily for 7 days.
Within the hour of having the injection , I was having a numbness sensation in my right eye and cheek area.
Seen in the walk in clinic dx with Bells Palsy, seen in the ER, confirmed Bells palsy. Started prednisone.
Symptoms within 3-4 days at 90%. Continued prednisone. Nausea, headache, aches on 1/4-1/6 felt better
until 1/20- just had extreme back aches , 1/20 eye felt numb again, muscle movement remained the same.
headache, body aches, pins and needles in 3 middle toes on the right side.
Bells Palsy diagnosed after 8 days from start of symptoms. Initially, I went to ED for left sided facial
numbness and weakness, along with left sided headache and upper/lower parasthesias. They half treated me
with 1L Sodium Chloride bolus, Compazine IV and IV Toradol for a migraine. This took 4 hours. It was my PCP
who I saw 8 days later that started me on Imitrex for the migraine and a 13 day treatment of tapered
Prednisone, along with 10 days of 5x a day acyclovir. I am currently on day 4 of this treatment.
Malaise, High Blood pressure, fainting, tachycardia, thready pulse, facial drooping, chest discomfort,
disoriented, feeling a sense of impending doom.
extreme back pain, paralysis down arms
suspect that it may be Bell's Palsy; tingling in the left side of her tongue; This is a spontaneous report from a
contactable nurse. A 37-year-old female patient received first dose of bnt162b2 (PFIZER-BIONTECH COVID-19
VACCINE, Batch/lot number: EK5730), intramuscularly at 0.3ml single injection in the left arm on 22Dec2020
09:00 for covid-19 prophylaxis. Medical history included persimmon fruit allergy from an unknown date and
unknown if ongoing. There were no concomitant medications. The patient experienced tingling in the left
side of her tongue on 22Dec2020, the event was reported as serious per medically significant, suspect that it
may be bell's palsy on an unspecified date. The adverse event was not required a visit to emergency room or
physician office. Caller was an employee health nurse that reported that she had an employee that received
the first dose Covid-19 vaccine on 22Dec2020 and as they were administering the vaccine, the patient
developed tingling in the left side of her tongue. The caller said that the patient reported that the tingling
was still there. She said that the patient was concerned that it might cause her to get bell's palsy. Caller
wanted to know if this was this common and whether she could move forward with getting the 2nd dose of
the vaccine. The caller said that the patient received the vaccine in her left arm. The caller said that the
patient reported that the tingling in her tongue was mild and not stopping her from eating and she was not
having any respiratory issues. Caller said that the only allergy that the patient has was to Persimmon fruit.
The side effect mentioned is not necessarily Bell's palsy since the characteristic eye drooping is not present.
The outcome of events for tingling in the left side of her tongue was not resolved, for suspect that it may be
bell's palsy was unknown. Vaccination Facility Type was hospital. Vaccine Administered at Military Facility:
No. History of all previous immunization with the Pfizer vaccine considered as suspect (or patient age at first
and subsequent immunizations if dates of birth or immunizations are not available) was none. No additional
vaccines administered on same date of the Pfizer suspect. No prior vaccinations within 4 weeks. No relevant
tests. Drug result was related.; Sender's Comments: The causality between the reported tingling in the left
side of her tongue, which was suspected that it may be Bell's Palsy and the administration of COVID-19
vaccine, BNT162B2, cannot be denied, based on the reasonable temporal association. The impact of this
report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety
evaluation, including the review and analysis of aggregate data for adverse events. Any safety concern
identified as part of this review, as well as any appropriate action in response, will be promptly notified to
RA, IEC, as appropriate.
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Unable to move the left side of my face/I could quite noticeably see asymmetry in my face/I was provided
with the diagnosis of Bells Palsy; I felt moderate tingling sensations associated with the distribution of the
paralysis; Generalized muscle aches; I felt fatigue; Dizziness; This is a spontaneous report from a contactable
Physician. A 32-year-old male patient received second dose of BNT162B2 (PFIZER-BIONTECH COVID-19
VACCINE, solution for injection, lot number: EL3246) on 07Jan2021 at 09:00 a.m. intramuscular on left
deltoid, at single dose for COVID-19 immunization. Relevant medical history was not reported. Concomitant
medications included omeprazole. The patient received first dose of BNT162B2 on 18Dec2020 at 09:00 on left
arm (lot number: EK5730) and experienced headaches that started on the third day and ended on the tenth
day. Following the second dose on 07Jan2021, patient experienced fatigue and generalized muscle aches
within six to twelve hours, and these symptoms lasted for two days. On 10Jan2021, he noticed that was
unable to move the left side of his face. He felt moderate tingling sensations associated with the distribution
of the paralysis. When looked in the mirror, he could quite noticeably see asymmetry in his face. Patient
immediately visited emergency department at the hospital where his primary care doctor was located.
Patient was kept in the hospital into the next day for observation (as reported). After evaluation by a
neurology team and an MRI, patient was diagnosed with Bells Palsy. He had never previously been
diagnosed with Bells Palsy, and never previously had a hospital stay before. It was also informed that
patient underwent Nasal Swab for SARS-CoV-2 test on an unspecified date in Dec2020 and on 10Jan2021,
both resulted negative. At the time of the reporting, the symptoms continued.; Sender's Comments: A
possible causal association between administration of BNT162B2 and the onset of diagnosed Bells Palsy
presented as unable to move the left side of his face/felt moderate tingling sensations associated with the
distribution of the paralysis/asymmetry in his face cannot be excluded, considering the plausible temporal
relationship. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of
Pfizer procedures for safety evaluation, including the review and analysis of aggregate data for adverse
events. Any safety concern identified as part of this review, as well as any appropriate action in response,
will be promptly notified to Regulatory Authorities, Ethics Committees and Investigators, as appropriate.
At 0930 1-21-2021 at the site of her injection on her left deltoid her arm began to itch. Between 1100-1130
the left side of her jaw began to hurt. She rates that pain 4-7/10. Five minutes later the left side of her lips
began to tingle and became numb. She looked in the mirror and saw her face drooping. The Occupational
Health Call Center advised her to go the ED. The ED physician told her she did not have Bell's Palsy due to
the fact that her eyebrow and cheek were not involved. She was give Toradol and later took Benadryl at
home. The ED physician reported to her she had a severe reaction and to monitor for symptoms.
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heart started to race; tingling sensation from her left arm that radiated to all over her body to the point
where she felt paralyzed; tingling sensation from her left arm that radiated to all over her body to the point
where she felt paralyzed; heart rate jumped to 160; heart rate jumped to 160 and blood pressure went up;
choking sensation on her neck; This is a spontaneous report from a contactable healthcare professional. A 42year-old non-pregnant female patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for
injection, lot number EL1284/expiration date), dose number 2 via an unspecified route of administration on
12Jan2021 at a single dose on the left arm for COVID-19 immunization. Medical history was not reported.
The patient did not have COVID prior vaccination. The patient previously took nitroglycerin and experienced
drug allergy. Historical vaccine included BNT162B2 (lot number EL0140, dose number 1) for immunization on
22Dec2020 after which the patient experienced mild headache. Concomitant medications were not reported.
There were no other vaccines received within 4 weeks. The patient had no adverse reaction other than mild
headache after the first dose, so she was very relaxed and she felt comfortable getting the 2nd dose.
However, after 10 minutes after the second dose, her heart started to race and she started to feel a tingling
sensation from her left arm that radiated to all over her body to the point where she felt paralyzed. Her
heart rate jumped to 160 and her blood pressure went up. She couldn't even open her eyes nor speak a
word. She was transported to the ER and was given steroids and anti-histamine. She refused to get an
epinephrine shot at first, but she started to feel choking sensation on her neck so she asked for an epi shot.
The patient had not been tested for COVID post-vaccination. The outcome of the events was recovering.;
Sender's Comments: Based on temporal association, a possible contributory role of BNT162B2 cannot be
excluded for reported events heart racing, tingling sensation, paralyzed, heart rate high, blood pressure
increased and chocking sensation. The impact of this report on the benefit/risk profile of the Pfizer product is
evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate
data for adverse events. Any safety concern identified as part of this review, as well as any appropriate
action in response, will be promptly notified to Regulatory Authorities, Ethics Committees and Investigators,
as appropriate.
bell's palsy from covid vaccine; This is a spontaneous report from a contactable consumer. A female patient
of an unspecified age received BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE; Lot number unknown),
at single dose on Jan2021 for COVID-19 immunization. The patient medical history and concomitant
medications were not reported. On Jan2021 the patient experienced bell's palsy from COVID-19 vaccine. The
event resulted in doctor office/clinic visit, disability or permanent damage. Since the vaccination, the patient
has not been tested for COVID-19. At the time of reporting the outcome of the event was not recovered.
Information on the lot/batch number has been requested.
4hrs after vaccine mild right arm hand Parasthesias in a radial distribution. These have persisted. Same eve
mild facial Parasthesias. This has progressed Now primarily left sided and have objective fasiculations and
tongue deviation. Also mostly left lower leg Parasthesias. Some right.
The patient presented with L side Bell's Palsy
Reports who had COVID vaccine shot on 1/4/2021 and notice same day right sided facial weakness. She went
to ER and diagnoses Bell's Palsy.
Constant stomach pains with a continuous loop of constipation and diarrhea. High levels of pain through the
left arm and around the injection site.
Rt facial swelling and drooping
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headache, 10 hours later symptoms of fatigue and Bell's Palsy; headache, 10 hours later symptoms of fatigue
and Bell's Palsy; headache, 10 hours later symptoms of fatigue and Bell's Palsy; This is a spontaneous report
from a contactable consumer (patient). A 62-year-old male patient receive first dose of bnt162b2 (lot number:
EL3249, Pfizer), via an unspecified route of administration in right arm (shoulder) on 16Jan2021 06:30 at
single dose for covid-19 immunization. Medical history included hypertension, gout, BP (blood pressure)
abnormal, blood cholesterol abnormal all from an unknown date and unknown if ongoing. Concomitant
medication included daily losartan for blood pressure, rosuvastatin calcium (CRESTOR) for cholesterol. The
patient experienced headache, 10 hours later symptoms of fatigue and bell's palsy on 16Jan2021 16:00 about
10 hours after vaccination. Therapeutic measures were taken as a result of events. He was prescribed
Prednisone 6 tabs PO (per oral) for 5 days, tapering down 1 tab daily. B12 Shot in 19Jan2021. He had an MRI
(magnetic resonance imaging) appointment on 20Jan2021. His BP and cholesterol are both under control.
Facility type vaccine: Hospital. No other vaccine in four weeks. No COVID prior vaccination. No COVID tested
post vaccination. Not Known allergies. No additional vaccines administered on same date of the Pfizer
suspect. The adverse event was not required a visit to doctor or other healthcare professional office/clinic or
Emergency room/department or urgent care. Family Medical History included: Mother died of cancer in the
early 90s. Dad died of heart failure in the early 80s. The outcome of events was not resolved.
After the first dose I had no side effects but after the second dose I had various reactions: - about thirty
minutes after the shot I developed a strange sensation on the left temporal area of my head extending to
behind my eye. This went away after a few hours but when it started I thought of Bell's Palsy. - Later my
arm got extremely sore at the site of the injection it still hurts and in a large area of the arm 5 days later Painful area below the left armpit and in an area about 3 inches in diameter (area of the lymph node). Still
have pain although less after 4 days.
Individual developed a severe headache followed by a bloody nose post-vaccination with second dose.
Individual reports continuing intermittent headaches followed by a bloody nose. She is to follow up with an
ENT specialist. Patient also experiencing eye droop of right-side along with facial swelling of that side.
A couple of hours after receiving the vaccine a co-worker said my eyes were very low and red. I started
feeling extremely exhausted and even slept on my shift on my desk. My supervisor told me to go home for
the day. I went home and slept through the day and night until next morning. I then started feeling myself
again.
Pt started developing a droopy right upper eyelid on Friday night (01/29/21) and by the time he woke up on
Saturday, his right upper eyelid was completely shut and he couldn't open at all unless he physically used his
finger to open the lid. Pt also experienced double vision when opening the eye. Pt went to the Emergency
Dept and was given an MRI and CT to r/o stroke and everything came out normal. He was diagnosed with a
partial 3rd nerve palsy and was referred to Optometry where we saw him on Monday (today). Pt does
indeed have a partial right 3rd nerve palsy which can happen after vaccinations.
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numbness has moved up her neck; she touches her neck, it hurts a little; maintains numbness and ""no
control of her arm""/can barely move her right arm; paralyzed at the shoulder from the elbow up;it's numb;
can barely move her right arm; paralyzed at the shoulder from the elbow up; flu like symptoms; Threw up a
couple times; mild pain at the injection site; This is a spontaneous report from a contactable nurse reporting
for herself. A 31-years-old female patient received the first dose of BNT162B2 Pfizer-BioNTech COVID-19
Vaccine, Batch/lot number: EL3247, Expiry date 31May2021, via an unspecified route of administration in
right arm on 16Jan2021 at 07:30 at single dose for COVID-19 immunization as frontline worker. The patient
had no relevant medical history. There were no concomitant medications. The patient received BNT162B2
Pfizer-BioNTech COVID-19 Vaccine in Hospital. The patient reported that she was fine all day Saturday
(16Jan2021), she just had some very mild pain at the injection site started a couple hours after getting
injection. She developed flu like symptoms on the following day (17Jan2021) at 18:00PM and threw up a
couple times. On 18Jan2021 at noon she noticed that she could barely move her arm: anything above her
elbow on her right arm was not moving; it was paralyzed at the shoulder from the elbow up. If someone
were to pick it up and let go, she couldn't control it at all. She also stated that she had no pain at all in that
arm; she couldn't feel anything at all; it was numb. When she woke up on 19Jan2021 the numbness had
moved up her neck, instead of being localized to her arm. She stated that when she touched her neck, it hurt
a little, but it was not super significant. She stated that it was debilitating at that point as she was
maintaining numbness and ""no control of her arm"". The nurse reported that this event had not required
yet a visit to physician, but she has a feeling it will. She will probably have to go somewhere due to her
paralyzed arm, but she had not yet. At the time of the report the event ""No control of her arm""/can barely
move her right arm; paralyzed at the shoulder from the elbow up; it's numb"" had not resolved yet; the
event ""mild pain at the injection site"" resolved on 17Jan2021, the events ""Flu like symptoms"" and
""Threw up a couple times"" were recovering and outcome of the events ""Numbness has moved up her
neck"" and ""She touches her neck, it hurts a little"" was unknown. The reporter assessed the events ""Pain
injection site"" and ""Flu like symptoms"" as non-serious and assessed the event ""Can barely move her right
arm; paralyzed at the shoulder from the elbow up; it's numb"" as disabling. She assessed all the reported
events as related to BNT162B2 Pfizer-BioNTech COVID-19 Vaccine (method of assessment: Global
Introspection).; Sender's Comments: Based on the temporal relationship, the association between the events
numbness of upper extremity and arm paralysis with BNT162b2 use can not be fully excluded. The impact of
this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety
evaluation, including the review and analysis of aggregate data for adverse events. Any safety concern
identified as part of this review, as well as any appropriate action in response, will be promptly notified to
regulatory authorities, Ethics Committees, and Investigators, as appropriate.""
Facial swelling, itching, tightness, eyelid dropping
right after the vaccine my whole arm got hot and traveled to the top half of body. I felt hot right away ,
during the day I felt my left eye a bit droppy and pain to the injection site by the end of that day I had chills,
next day chills , nauseated, tired, slight cough and still felt my left eye droppy , next day slight sorethroat
and by the next day I was good.
Immediately following the vaccination, she developed airway compromise, wheezing, hives. Was given IM
epinephrine, and Benadryl, taken to ED. Stabilized, discharged home on prednisone 50 mg x 5 days. Returns
2/2/21 with Bell's Palsy. Negative MRI imaging. Airway symptoms resolved. Discharged on prednisone and
acyclovir.
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Patient developed GBS with 4 extremity weakness and facial weakness; Patient developed GBS with 4
extremity weakness and facial weakness; Patient developed GBS with 4 extremity weakness and facial
weakness; This is a spontaneous report from a contactable pharmacist (patient). A 37-year-old non-pregnant
female patient received the first dose of BNT162B2 (Pfizer-Biontech Covid-19 Vaccine, Lot. Ek5730) at single
dose, in the right arm, on 18Dec2020, at 03:30 PM, for COVID-19 immunisation. Relevant medical history and
concomitant medications were unknown. The patient had not received any other vaccines within 4 weeks
prior to the BNT162B2 vaccine. The patient had not experienced Covid-19 prior vaccination. On 18Dec2020,
at 07:00 PM, the patient developed Guillain-Barre syndrome (GBS) with 4 extremity weakness and facial
weakness. Emergency Room Visit required. Hospitalization required (7 days admission in hospital).
Treatment required: IVIG. The adverse events were assessed as serious (hospitalization and disability).
Clinical outcome of the adverse events was recovering at time of this report. Post the vaccination, on
10Jan2021, the patient has been tested for COVID-19 and resulted negative. COVID-19 test type post
vaccination: COVID-19 PCR test (Nasal Swab).; Sender's Comments: Based on the close temporal relationship,
the association between the events Guillain-Barre syndrome (GBS) with 4 extremity weakness and facial
weakness with BNT162b2 can not be completely excluded. The impact of this report on the benefit/risk
profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including the
review and analysis of aggregate data for adverse events. Any safety concern identified as part of this
review, as well as any appropriate action in response, will be promptly notified to regulatory authorities,
Ethics Committees, and Investigators, as appropriate.
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bell palsy; Headache; rash; This is a spontaneous report from a contactable consumer (patient) reported for
himself. A 44-years-old male patient received the first dose of BNT162B2 via an unspecified route of
administration on 15Jan2021 15:30 at single dose in deltoid left for COVID-19 immunisation. Medical history
included ongoing hypertension, Lactose intolerance, and lipids were a bit elevated on 14Jan2021. Family
history included mother has diabetes and hypertension. The patient was allergic to Olives. There was no
other vaccine in four weeks. Concomitant medication included ongoing lisinopril daily for blood pressure,
ongoing colecalciferol (VITAMIN D) weekly, ongoing duloxetine to help with the blood pressure control, and
ongoing Multivitamins daily. On Friday 15Jan2021 night around 11:00 PM he started experiencing headaches
and rash. On Sunday night (17Jan2021) he experienced the bell palsy/Facial Paralysis and went to the ER. For
bell palsy, the patient first had a shot of steroid, then was given oral Methylprednisonole and oral
Famcyclovir. Treatment also received for headache and rash. He is still taking Still taking Methylprednisolone and the Famcyclovir and he will end these medications tomorrow. The patient had blood work
on 14Jan2021 with normal result, lipids were a bit elevated. Events outcome was not recovered. The
lot/batch number is not available despite the follow-up attempts made. Follow-up attempts have been
completed and no further information is expected.

0 days

Bell's Palsy; This is a spontaneous report from a non-contactable nurse (patient's wife). A 4-decade-old male
patient received 1st dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of
administration in Jan2021 at a single dose for COVID-19 immunization. Medical history included Herpes
Zoster (chicken pox and shingles), and hypogammaglobulinemia from an unknown date. The patient's
concomitant medications were not reported. The reporter asked if her husband should receive his 2nd dose
of vaccine after experiencing Bell's Palsy 12 hours after 1st dose. The patient had history of herpes zoster
(chicken pox, shingles) on the same side of his face as the paralysis now (Bells Palsy). The patient was in a lot
of pain and asked how serious Bell's Palsy is. Outcome of the event was unknown. No follow-up attempts are
possible; information on the lot number cannot be obtained. No further information is expected.; Sender's
Comments: Based on the current available information and the plausible drug-event temporal association, a
possible contributory role of the suspect product BNT162B2 to the development of event Bell's palsy cannot
be excluded. The case will be reassessed if additional information becomes available. The impact of this
report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety
evaluation, including the review and analysis of aggregate data for adverse events. Any safety concern
identified as part of this review, as well as any appropriate action in response, will be promptly notified to
Regulatory Authorities, Ethics Committees and Investigators, as appropriate.
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Severe body aches, chills, joint pain, neck pain, pain at injection site, headache, nausea, weakness, fever
100.4
slight tingling in fingertips of L hand, neck tension below jaw line, h/o Bells Palsy
On Friday, 1/29, after receiving the vaccine, I experience a headache, sharp right side pain in my neck, jaw,
and ear. On Saturday, 1/30, I woke up, and the right side of my face was numb, and my right eye would not
blink. I went to ER. When they took my vitals, I had high blood pressure and fever. They did a CT scan of
my head and admitted me. I was diagnosed with Bell's Palsy. I was discharged on Sunday, 1/31, with
medications: Valacyclovir 1 gram three times a day and Prednisone 20 mg three times a day. I was
instructed to followup with a neurologist, immunologist, ophthalmologist, and my primary care physician.
was supposed to get the second dose yesterday 19Jan2021 but location is closed/ could get it up to the
26Jan2021; paralysis of the chin and half of the face; and around the mouth; This is a spontaneous report
from a contactable consumer report for self. A 49-year-old female patient received the first dose of BNT162B2
(PFIZER-BIONTECH COVID-19 VACCINE) at right arm on 29Dec2021 20:00 PM for COVID-19 immunization.
Medical history included ongoing severe migraines. None family history. There were no concomitant
medications. No Prior Vaccinations within 4 weeks. After an hour she had paralysis of the chin and half of the
face; and around the mouth. It only lasted a few minutes, like 10 minutes and then it went away, she was
fully recovered. She did not got to a doctor or the ER. Adds she was supposed to get the second dose
yesterday 19Jan2021 but she has to go to another location as that location is closed. They told her she could
get it up to the 26Jan2021 and then it would be more problematic to get. The event outcome was recovered
on 29Dec2020. Information on the lot/batch number has been requested.
it looks and sounds like she has Bell palsy; mental fog; Nauseated; left side of face numb; left tongue felt
numb and fat as though I got injected at the dentist; Then medicine taste in my mouth and some slurring;
Then medicine taste in my mouth and some slurring; This is a spontaneous report from a contactable other
hcp (patient). A 48-years-old female patient received first dose of BNT162B2 (Lot number and expiry date not
available), via an unspecified route of administration on 21Jan2021 10:45 at single dose in the left arm for
COVID-19 immunization. Medical history included Hypo thyroid (medication not needed at this time). The
patient had no known allergies. Concomitant medication included cefixime (FLEXERIL) and ibuprofen (IBU). On
21Jan2021 11:00, after 15 minutes of getting the vaccine, the patient felt nauseated. Then it continued to
get worse from there left side of face numb, mental fog, left tongue felt numb and fat as though she got
injected at the dentist. Then medicine taste in her mouth and some slurring. Stated that her boss which is
doctor side it looks and sounds like she has Bell palsy. She was prescribed Methylprednisolone and she feel
somewhat better. Still waiting to feel completely myself. It's been now about 8 hours since her vaccination.
The patient was not pregnant at the time of vaccination. The patient did not receive any other vaccines
within four weeks prior to the vaccination. Prior to the vaccination, the patient was not diagnosed with
COVID-19. Since the vaccination, the patient had not been tested for COVID-19. Therapeutic measures were
taken as a result of all the events which included methylprednisolone. The outcome of the events was
recovering. Information about lot/batch number has been requested.; Sender's Comments: Based on the
available information, contributory role of BNT162B2 to the onset of reported events Bell palsy and mental
fog occurred 15 minutes after getting the vaccine cannot be completely excluded. The case will be
reevaluated should additional information become available. The impact of this report on the benefit/risk
profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including the
review and analysis of aggregate data for adverse events. Any safety concern identified as part of this
review, as well as any appropriate action in response, will be promptly notified to Regulatory Authorities,
Ethics Committees and Investigators, as appropriate.
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bilateral leg paralysis; nauseous; hardly walk; muscles were so tight/jaws felt locked, like a tightness;
numbness on the left side of [her] face, right under the eye; temporary rash she had on the left side of her
face, under her cheek; toes crowded back; This is a spontaneous report from a contactable consumer
(patient). A 54-year-old female patient received the first dose of BNT162B2(PFIZER-BIONTECH COVID-19
VACCINE), via an unspecified route of administration on 21Jan2021 at single dose ""on the left side"" for
covid-19 immunisation. The patient medical history and concomitant medications were not reported. She
stated feeling nauseous right after the shot and mentioned not eating breakfast. She described having
bilateral leg paralysis which she also qualified as locked to the point where she could hardly walk. She added
that her leg muscles were so tight that her toes crowded back. She then explained having numbness on the
left side of her face, right under the eye and that her jaws felt locked, like a tightness. She specified she
didn't know if she really felt tightness in her jaws because of the intensity of her bilateral leg paralysis. She
then described a temporary rash she had on the left side of her face, under her cheek. She said her
experience occurred two hours post injection on 21Jan2021 and was resolved in Jan2021 after taking a
muscle relaxer. She asked if shellfish is in the vaccine. Information about lot/batch number has been
requested.""
fell down the stairs; unable to speak; unable to move her left side; Patient received COVID 19 and was not
feeling well afterwards.; This is a spontaneous report from a non-contactable nurse. A 37-year-old nonpregnant female patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE;
Lot Number: UNKNOWN), intramuscular on 13Jan2021 as a single dose for COVID-19 immunization. The
patient's medical history and concomitant medications were not reported. Prior to the vaccination, the
patient was not diagnosed with COVID-19. It was unknown whether the patient received any other vaccine
within 4 weeks prior to the vaccine. On 13Jan2021, after the vaccine, the patient was not felling well and
the patient called out of work on 14Jan2021. On 16Jan2021 at 03:00, the patient fell down the stairs and
was unable to speak or move her left side. She was taken by ambulance to the emergency room and
admitted to neuro intensive care unit. She was treated with unspecified medications. She was in the hospital
for 12 days from 16Jan2021 to 28Jan2021. From 28Jan2021, she was in rehabilitation. The clinical outcomes
of the feeling unwell, fall, unable to speak, and unable to mover her left side was not recovered. The events
were reported as serious for hospitalization and being life-threatening. No follow-up attempts are
possible; information about lot number cannot be obtained.; Sender's Comments: On 13Jan2021, after the
vaccine, the patient was not felling well. On 16Jan2021 at 03:00, the patient fell down the stairs and was
unable to speak or move her left side. A possible contribution role of the first dose of BNT162B2 (PFIZERBIONTECH COVID-19 mRNA VACCINE) to the onset of events feeling unwell, fall, unable to speak, and unable
to mover left side cannot be excluded. The case will be reassessed should additional information become
available. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of
Pfizer procedures for safety evaluation, including the review and analysis of aggregate data for adverse
events. Any safety concern identified as part of this review, as well as any appropriate action in response,
will be promptly notified to Regulatory Authorities, Ethics committees and Investigators, as appropriate.
Pfizer-BioNTech COVID-19 Vaccine EUA Approximately 3 mins after vaccination, pt reports nausea, dizziness,
chest pressure, and profound weakness. Brought to Emergency Department by crisis RN where she remains
achy with weakness, fatigue and had no energy. Pt reports ""feeling tired"" and ""my speech is slower"". On
exam, slight R facial droop noted, tongue noted to be leaning towards the right, pronator drift noted in R
arm. Code Brain activated with real time audio video interaction. MRI completed with normal results.
Symptoms resolved. Stroke team ok with discharge to home with f/u with PCP.""
Fever (100.3), joint and muscle pain and HA. Treatment: Tylenol with moderate improvement . Outcome:
Does not interfere with ADLs.
Patient experienced slight facial drooping and it went away after 2 hours. Cleared for second vaccine by site
MD
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Sudden slurring of speech slight mouth droopiness; Sudden slurring of speech slight mouth droopiness;
Sudden loss of consciousness; difficulty in bringing her hand to mouth to eat-opposite arm from injection site /
Difficulty walking, getting out of bed; Increasing confusion, soreness, pain, throughout as well as injection
site; Increasing confusion, soreness, pain, throughout as well as injection site; Increasing confusion, soreness,
pain, throughout as well as injection site; Difficulty walking, getting out of bed.; Severe lethargy, tiredness,
sleepiness; Severe lethargy, tiredness, sleepiness; Severe lethargy, tiredness, sleepiness; This is a
spontaneous report from a contactable other HCP. An 85-year-old female patient received the first dose of
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) (Lot number: EK9231) intramuscular in left arm on
19Jan2021 16:00 at single dose for COVID-19 immunisation. Medical history included beginning signs of
dementia, stage II breast cancer not immune compromised, no chemo no radiation only hormone therapy,
and hormone therapy. There was no known allergies. The patient was not pregnant. There were other
unspecified medications in two weeks. After 3-4 hours after injection on 19Jan2021 19:30 she had difficulty in
bringing her hand to mouth to eat-opposite arm from injection site. Increasing confusion, soreness, pain,
throughout as well as injection site. Difficulty walking, getting out of bed. Severe lethargy, tiredness,
sleepiness. Day 3 after vaccine on 22Jan2021, all other symptoms still present and worsening, then sudden
slurring of speech slight mouth droopiness, then sudden loss of consciousness. Could not be woke up for about
15 minutes then opened eyes but not aware of surroundings. Taken to hospital for work up. On day 4 after
vaccine still confused not at normal baseline. Needs assistance in walking, eating, etc. Events resulted in:
Emergency room/department or urgent care, Hospitalization for 7 days, Disability or permanent damage.
The patient received treatment such as ER and ongoing hospital stay with Pt and OT for events. She received
COVID test via nasal swab on 22Jan2021 with result of negative. Events outcome of difficulty in bringing her
hand to mouth to eat-opposite arm from injection site, increasing confusion, soreness, pain, throughout as
well as injection site, difficulty walking/getting out of bed, severe lethargy, tiredness, sleepiness was not
recovered, while for others was unknown.; Sender's Comments: Based on temporal association, the causal
relationship between BNT162B2 and the events cannot be excluded. The information available in this report
is limited and does not allow a medically meaningful assessment. This case will be reassessed once additional
information becomes available. The impact of this report on the benefit/risk profile of the Pfizer product is
evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate
data for adverse events. Any safety concern identified as part of this review, as well as any appropriate
action in response, will be promptly notified to Regulatory Authorities, Ethics Committees, and Investigators,
as appropriate.
Patient received his first covid shot this past Saturday and about 20 minutes following he noticed a right
sided facial droop. Droop began to worsen, and he had difficulty moving his right eye lid, so he decided to go
to Urgent Care and was diagnosed with Bells Palsy. He was started on Prednisone and Valtex which are
reducing his symptoms. Symptoms are almost resolved. He does feel fatigued and slightly anxious.
Extreme headache in eye evening after, next day, and still happening. Drooping eyelid and eyeball on left
side.
Had no symptoms of any kind up to the time of shot. 2 hours later I developed double vision in my right eye
When pt was administered the 1st dose several hours later pt was seen in the ED for bells palsy symptoms,
made aware about symptoms returning for the second dose, cleared by personal physician and neurologist.
Systemic: Other- paralysis. Stroke ruled out at Emergency room. symptoms lasted 2 days and began
morning after immunization
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Patient received her 1st dose of Pfizer vaccine around 1810 on 2/9. Approximately 10-15 mins later her arm
was shaking uncontrollably, she felt that her throat was closing and had chest pressure. Medics noted hives
and a rash on her chest and administered Epi and Benadryl. She began exhibiting stroke-like symptoms of
expressive aphasia and dysarthria in the medic?s truck around 1850. She was crying and unable to speak.
She had right sided facial droop, right sided grip weakness, and right sided arm drift. Patient was transferred
to MC. Patient Update: Patient received tPA on 2/9 at 1949. CT revealed no hemorrhage or large territory
stroke and no large vessel occlusion. NIHSS on admission to MC was a 3. Patient was also assessed by speech
pathology. Patient appears to have been discharged home on 2/10. Patient to follow up with Outpatient
Neuro PT Rehab as she is having some issues with mobility, gait, and overall functional mobility. She is using
a 2 wheeled walker at this time.
blood pumping to my head and became very hot; face turned red and was hot to the touch; blood pumping to
my head and became very hot; face turned red and was hot to the touch; blood pumping to my head and
became very hot; face turned red and was hot to the touch; facial muscles became weak on both; difficult to
make facial expressions; my mouth began to tremble; chills; facial muscles became weak on both; difficult to
make facial expressions; This is a spontaneous report from contactable consumers. An 70-year-old female nonpregnant patient received her first dose bnt162b2 (BNT162B2; Solution for injection; lot number: EL9283) via
an unspecified route of administration at Left arm on 28Jan2021 12:30 at single dose for COVID-19
immunisation at Clinic. Medical history included high blood pressure, high cholesterol. Concomitant
medication included rosuvastatin calcium (CRESTOR), amlodipine, calcium carbonate simethicone. There was
no other vaccines in four weeks. The patient previously took iodine had contrast, procaine hydrochloride
(NOVOCAIN) had drug allergy, omeprazole (PRILOSEC) and had drug allergy, olmesartan medoxomil (BENICAR)
had drug allergy. Five minutes after the injection 28Jan2021 12:35, patient felt blood pumping to her head
and became very hot. Her face turned red and was hot to the touch. Then, facial muscles became weak on
both sides and made it difficult to make facial expressions. Lastly, her mouth began to tremble and had chills.
Symptoms subsided about 30 minutes after the injection. she worried about getting the second injection. The
patient received treatment with Liquids/electrolytes. The events result in doctor or other healthcare
professional office/clinic visit. The outcome of the events was recovered in 2021.
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Bell's Palsy; low grade fever; body aches; chills; This is a spontaneous report received from a contactable
healthcare professional (patient) communicated to a Pfizer colleague. A 19-year-old female patient received
second dose BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, formulation: solution for injection, Batch/lot
number: EL9261 and expiry date: 31May2021) via an unspecified route of administration to Left Deltoid on
27Jan2021 09:30 at single dose for COVID-19 immunization in workplace clinic. Patient medical history
included factor V Leiden mutation (Blood Clotting disorder), common migraines, pelvic pain diagnosed 5 years
ago, on 05Nov2020 hip surgery on the right side, foot surgery on 21Jan2021 with local anesthesia and nerve
block in the left foot. Patient family history included mother has same Factor V Leiden mutation and father
has iodine and shellfish allergy. Concomitant medications included cetirizine hydrochloride (ALERCET),
gabapentin, prazosin and colecalciferol (VITAMIN D), all from an unknown date and ongoing. The patient had
not received other vaccinations within 4 weeks. Patient past drugs included chlorhexidine which she
experienced allergy: super itchy skin burning and lidocaine injection for local anesthesia. Patient received the
first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Batch/lot number: EL1284) in the right deltoid
on 06Jan2021 at 09:35 Am for COVID-19 immunization. Second dose on Wednesday on left side and she
stated that she had mild side effects low grade fever, body aches and chills on 27Jan2021 evening. No
treatment was given for low grade fever, body aches and chills. She reported that she began to feel left
sided swelling, tingling, and drooping of her face on the evening of 29Jan2021. She further described that on
Friday (29Jan2021) evening her face was super weak, 1st manifestations were the eye and the left side of
her face droopy and neck pain. She took 2 BENADRYL at 8:00 pm and went to sleep. At 08:00 AM next
morning she took TYLENOL as her jaw and neck were hurting. She mentioned that while driving to work it
got aggravated. She called advice line and she was instructed to go to emergency room. She went to
emergency room and was diagnosed with Bell's Palsy on 30Jan2021 via physical exam. She has been
prescribed steroids and antiviral for now (30Jan2021). Started Saturday (30Jan2021) on 20 mg prednisone
daily PO (orally) for 5 days. VALTREX 1 tab PO (orally) 3xday. Erythromycin 0.5% unguent for eye 4X a day for
a week. Her primary doctor increased 60 mg daily prednisone and VALTREX for a total of 10 days. And
prescribed lubricant eye drops. Outcome of events Bell's Palsy was not recovered while for other events was
recovered on an unspecified date in Jan2021. No follow-up attempts are possible. No further information
was provided.; Sender's Comments: Based on a compatible temporal relationship, causality between event
Bell's palsy and BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) cannot be excluded. The impact of this
report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety
evaluation, including the review and analysis of aggregate data for adverse events. Any safety concern
identified as part of this review, as well as any appropriate action in response, will be promptly notified to
Regulatory Authorities, Ethics Committees and Investigators, as appropriate.
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loss of muscle tone of my cheek and inability to smile on the left side; Loss of sensation of my left cheek from
under my eye to my mouth; loss of muscle tone of my cheek and inability to smile on the left side; This is a
spontaneous report received from a contactable consumer (patient). A 65-year-old male patient received
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: EK4176, expiry date: unknown), via an
unspecified route of administration in the left arm, on 29Jan2021 07:30, at single dose, for COVID-19
immunization, at the hospital. Medical history included hypertension, diabetes, increased cholesterol and
COVID-19 prior to vaccination. The patent has no allergies to medications, food, or other products.
Concomitant medication included enalapril, hydrochlorothiazide, atorvastatin (LIPITOR), and metformin. The
patient did not receive any other vaccines within 4 weeks prior to the BNT162B2. The patient was not
tested for COVID-19 since the vaccination. The patient experienced ""loss of sensation of my left cheek from
under my eye to my mouth. My wife noted loss of muscle tone of my cheek and inability to smile on the left
side"" on 29Jan2021 at 08:30. Symptoms started about one hour after the injection and resolved after 3
hours. No treatment was received for the events. The outcome of the events was resolved on 29Jan2021 at
11:30. The reporter assessed the events as non-serious.""

COVID19 VACCINE

PFIZER\BIONTECH

1035001-1

40-49 years

0 days

mild case of Bell's Palsy.; skin of the patient's jaw and chin started to feel numb/numbness of her cheeks,
eyebrows, and ears; headache; This is a spontaneous report from a contactable consumer (patient). This 40year-old female patient received the 2nd dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot
number: EL3248, expiration date: Apr2021) via intramuscular in the upper left arm on 01Feb2021 at 04:30
PM at single dose for COVID-19 immunization. Medical history included asthma (exercise induced) and
menstruating. Concomitant medications included Ibuprofen because she was menstruating. No other vaccine
in four weeks. The patient previously received the 1st dose of BNT162B2 (PFIZER-BIONTECH COVID-19
VACCINE, lot number: EL3248, expiration date: Apr2021) via intramuscular in the upper right arm on
11Jan2021 at 04:30 PM at single dose for COVID-19 immunization. The patient was not pregnant. The skin of
the patient's jaw and chin started to feel numb about 20 minutes after receiving the vaccine, headache came
and went rapidly on 01Feb2021 17: 00. The sensation progressed rapidly to include numbness of her cheeks,
eyebrows, and ears. The symptoms appeared rapidly after leaving the clinic as the patient was driving away
on her from work. Both sides of her face were impacted equally. She went to an urgent care facility to be
evaluated. An Urgent Care Physician's Assistant evaluated the patient. They looked inside her throat to see
if it was closing up (it wasn't). They used a swab to test her sensory ability on her face by pressing with
either the fuzzy-side or the blunt (wooden) side. When the patient asked the PA how she did, she indicated
that she failed the test. They gave her Benadryl. At home, the patient went to bed, woke up normally, and
did a ""frown test"" in front of the mirror. Her left side of face wasn't working the same way as the right
side. She may have a mild case of Bell's Palsy in the morning of 02Feb2021. The patient had no covid prior
vaccination, no covid tested post vaccination. Benadryl was received as treatment for the events. Outcome
of the event ""skin of the patient's jaw and chin started to feel numb/numbness of her cheeks, eyebrows, and
ears"" and ""mild case of Bell's Palsy"" was recovering, of the event ""headache"" was recovered.""
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psychedelic feeling; horrible palsy, as if her muscle was being pulled like a rubber band; horrible palsy, as if
her muscle was being pulled like a rubber band; the worse bowel movement. She had to go the bathroom a
lot; Her right arm was the worse with the pain and then her hands would kind of move in a kind of crazy
way where it was tightening; muscle cramping and pulling; Her toes would contort and go backwards.; she
feels like the left arm is going to do something, its like the last to be pulled; shingles; muscles became
tight/contort; minor nausea; Stomach cramps; Gas; Indigestion; became weird in her head, almost like a
lightheadedness; This is a spontaneous report from a contactable consumer. A 73-year-old female patient
received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: EL9261),
intramuscular on 30Jan2021 at 10:00 at a single dose on right arm for COVID-19 immunisation. Medical
history included fever, being ill (deathly ill and it lasted for three weeks) and bug bites from an unknown
date and unknown if ongoing. There were no concomitant medications. The patient is the type of person that
takes a lot for her to take medications. She is allergic to a lot of things; she always has crazy reactions. She
can't take morphine. It took her 7 pills to get the right one for high blood pressure. She has the craziest oneday reactions. She received the COVID-19 vaccine on Saturday much against her will, knowing she had
COVID but not diagnosed in March. She had a fever, she was deathly ill and it lasted for three weeks. She
had a nasal swab done and it came back negative. She doesn't think that was right, she believes she had
COVID-19 in Mar2020. Her daughter is younger, and she had the same thing, she couldn't breathe good for 3
weeks. She had pneumonia. She knows she had COVID-19. She was trying to lose weight. She was given her
first COVID-19 vaccine by a doctor. Everything was going okay at first. About an hour and a half later, she
became weird in her head, almost like a lightheadedness. She can't describe it. She has never taken drugs.
She doesn't drink alcohol at all. She has like a virgin body. She states plus she is red headed, which it is
known red heads have a harder time with medication. As the day goes on, she just felt lightheaded all the
rest of the day. The next day (Sunday, 31Jan2021), she wakes up and it hits her like a ton of bricks. She woke
in the morning and seemed to be okay and then it was like she was pregnant and blew up. She started
cramping really bad and had gas. Everybody has gas. She was a little nauseated as well. She experienced
lots of indigestion, cramping in her stomach like she was going to have a baby or the worse bowel
movement. She had to go the bathroom a lot. She had a little bit of nausea. She had nausea pills because she
had a gallbladder taken out and she took nausea pills for 2-3 days. She didn't take any medication for any of
these symptoms she started to experience on Sunday. However, she did start popping Gas-X. She was taking
two Gas-X every 3 or 4 hours. The caller states it helped. She had lots of gas; gas was just coming out of her
bottom. She had the gas, cramps, her stomach hurt. She was able to get through it, which that is good. Then
Monday, 01Feb2021 was the day she had weird things happen to her that she was kind of concerned about.
Her muscles started to draw, that is the best way she can describe it. Her feet would just draw up weird.
Her arms and hands would do crazy things and contort or draw up. This hurts because the muscles are like a
rubber band pulling. It was weird, and she didn't like it. It wasn't like when she has a horse and has to get

COVID19 VACCINE

PFIZER\BIONTECH

1036182-1

65+ years

0 days

COVID19 VACCINE

PFIZER\BIONTECH

1042343-1

40-49 years

0 days

COVID19 VACCINE

PFIZER\BIONTECH

1043783-1

30-39 years

0 days

Patient received 2nd dose of the COVID-19 Pfizer vaccine, was observed in office x 15+ minutes, and released
home. Pt and his son exited the building and when they got to the car, the pt shouted out ""oh no!"" and
collapsed to the ground. The patient was unconscious experiencing agonal respirations, and unresponsive to
painful stimuli. There is an Emergency Room at the same location. Their staff came out and helped to transfer
the pt to the ED for further evaluation. It was found that the patient had a known Anterior communicating
artery aneurysm (7/28/2017) that seemed to have ruptured. The patient was stabilized and transported to
our local hospital and upon arrival, he was effectively comatose with a GCS 3. CT Head notated an extensive
subarachnoid and intraventricular hemorrhage most probably related to a bleeding anterior communicating
artery aneurysm. Neuro-Interventional Radiologist dictation reads ""Hunt Hess 5 Fisher grade 4 extensive
subarachnoid hemorrhage with intraventricular hemorrhage and early hydrocephalus secondary to rupture
of a known anterior communicating artery aneurysm. Initial ICP after EVD placement noted to be in the
120s now 68 treatment complicated by aneurysm rerupture after admission and increased volume of blood
although large volume of hemorrhage was seen on initial scan and no change in the patient's clinical exam on
her scale was noted due to this rerupture. Patient's exam and prognosis are poor giving extensor posturing
lack of extraocular movements to doll's maneuver and weak pupillary reflex as well as cough and gag.
Follows no commands or instructions at this time with no spontaneous movement on ventilator set at 12
overbreathing at 14-16 at this time without any sedation."" The family opted to discontinue any further
treatment to include surgical intervention given the findings. The patient was given comfort care with son
and daughter at the bedside. The patient was extubated and expired at 1545h on 2/13/2021.""
could not lift arm/move body; her tongue started to be tingly; fuzzy feeling; tongue swollen a bit; hives; hard
to swallow; weird taste in mouth; a high grade fever over 103, went down on 03Feb2021 to 102, 101, 99,
then 98.6; chills uncontrollably; heart racing a bit; joint-muscle pain; headache; dizziness; swollen
lymphnodes; red rash on chest/arms/stomach with some hives; This is a spontaneous report from a
contactable consumer reporting for herself. This 42-year-old non-pregnant female patient received the
second single dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE; lot EN9581) on 02Feb2021 at 10:30, in
left arm, for COVID-19 immunisation. The first BNT162B2 vaccine dose was administered on 12Jan2021 at
13:30, lot number EL3246, in left arm, for COVID-19 immunisation. Medical history included heart murmur,
acute sinusitis, allergies to acetaminophen/oxycodone (PERCOCET), cephalexin (KEFLEX), codeine, trees,
pollen, grass, mold, cats, some dogs. The patient had no COVID prior to vaccination and COVID was not
tested after vaccination. Concomitant medications were not reported. The patient received the second
vaccine dose on 02Feb2021 at the hospital and was monitored for 30 minutes. Within that time her tongue
started to be tingly, she experienced fuzzy feeling, tongue swollen a bit with hives, hard to swallow, weird
taste in mouth. The nurse on staff walked her to the ED, she was admitted and treated for allergic reaction
to the vaccine and received prednisone for 5 days and diphenhydramine (BENADRYL). Epipen if needed. Later
that night, on 02Feb2021, the patient had a high grade fever over 103, chills uncontrollably, heart racing a
bit, could not lift arm/move body, joint-muscle pain, headache, dizziness, swollen lymphnodes, hard to
swallow, every side effect on sheet just really bad. Her fever eventually went down on 03Feb2021 to 102,
101, 99, then 98.6. She still had all other symptoms not as severe, later that night she had a bit of a red rash
on chest/arms/stomach with some hives, swallowing was still a bit hard. She continued to take BENADRYL
and steroid. 06Feb2021 was her last day of steroid. As of 06Feb2021 she was feeling a bit better with no
fever, swallowing a bit hard but other symptoms were less. The events resulted in Emergency
room/department or urgent care. Fever resolved on an unspecified date in Feb2021. The other events were
resolving.
Facial numbness/paralysis started 10 minutes after injection. Paralysis of tongue and jaw muscles followed
an hour later. Paralysis of eyelids followed. Medical staff on-site were not informed on how to proceed and
recommend to take a benadryl and sleep it off. Muscle function returned 12 hours later.
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Bell's Palsy; Left sided droop of her mouth; Slight change in sensation all over her mouth; Unable to tightly
close left eye, or able to raise left eyebrow; Slight numbness left side of face; This is a spontaneous report
from a contactable consumer (patient). A 68-year-old female patient received the first dose of BNT162B2
(Pfizer-Biontech Covid-19 Vaccine, Lot. EM9810) in the left arm, at single dose, on 04Feb2021 at 14:15, for
COVID-19 immunisation. The patient had not received any other vaccines within 4 weeks prior to the
BNT162B2 vaccine. Relevant medical history included high cholesterol and lichen planopilaris of the scalp,
both from an unspecified date. No known allergies were reported. The patient had not experienced Covid-19
prior vaccination. Concomitant medications included ergocalciferol (VIT D); ascorbic acid, tocopheryl acetate,
xantofyl, zeaxanthin, zinc (AREDS); doxycycline; rosuvastatin and minoxidil. On 04Feb2021, at 17:00, the
patient experienced a slight change in sensation all over her mouth with left sided droop of her mouth,
unable to tightly close left eye, or able to raise left eyebrow. Also slight numbness left side of face.
Emergency room/department or urgent care required. The patient went to Urgency Care diagnosed with
Bel's Palsy. Treatment was received: prednisone and valacyclovir. The patient did not recover from the
events a time of this report. Post the vaccination, the patient has not been tested for COVID-19.
Lightheaded. Skin was clammy, convulsions started, Epi pen administered, she had tongue swelling, came
around then eyes rolled back in head, nausea, blood pressure high.
Onset of Bell?s palsy 40 minutes after vaccine
tingling on left side of face, likely mild Bells Palsy
Drooping eye and mouth on left side of fave
Within two hours of injection, headache and fever symptoms with body aches for appoximately 56 hours.
Approximately 40 hours after injection, noticable drooping of right side of face, which resolved 90% after 24
hours; doctor assessment was that this was likely a temporary case of Bell's Palsy.
Bell's palsy; blood pressure increased; chest pain; breathing difficulty; weakness; tired; loss of appetite; This
is a spontaneous report from a contactable consumer (patient). A 75-year-old female patient received first
dose of bnt162b2 (lot number: EL9262), via an unspecified route of administration, at arm left, on Jan2021 at
single dose for COVID-19 immunisation. Medical history included Prediabetes from 2019 (reported as
diagnosed two years ago), overweight from an unknown date, ongoing arthritis from 2017 (reported as
about 4 years ago), gets worse now. There were no concomitant medications. Caller states she just has a
question, states she took the test about 2 weeks ago, clarifies the Pfizer vaccine and due for next one on
Sunday, caller wanted to find out if what she experienced could be due to the vaccine, states she had a
reaction for almost two weeks (also reported that all the events started on 05Feb2021, pending
clarification), states her blood pressure went up, she had chest pain in her chest, weakness, loss of appetite,
states it lasted about 24 hours, no exact dates provided. Also experienced Bell's Palsy states it comes and
goes, that when she talks the saliva comes down the side of her mouth. States her Blood pressure went
really high, 145/90 or so, lasted about 24 hours. Did not know if she was having a heart attack. Does see a
cardiologist because of a family history of cardiac issues. The outcome of the event Bell's Palsy was not
recovered, of the other events was recovered on Jan2021 (reported as lasted for 24 hours).
Increased BP, Confusion, Facial Droop
Patient c/o of weakness, malaise, body aches 2 days after receiving Pfizer vaccine.
Chills, fever( highest 101.6), headache, bad body pains
Throat felt like it was closing and had difficulty swallowing (that subsided quickly) 45 minutes after the shot,
the right side of my face felt numb and tingly (Felt like when novocaine is wearing off.) Continued for 48
hours and worsened with slight drooping when smiling. Clearing my throat a lot and my right eye keeps
tearing up. The doctor confirmed it was ""Bell's Palsy"" this morning and I have been put on Prednisone.""
Bells Palsy
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Pt had seizure like activity-- head back, eyes rolled back, face red Lasted about 1 minute PT was lowered to
the ground by staff out of chair No other injuries Pt then had nausea and vomiting -- was observed for about
1 hour-- more nausea and vomiting as he was taken to the car Pt agreed to be seen in the ED-- was given
zofran and released Later wife stated he has similar reactions to other immunizations
convulsing uncontrollably; stroke; rash; chest felt really heavy like someone was sitting on it; her throat felt
like it was on fire; shaking uncontrollably/ arms and legs were shaking; Her speech was slurred, she could
not communicate; Stuttering; dysphagia; tongue was falling to the side/mile was droopy on the right
side/right arm- she would try to move it but it would not go/right leg was almost paralyzed; This is a
spontaneous report from a contactable consumer (patient herself). A 39-year-old female patient received her
first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: EM9810), via an unspecified route
of administration on 09Feb2021 18:10 at a single dose for COVID-19 immunization. The patient had no
relevant medical history. She was healthy and takes no medications. The patient got the vaccine Tuesday
night at 6:10 PM. She waited in the parking lot where she got it, which was through (School Name). She had
a severe reaction and had to receive an Epi Pen. This reaction occurred maybe 10 minutes after she got it.
She had not left the parking lot yet, so it was prior to the 15 minutes. She broke out in a rash, her chest felt
really heavy like someone was sitting on it, like an elephant, and her throat felt like it was on fire which is
what is started as, then it went to her ears. From there, it escalated. She had gotten out of her car and took
her sweatshirt off, she thought she was just hot. As soon as she got back in the car and as soon as she got in
she started convulsing uncontrollably and shaking uncontrollably. Two ladies she works with had parked
next two her on both sides and they noticed this and went to get the emergency squad. She did not lose
consciousness. She could still hear everything but her arms and legs were shaking, and her right leg was
shaking and stuck. The emergency squad had to help her out of the car. The ambulance gave her an Epi Pen
injection and the squad took her to the hospital. Her speech was slurred, she could not communicate. She
was stuttering the same thing over and over. She had a CAT scan with contrast and the stroke team decided
she needed TPA - the stoke medication. They administered that and admitted her to the hospital Tuesday
night. Wednesday she had an MRI, echocardiogram and another CAT scan and they released her to come
home last night. She is still having lingering effects. Her speech is back. Her arm movement is back. The
reason they treated her as a stroke patient, they said, is because when they told her to stick her tongue
out, she had dysphagia - her tongue was falling to the side, and her smile was droopy on the right side. Her
right arm- she would try to move it but it would not go. And her right leg too. She could do everything on
her left side and nothing on her right side. She was conscious and could hear but could not get anything to
work. After receiving the TPA, Wednesday when she woke up, she was being checked on every 30 minutes
throughout the night, she was able to speak and communicate. She will still stutter and have slow words but
it is way better and she can communicate. Her right arm is able to move and she can use it but her fine
motor is hard. Like writing stuff is a challenge. She also has a walker. Her right leg is almost paralyzed, it
drags beside her as she walks. She can move but has to really concentrate to get going. She has not reached
out to her doctor yet. She was admitted to the hospital and had a bunch of tests done. The Epi Pen gave her
stroke like symptoms. They were not sure in the hospital if it was actually a stroke based on her 2 MRI's and
CAT scans. It did not look like a stroke from those but they think that the Epi Pen and the stress it puts into
15 minutes after receiving shot, extreme fatigue, blurry vision, bp 250/200. ON the medic transport to ER,
Left side weakness, loss of speech. Er evaluated for sudden onset left sided weakness, facial droop.Code
stroke was called CT angiography was unremarkable and patient admitted for bp control. Bp normalized
with Clonidine , neurological exam is stable. Md felt that thus was a combination adverse reaction to
vaccine in combination with Wellbutrin. Discharge after 24 hours
Fever (100 degrees), chills, worsening of headache, shooting pains in joints and back of neck, muscle soreness.
I took Tylenol, max strength, and Aleve to help with symptoms. Fever and chills lasted most of the night
(~7hours), pain, headache and soreness of muscles lasted 14 hours. Joints remained stiff and painful to use
the rest of the following day.
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Received the vaccine & the next day became very weak and ill with throwing up. Her sister came to visit and
noticed her right face was drooping & her balance was off so she called ambulance. Subsequently has been
hospitalized for a month with a heart failure exacerbation that has led to ICU care, sepsis with Klebsiella
pneumonia, acute kidney injury now with long term dialysis, hyponatremia, & elevated liver enzymes
Developed acute facial droop and slurred speech 2h after 1st dose of the vaccine on 2/17, found with R MCA
stroke. Then became unresponsive on 2/27 and was found with an acute L MCA stroke. Was transferred from
another hospital, was not a candidate for intervention, and was made comfort and died on 2/28
Sore arm, prolonged headache (possibly from the migraine I had the day I got the vaccine) Pregnant; due
date June 16 2021. First pregnancy at the age of 40.
Bell's Palsy; This is a spontaneous report from a contactable Consumer. This 66-year-old female consumer
reported that received her second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE lot# not
provided), via an unspecified route of administration on 12Feb2021 (at the age of 67-year-old) at 05:45 PM in
the left arm at single dose for COVID-19 immunization. She had received the first dose of BNT162B2 on
22Jan2021, at 06:00 PM in the left arm. The patient had no history of allergies to medications, food, or other
products. Medical history included Thyroid, Panic Disorder, Mild Depression. Concomitant medications
included levothyroxine, simvastatin, trazodone, clonazepam. The patient reported that early in the day, on
12Feb2021, before receiving her second dose, she began to feel something odd going on with her mouth. She
couldn't really identify it, but she felt like something wasn't quite the same. It was very mild, so she brushed
it off. She had her second vaccine dose, on 12Feb2021 at 5 pm. By about 7 pm that night, she was rushed to
the University Name Emergency room and was diagnosed with Bell's Palsy. She was treated with Prednisone
10MG X3, valACYclovir 1g X3, polyviny. At the time of reporting the patient had not recovered.
Per patient's report: She received her first dose of Pfizer COVID-19 vaccine and developed soreness at
localized injection site and felt sleepy, otherwise no adverse reaction signs or symptoms patient reported.
On 2-19-21 at 2:30 PM she received her second dose of the Pfizer COVID-19 vaccine at a mall. She reports
the lot number of the vaccine was EL9269. She was monitored for 15 minutes after receiving the second
dose. She and her husband left and took the car to a car wash where she fell asleep on her way home and
her husband woke her up when they got home. At about 320 or 3:25 PM, she noticed that her face felt puffy
and she had a sensation that her face was sliding down, she developed tongue swelling, blurry vision,
dizziness, and she reports that she was talking funny/slurring her words. Her husband got a flashlight and
looked in her throat and said that her throat was swelling. She felt like falling asleep. Her husband used
her EpiPen on her. The EpiPen worked right away to improve the symptoms. She took no other treatments
at home. Her husband drove her to the hospital where she slept the entire way. She never developed rash,
flushing, skin itching, wheezing, coughing, chest tightness, shortness of breath, nausea, vomiting, diarrhea,
fevers, chills, or joint pains. She does not know if she passed out, she states it was hard to stay awake. She
reports having some abdominal cramping and churning for the following 2 to 3 days afterwards. She was
discharged from the hospital ED where she was never admitted. They gave her an albuterol inhaler to use
every 4 hours for 6 days after she left the ED. She went home at about 10:00 PM and went to bed about
10:30 PM. She woke up at 3:00 AM crying and then fell back asleep and woke up again around 7:30 AM.
She did not develop any local injection site reactions on her arm this time.
Left upper abdominal pain after receiving COVID vaccine radiating to left jaw rapid response, had patient
remove mask and reported facial drooping. Transferred to ED for acute, painless, unilateral facial paralysis
with no forehead sparing most likely secondary to Bell?s Palsy. Patient was monitored and discharged with
prescriptions for valacyclovir 1000mg tid and prednisone 50mg qday x 7 days
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Pt reported he got the second COVID vaccine at 8:33 am at the Center at an event run by Health Clinic. At
10 am he began to feel unwell describing ""disorientation"" which upon further explanation seems he is
describing difficulty with his proprioception, ie not able to tell where his body is in space, and disequilibrium,
ie having to stop and hold on to something while walking. This lasted most of the day and subsided by
evening. He has continued to have ongoing shorter episodes 3-4 times per day lasting 5-10 minutes. In
addition he has noted increasing weakness in his right thigh, particularly when going from sitting to standing
and the through swing while walking. He describes these as ""paralytic attacks"" that occur once or twice
per day and last hours. Both symptoms are similar to those he had post CVA in 2019 and greatly improved
with PT and home exercises. In addition he has noted fecal urgency and fecal incontinence in the last couple
of weeks, he is unsure if this is directly related to the vaccine.""
Shortly after receiving shot in left shoulder, I began to feel sensitivity/tingling in left jaw. A few minutes
later, the left side of my face felt heavy/full/numb/tingling. This persisted throughout the remainder of the
day along with feeling woozy and having a bad headache. Headache and wooziness were gone by next day
but left facial heaviness, fullness, numbness and tingling persisted and is still present today. Not as bad
today but still under left eye, along left jaw and mouth, and parts of left cheek. Had teledoc visit with
doctor the evening of the shot and he diagnosed as Bell's Palsy.
Partial Cranial Nerve 3 Palsy, right side Symptom: Diplopia, Ptosis
Bell Palsy; This is a spontaneous report from a contactable consumer (patient) reported that a 68-year-old
female patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number:
EN6201), via an unspecified route of administration on the left arm on 17Feb2021 11:30 at a single dose for
covid-19 immunization. The vaccine was administered at the hospital. Medical history included blood
pressure, cholesterol, and gastrooesophageal reflux disease (GERD); all from an unknown date. Patient was
not pregnant at the time of vaccination. Concomitant medications included benazepril, oxybutynin
hydrochloride (OXYBUTININ ACCORD), ezetimibe, fenofibric acid, and esomeprazole; all were taken from an
unspecified date for an unspecified indication. The patient experienced facial numbness then the patient went
to the ER and was diagnosed with Bell's palsy on 17Feb2021 16:00. The patient underwent lab tests and
procedures which included computerised tomogram: unknown result on an unspecified date. Therapeutic
measures were taken as a result of bell palsy. The outcome of the event was not recovered.
About 10 mins after vaccination patient stated she wasn't feeling well. When pharmacist went to check on
the patient she was seizing. 911 was called. Patient's eyes were fluttering and unresponsive, but breathing.
Patient came in and out of seizure a few times. 1 full body seizure about 20 to 30 seconds. Patient was laid
on the ground on her side till paramedics arrived. She was then taken by ambulance.
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Guillain-Barre syndrome; achy arm; tingling sensation from head to toe/whole body was tingling/weird and
scary on and off sensation; This is a spontaneous report from two contactable consumers (patient's cousin and
patient herself). A 68-year-old female patient received her second dose of BNT162B2 (PFIZER-BIONTECH
COVID-19 VACCINE, lot number: EN6201), via an unspecified route of administration in right arm on
10Feb2021 10:30 AM at a single dose for COVID-19 immunisation. Medical history included anxiety. It was
reported that the patient was ""physically fit. She was thin and was about 5 feet."" Ongoing concomitant
medications included escitalopram (reported as ""generic Lexapro"") for anxiety, calcium, and multivitamins.
The patient previously received flu vaccine in Oct2020. She also had her first dose of BNT162B2 (PFIZERBIONTECH COVID-19 VACCINE, lot number: EL9262) via an unspecified route of administration in left arm on
20Jan2021 10:30 AM for COVID-19 immunization and felt a little soreness in arm and light headache the
same day. Two nights later, her scalp felt on fire and had tingling sensation in her face for three weeks. A
week after the first dose, her blood pressure went up to 210/101. She went to the hospital, they controlled
her pressure and put her on a pressure pill 1 a day (amlodipine). She mentioned she had felt a weird
sensation and noticed some spikes in her blood pressure. Her physician told her to take another 2.5 mg
amlodipine if needed. After her second dose, she went to sleep with achy arm. she woke up that night with a
tingling sensation from head to toe. Her whole body was tingling. It was a weird and scary on and off
sensation. She stated it had improved during the past two days. The patient confirmed that she had no heart
rate problems. She actually experienced high blood pressure instead. She never had numbness, instead she
had a tingling sensation still present. She mentioned her 97-year-old mother and husband both got the two
doses with no complication or reactions. The patient's cousin was ""pretty sure that it's Guillain-Barre."" The
patient stated the Guillain-Barre syndrome has not yet been confirmed. She had an appointment with a
neurologist. The outcome of 'tingling sensation from head to toe/whole body was tingling/weird and scary
on and off sensation' was recovering, of remaining events was unknown.""
The entire left side of my body immediately felt mildly heavy and affected, but it was so minimal I thought it
could be in my head. Throughout the evening after my shot I felt a bit of contracting of leg muscles and
neck/shoulder muscles on the left side of my body. The left side of my face felt noticeably warmer than the
right. This was all very mild, but just noticeable. In the middle of the night, I woke up with extreme night
sweats but only on the left side of my body. The next morning (today) the left side of my face is still warmer
but it feels droopy and bloated and slightly ""Numbish"". My left eyelid feels heavy. My left cheeks feel
swollen and puffy and my left gums and lips feel slightly numb. I also have a very mild headache only on the
left side. This is disturbing, while it is not debilitating or painful, it is strange and makes me think I should
not get the next shot. Even as I type this, my left hand feels very fatigued. I don't know who to call or talk to
about this. I do not have a health care provider.""
Started at 3:30 pm on 2/26/21 with neck tightness and eye pressure. Approximately around 6:30 pm,
experienced lip burning/numbness/swelling and facial swelling and drooping. Went to ER and given IV
Benadryl and IV Pepcid. Discharged a few hours later. All symptoms have since resolved.
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There were no immediate reactions during the 15 minute wait period. 45 minutes after my injection, while
at a different Walgreens where my friend received a Moderna jab, I was hit with a rush of side effects. The
first was a deep gripping pain in the diaphragm area, like a punch to the stomach with some dizziness.
While seated, my left leg experienced increasing pain from foot to hip. In short order, my left foot grew
completely numb and this extended up my calf to my knee. My foot became paralyzed. Rather than go
through a lengthy emergency room procedure, we drove back and luckily, the numbness did not spread. The
intense leg pain remained steady. Breathing labored. At my friend's house, the left foot & calf numbing and
paralysis finally subsided 4.5 hours after injection. At home, some numbness returned but subsided. Sat.
through Wednesday, 2-28 to 3-3-21: Weakness in left leg. Cramping of calf muscle. The chest cavity pain
began to intensify. Chills arrive plus daily headaches. These start to resemble reported ""normal"" reactions
minus the special situation of the left leg. Pain while deeply inhaling, exhaling or bending increasing. Fatigue partly from poor sleep. Thur. 3-4-21 Day 7: Still with strong muscle or lung pain, especially upper back.
Painful to pull back shoulders. Periodic sharp pain in upper left inner arm, not at injection site. Still pain with
deep exhale or inhale. Tried a short walk: After 200 feet, left calf tightening up and pain increasing in both
hips. A short rest would clear it but would return with exercise. Lower back pain as well but some of that is
pre-existing. Basic circle of pain around rib cage. Skin (or deeper tissue?) on my upper back still very
sensitive, resembling sunburn. Produces chills when touched. Sleep still nearly impossible. No sleep aids
being used. Fatigue, some headache and chills remain. During this period, I have resorted to pain relievers
only twice in order to learn the nature of the symptoms. Fri. 3-5-21 Day 8 During this reaction period: NO
fever, nausea, diarrhea, loss of taste / smell, sore throat, congestion or runny nose. Headache, chills, joint &
ribcage pain remain. Skin hypersensitive on my upper back. Symptoms today same as on 3-4-21. Moderate
morning headache. On a 1.5 mile walk, slight improvement with the left calf muscle cramping. Occasional
""clearing"" cough, small amount of clear phlegm produced.""
About 12 hours after 3/4 vaccine, began to experience intense flare-up of neuropathic pain in dropped R foot,
especially around large R toe. Went to bed. Woke up in pain around 3 am on 3/5. Drank water. Applied
Castor oil and Arnica. No sound sleep rest of night. On rising, showered. Heat helped a bit. Drank more
water. Applied more Castor oil and Arnica. Pulsing electrical/spasm-like pain continued in R foot, especially
between big toe and 2nd toe. Though felt vaguely nauseous, ate and stayed hydrated. Could not work.
Laying down and warming, elevating foot helped. Around 9 pm on 3/5, intense flare-up began to subside.
Hx Guillain-BarrT 5-10 minutes after vaccination had mottled appearance of hands and muscle stiffness of
neck, no CP or SOB, given IM benadryl and sent to ED 911 for observation
High fever (104.5), temporary paralysis in the left arm (unable to move or lift arm for 8 hours), foggy memory
(had to look up my birthday)
Client received first dose on 2/13/21, reported 2 hrs after vaccine he experienced facial dropping, evaluated
by PCP, unsure if stroke or Bell's Palsy. Only right facial paralysis unresolved at the present.
Possible throat swelling, facial numbness/droop to the rights side. Vaccine administered in right arm.
Benadryl 50 mg administered to left arm IM, transport recommended but the family stated she would seek
medical care and declined transportation.
73 yo F with renal mass was given her second Covid-19 vaccine IM in her right deltoid (lot# EN6206) on 3/4
at 1312. In the final minutes of this patient's 15 minute observation period, patient was noticed to have
pulled her mask down and was looking at the observer as if she wanted to say something. Observer asked
pt if she was ok. Patient nodded yes. A minute later, the patient dropped her purse and mumbled
something. Patient's arm went up and patient became stiff and started seizing. Observer immediately called
for help. Vitals, glucose and oxygen was placed on patient. EMS was called. Provider notified and went to
patient who was sitting upright in chair actively having bilateral generalized
Got shot at 3:30pm by 10:30pm had symptoms of bell palsy (eye sagged) On 3/6/21 eye and mouth sagged.
Went to emergency room, was given Prednisone 50mg, still having problems with eye and mouth.
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On my way home from receiving my first vaccination my right side of my face started going numb and tinging
(like I had a dental procedure). This continued and progressed into my right arm. About an hour later tried
to eat something and started coughing. Called public health and ask a nurse and was told to go to the ED for
possible stroke. Was assessed and later discharged. Following up on 2/25/21 with primary care team. Was
assessed and diagnosed with Bells Palsy and given steroids prescription to begin on Friday (2/26/21).
tired; sore arm; Facial droop (left eye and mouth); This is a spontaneous report from a contactable consumer
(patient). A 43-year-old female patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19
VACCINE, lot number: EL8982), via an unspecified route of administration at left arm 23Feb2021 08:00 at
single dose for covid-19 immunisation. Medical history included Known allergies: Sulfa drugs, codeine,
diastolic dysfunction type 1 from Jul2020, and anxiety depressive disorder (she took a medication for that
and it had been diagnosed more than ten years). Concomitant medication included bupropion hydrochloride,
naltrexone hydrochloride (CONTRAVE). The patient experienced facial droop (left eye and mouth) on
23Feb2021 14:30, tired and sore arm on an unspecified date. The clinical course was as following: She said
her appointment for the vaccine was at 08:00AM, and around 02:30PM she was in a video meeting and her
left side of her face started to droop and her coworker messaged her to ask if she was ok since she looked
pretty funny with the eye and mouth droop. She said that this droop lasted about 4 hours and by 06:30PM it
was mostly resolved, if she was not looking at it or trying to raise her eyebrows. She said that the only
other side effects were she was tired and had a sore arm. She said doctor asked her to got to the emergency
room (ER) to rule out a stroke or transient ischemic attack (TIA) so they did a couple of Computerised
tomogram (CT) scans, one with contrast and one without, and a MRI and they did full blood lab work up, and
did an Electrocardiogram (EKG) to rule out central nervous system events. She says that they didn't think it
was a TIA, they felt it was a peripheral nervous event related to an autoimmune response and all the tests
said that they did not thought she had TIA event. She said doctor said it was likely an auto immune response
to receiving vaccine, since there were no intervening events between getting the vaccine and the droop, she
has not been sick or had any dental events recently. the main reason she was calling was to see if she should
get the second dose, since she wanted to get it but has heard the side effects can be stronger for the second
dose. She says she would like to know can she or should she take it. The patient was tested was for a stroke
but that test came back negative. The patient would like to know if it is contraindicated for her to receive
the second dose after having this reaction. The outcome of the event Facial droop was recovering, and the
outcome of the event tired and sore arm was unknown.
PT WAS DIAGNOSED WITH BELL""S PALSY AFTER THE SHOT, HER RIGHT SIDE MOUTH IS SAGGING, AND HER
EYES CANT BE CLOSED FULLY""
About 7pm the same day I got my vaccine. My right eye started watering profusely. I didn't think much of it.
at 10:30 I went outside to whistle for a dog and I could not whistle. The next morning I found that the right
side of my face was completely drooped and I have no expression control.
After my vaccine I immediately experienced fever, body aches, chills, was dehydrated have a paralyzed vocal
cord. I went to the hospital since I am pregnant to check on my baby and myself. I have not fully recovered
from my vocal cord. At the hospital a rapid Covid test was performed along with a flu swab and lab work.
Felt mild numbness on left side of face the same night as I received the vaccine. It got worse the next day. I
contacted a doctor via telemedicine and she did an evaluation. She said it was a mild Bell?s Palsy but likely
not serious because she couldn?t observe it when asking me to raise my eyebrows or smile ? it was just
something I could feel. It went away on its own within another day or so.
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beeps, noise in her ears; muscle and joint pain; muscle and joint pain; tongue was a little numb; face lips; felt
paralyzed/Felt like I couldn't move it like paralyzed a little bit; whole left side of body started going
numb/Left side was numb around 7 or 8 that night/all left side was numb; pains in all of her face; pain and
soreness in arm/arm was painful; tachycard, high heart rate; very tired, sleepy; very tired, sleepy; headache,
heavy in her head; pain in both ears; This is a spontaneous report from a contactable consumer (patient). This
71-years-Old female patient received the first dose of (Pfizer Biontech Covid 19 Vaccine, Lot No. EN6198)
intramuscularly at single dose on 23Feb2021 for COVID-19 immunisation. Relevant history and concomitant
drugs were unknown. Past dug included flu vaccine in Sep2020. The patient received her first dose of Covid
19 vaccine on 23Feb2021 at 3:30 in the afternoon. She came home and felt, not bad at any time but more or
less towards 6:00 or 7:00 at night she started feeling bad. Her whole left side of body started going numb
around 7 or 8 that night. Her arm was painful, face lips and all left side was numb. Felt like she couldn't
move it like paralyzed a little bit. Clarified as whole left side, even her leg, her feet everything on that left
side. She started feeling pains in bones of head, especially her face, clarified all of her face and her left side
was numb even her lips on the left side were numb. Her tongue was a little numb. She had muscle and joint
pain. The pain, of course, in the arm, but that was normal. Clarified pain in the arm as the injection site. She
didn't feel any swell there. She did not take medication for anything. She used a lotion. The lotion was
trividol aloe vera arnica caleudula and helped to relive the pain. The arm was still a little painful but it's not
bad but that feeling made her tachycard, clarified as high heart rate, feeling like boom boom boom, but she
did not have any shortness of breath. The high heart rate was gone the same day. She had no fever or chills.
She felt very tired and slept for about 10 hours but during the sleepy she started feeling a headache she
couldn't get up because she was so tired and she felt pain in both ears. She had not been to the doctor in a
while. She was still old fashioned so she carries everything in a little telephone book. While trying to read
information caller states she had to change her eyes. She still felt numbness in left side of left leg but she
thought it might be because she had not been exercising. When she was waking up around 9am in the
morning, it was yesterday that she felt better in regards to the paralyzed feeling. When pains in her face
came she felt and she thought what is this? It only lasted for a little while. It was during the night. The pain
and soreness in arm at injection site is still there, she did not feel any swelling, or hot at that site. She
confirmed she still felt a little tired, sleepy. It's getting better. She may feel a little heavy in her head and
would like to go to sleep, but she was not sleeping. She had many things to do and knew she had to be up.
The headache went away and was gone on 24Feb2021. It was persisting for a while, not too hard or heavy,
but it resolved by 2 or 3 in the afternoon on the 24th. In regarding to pain in ears she mentioned she no
longer had. She had beeps, noise in her ears even at the time she went to bed it was better. The outcome of
events paralyzed, pain in arm, tired, sleepy, was recovering, the outcome of events tachycard, pains in all of
her face, pain in both ears was resovled, the outcome of other events was unknown.
30 minutes after injection temporary paralysis of face lips and tongue. Partially resolved after 5 minutes fully
resolved after 3 hours
aprox 6 hours after vaccine pt developed right sided facial numbness and mouth ""acting weird"". pt seen at
ED and dx Bell's palsy. started on prednisone and Valtrex, pt has follow up with PCP end of March""
Bell's Palsy; got the shot around 9 am and facial paralysis began around 9 pm.
The patient began experiencing numbness on the right side of her face about 10 minutes after her vaccine
was administered into her right arm. She reported that the right side of her face felt like it was red and
swollen. She endorsed some drooping of her right eye. She was able to communicate fully, denied shortness
of breath, difficulty breathing, and difficulty swallowing. She denied irritation at the vaccine site or any new
rashes. Her only known allergy is to shellfish and iodine, which cause nausea and vomiting. The patient
waited for about 25 minutes following the administration of the vaccine. Her symptoms did not begin to
improve and it was recommended to contact EMS. The patient refused to call EMS and instead contacted her
physician and left the facility.
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Bell's palsy on right hand side of my face; extreme heat in my face; Red face and ears all day; Red face and
ears all day; This is a spontaneous report from a contactable consumer (patient). A 44-year-old female
consumer received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE) on 03Feb2021 at single dose in right arm
for covid-19 immunisation at the age of 44-year-old. Lot number was Ez9264. Medical history included
asthma, interstitial cystitis, allergy to peanuts. The patient experienced anaphylactic reaction with
GADAVIST. Concomitant medications were unknown. The patient received first dose of bnt162b2 (PFIZERBIONTECH COVID-19 VACCINE) on 13Jan2021 at 04:30 in right arm at the age of 44-year-old for Covid-19
immunisation (lot number was Gl3249). The patient was not pregnant. On 03Feb2021 at 07:15, the patient
experienced extreme heat in face that lasted 2 minutes. Red face and ears all day but no more extreme heat.
On 06Feb2021, Bell's palsy on right hand side of face occurred. The patient was not treated for the events.
The patient did not recover from the events. Patient was not covid tested post vaccination; patient did not
have covid prior vaccination.
Immediately, I had increased heart rate - 194 - I fainted to the ground. I became nauseous, sick and had
seizure like episode and then I had tingling sensation in my face and limbs. They gave me shot epi-pen - two
doses. I was pretty much paralyzed for hands and legs. I was brought to hospital and they treated me there
for about a week and I had muscle weakness. I gained feeling back in my hands but not in my feet. I was at
Haywood for a week. Outpatient therapy and a visiting nurse for three weeks. B12; Iron; Gabapentin and
that was for anxiety through it all. Test results came up as neuropathy on left side of my body. I have pins
and needles pain now. I did gain my walking back. I take Gabapentin for neuropathy pain. I went to hospital went one day and I didn't get anything back from them. I now use handicap parking for disability.
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I'm paralyzed; Anxiety; chills; Shaking but not fever; This is a spontaneous report from a contactable
consumer (patient). A 48-year-old female patient received the second dose of BNT162B2 (PFIZER-BIONTECH
COVID-19 VACCINE, solution for injection, Lot Number: EN6205), via an unspecified route of administration on
06Mar2021 as single dose for COVID-19 immunization. Medical history included hypertension, brain injury
(doesn't have a good memory), menopause and menopausal problem. The patient is on a lot of medications
(unspecified medication) for her Brain injury. The patient previously received the first dose of BNT162B2 on
unspecified date for COVID-19 immunization. The patient had her second dose on 06Mar2021 and had been
having bad like chills and shaking too but not fever. The patient was shaking bad (not clarified) there but she
doesn't know if it's part of her menopausal problem from my menopause (as reported) but she was shaking.
The patient mentioned that she was paralyzed. The patient stated that she was taking some Ativan for
anxiety, she has been so anxious; and she had been taking Benadryl. The outcome of the events was
unknown.
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left side of face just under cheek bone feels slightly numb and tingly, left side of mouth appears very, very,
very, slightly ""drooped"" like it does not match the right side of my mouth; left side of face just under cheek
bone feels slightly numb and tingly, left side of mouth appears very, very, very, slightly ""drooped"" like it
does not match the right side of my mouth; left side of face just under cheek bone feels slightly numb and
tingly, left side of mouth appears very, very, very, slightly ""drooped"" like it does not match the right side
of my mouth; This is a spontaneous report from a contactable consumer (patient himself). A 50-year-old male
patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route
of administration, administered in arm left on 06Mar2021 15:45 (at age of 50-year-old) (Lot Number: EN6206)
as single dose for COVID-19 immunization. Medical history included high blood pressure, high cholesterol,
obesity. There was known allergies: bee stings and sulfa drugs. Concomitant medications included
atorvastatin (LIPITOR); hydrochlorothiazide, lisinopril (LISINOPRIL HCTZ); and emtricitabine, tenofovir
disoproxil fumarate (TRUVADA). The patient reported ""left side of face just under cheek bone feels slightly
numb and tingly, left side of mouth appears very, very, very, slightly 'drooped' like it does not match the
right side of my mouth but you have to stare and look really close to notice it. Should I hold off on getting
my second dose in the next 3 or 4 weeks to see how this goes?"" The adverse events start time was
06Mar2021 20:45. The events did not result in emergency room visit or physician office visit. It was unknown
if treatment received for the events. There was no COVID prior vaccination or COVID tested post
vaccination. The outcome of events was not resolved.""
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Fever, low oxygen saturation, severe encephalopathy, kidney failure, bilateral pulmonary infiltrates, sepsis,
tachycardic, acidotic, intubated on ventilator since admission, paralyzed/sedated, ABG results showed high
CO2 and O2 retention, edema, electrolyte imbalance, ARDS, low hemoglobin and hematocrit levels, blood
transfusion needed
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facial paralysis; dizziness; weakness; palpitations; tingling; extremities numbness; panic; anxiety; chills; This is
a spontaneous report from a contactable consumer(patient) reported for himself. A 46-year-old male patient
received the first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE), via an unspecified route of
administration, administered in Arm Left on 06Mar2021 12:00 at single dose for covid-19 immunisation.
Medical history included left kidney missing. Patient had allergies to Ambroxol, levofloxacino, cefalosporina,
hidrocortizona. The patient's concomitant medications were not reported. First symptom took place 5
minutes after receiving the vaccine, it started with a severe dizziness followed by body weakness, quite
accelerated and uncontrolled palpitations, tingling and extremities numbness, mild right-sided facial
paralysis, panic feeling and anxiety. Finally, severe chills. Full recovery after 40 minutes with a mild
lightheadedness for a few hours. Vital signs kept stable at all times according to paramedics' diagnosis.
Patient received treatment for these events. Outcome of events was recovered. Information on the
lot/batch number has been requested.
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Guillain Barre Syndrome; POTS; Syncope; This is a spontaneous report from a contactable other hcp. A 43years-old female patient received first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for
injection), via an unspecified route of administration, administered in Arm Left on 23Dec2020 07:30
(Batch/Lot Number: EH9899) as SINGLE DOSE for covid-19 immunisation. Medical history included Known
allergies as wine. Concomitant medication included loratadine (CLARITIN [LORATADINE]) 10 mg, as needed,
daily for unspecified indication. On 23Dec2020 07:45 patient experienced Paresthesia tip of RIGHT little finger
within 10 minutes of vaccine. Tachy arrhythmia, loss of function in RIGHT little finger/hand, and syncope 45
minutes after vaccine while driving. Tachycardia, hypertension, generalized weakness, and severe fatigue
walking upstairs (persistent and worsened over several days). Loss of function/sensation RIGHT arm and
RIGHT leg 8 days after vaccination. Symptoms persisted and worsened. Diagnosed with Guillain Barre
Syndrome and POTS at follow up on 19Jan2021. She still have persistent
weakness/paresthesias/neuropathy. The patient underwent lab tests and procedures which included sars-cov2 test: negative on 31Dec2020. Seriousness criteria for all events was hospitalization.The events Guillan
Barre syndrome and syncope were medically significant. Outcome of the event Guillain Barre Syndrome was
recovering. Outcome of the other events was unknown.
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I scratched my leg and it would not clot. I am not on a blood thinner so I thought this was strange.; facial
paralysis; This is a spontaneous report received from a contactable consumer (patient). The consumer
reported for himself that the 71-year-old male patient received first dose of bnt162b2 (BNT162B2), via an
unspecified route of administration, administered in Arm Right on 01Mar2021 09:30 AM at single dose for
covid-19 immunisation. Medical history included hypertension from an unknown date and unknown if
ongoing. Family medical history relevant to ae(s) was none. Concomitant medication(s) included ongoing
amlodipine 5 mg taken for an unspecified indication from an unspecified start date and ongoing; ongoing
simvastatin 20 mg taken for an unspecified indication from an unspecified start date and ongoing; ongoing
ascorbic acid/betacarotene/ biotin/ calcium/ chloride/ chromium/ copper/ folic acid/ iodine/ lycopene/
magnesium/ manganese/ molybdenum/ nickel/ nicotinic acid/ pantothenic acid/ phosphorus/ potassium/
pyridoxine hydrochloride/ riboflavin/ selenium/ silicon/ thiamine/ vanadium/ vitamin b12 nos/ vitamin d nos/
vitamin e nos/ vitamin k nos/ xantofyl/ zinc taken for an unspecified indication from an unspecified start date
and ongoing and Hypertension drug. The patient experienced facial paralysis 45 minutes after the
administration on 01Mar2021 10:15AM with outcome of recovered , ""i scratched my leg and it would not
clot. i am not on a blood thinner so i thought this was strange."" on 02Mar2021 with outcome of recovered
on 02Mar2021. The report was assessed as srious and seriousness criteria of the events was medically
significant. Facility where the most recent COVID-19 vaccine was administered was School or Health Clinic.
The patient did not receive any other vaccines within 4 weeks prior to the COVID vaccine. No treatment was
received for the adverse event. Prior to vaccination, the patient was not diagnosed with COVID-19. Since the
vaccination, the patient has not been tested for COVID-19. The other vaccinations within four weeks prior to
the first administration date of the suspect vaccine(s) was none. The clinical course was reported as follows:
On the drive home from receiving the vaccine, I experienced facial paralysis that lasted about an hour. The
next day, I scratched my leg and it would not clot. I am not on a blood thinner so I thought this was strange.
Information on the lot/batch number has been requested.""
Pfizer COVID-19 Vaccine EUA Patient presents 3/23/21 for medical monitoring of syncopal episode s/p COVID
- 19 vaccine # 2. Lowered to the floor by vaccine staff. Patient reports symptoms of weakness, other wise
states she """"feels fine"""". Two additional syncopal episodes witnessed by myself when patient attempts to
change position. Past medical history is significant for mild persistent allergic asthma, pre-diabetes, OSA,
obesity and BPPV. Patient reports history of same reaction s/p previous vaccine. At a approximately 0837
patient was noted to have a worsening rash present to her face. EpiPen administered via left lateral thigh
at 0838. EMS called to transport patient the ED for further evaluation. Treatment administered: epipen
(lot 0FM406, exp 02/22) left lateral thigh at 0838. Upon arrival to the ED, patient's temperature is 98.8¶
F, heart rate 92-103, respiratory rate 30, saturating 99% on room air with blood pressure 164/91. The
patient's laboratory studies were largely unremarkable. While in the ED, the nurse was getting ready to
get the patient up to the commode when the patient started to """"not feel right again."""" She asked her
to administer the medications for allergic reaction and reports wall the 2nd medication was being infused,
she felt paralyzed and unable to talk, although she was able to hear everything and was aware, she was
unable to move or speak for a short amount of time. CT head with completed at this time and showed no
acute intracranial findings. Chest x-ray unremarkable. EKG showed normal sinus rhythm with sinus
arrhythmia, heart rate 80 and prolonged QT at 470. The patient was administered Solu-Medrol 125 mg IV,
Pepcid 20 mg IV, Benadryl 50 mg IV, normal saline 1 L IV. Pt was admitted to hospital for observation. The
patient was seen on the unit laying in bed with her husband at the bedside. She reports that she is feeling
slightly better and hungry and has never felt at paralyzed/unable to speak feeling before and is very
nervous about this. She was wondering if she had a seizure, although she reports feeling aware the entire
time and did not lose bowel or bladder function. We discussed that that is not typical for a seizure, but even
if we did an EEG at this time, it would not be able to tell us what occurred in the past. We discussed
continue the Benadryl, Pepcid, and IV steroids for today and likely decreasing them tomorrow. We discussed
the workup of syncopal episodes as well. The patient and her husband were agreeable to this plan. Patient
was discharged from the hospital on 03/24/2021 in a stable medical condition. Patient was instructed to
follow-up with her PCP in 1 week.""
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Bell's Palsy; Arm sorness; This is a spontaneous report from a contactable consumer (wife) from a Pfizer
Sponsored Program. A 51-year-old male patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19
VACCINE, Solution for injection; Lot number was not reported) via an unspecified route of administration, at
the age of 51-year-old, administered in Arm Right on 01Mar2021 13:00 as SINGLE DOSE for covid-19
immunisation. The patient medical history was not reported. The patient's concomitant medications were
not reported. The patient experienced arm soreness in Mar2021 (after vaccination). The patient experienced
bell's palsy/experienced no mobility in the left side of the face and was diagnosed with bells palsy on
08Mar2021. The patient went to the ER in response to bell's palsy. Outcome of the events was unknown.
Information about lot/batch number has been requested.
Slight left side face and lip droop; This is a spontaneous report from a contactable consumer (patient). A 42year-old female patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution
for injection, lot number: EN6199), via an unspecified route of administration in left arm on 05Mar2021 08:00
as single dose for COVID-19 immunization. Patient had COVID prior vaccination. The patient had no known
allergies and no other medical history. The patient was not pregnant. There were no concomitant
medications. There were no other vaccine in four weeks and no other medications in two weeks. The patient
experienced slight left side face and lip droop on 05Mar2021 09:30. There was no treatment for the event.
The patient was not COVID tested post vaccination. The outcome of the event was not recovered.
Sitting in the waiting room after the shot, I started to experience difficulty swallowing about 15 minutes
after shot followed by tingling around both upper & lower lips. Doctor on site saw that I was having an
event which he thought was either a TIA or Stroke because my smile was crocked, lip was drooping and BP
was very high. The doctor ordered an Ambulance who transported me to hospital as the doctor said they
were equipped to handle such an event as they are a Trauma 1 hospital.
Weakness in hands, feet and legs; Facial numbness and drooping 30 mins after injection; Facial numbness and
drooping 30 mins after injection; This is a spontaneous report from a contactable consumer (patient). A 26year-old female patient received the first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE) via an
unspecified route of administration, administered in left arm on 12Mar2021 14:00 (Batch/Lot number was not
reported) as single dose for covid-19 immunization at age 26 years old. The patient was not pregnant at the
time of vaccination. The patient had covid prior to vaccination. No known allergies. Patient was not tested
post vaccination. There were no concomitant medications. No other vaccines in four weeks and no other
medication in two weeks. On 12Mar2021 14:30, 30 mins after injection, the patient experienced facial
numbness and drooping 30 mins after injection. On 13Mar2021 02:00, weakness in hands, feet and legs
starting 12 hours after injection. Treatment was not given for events. The patient had not recovered from
the events. Information about lot/batch number has been requested.
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Paralyzed in his arms and legs; Legs were weak; Severe shivers; This is a spontaneous report from a
contactable consumer, the patient. A 75-year-old male patient received the second dose of BNT162B2 (PFIZERBIONTECH COVID-19 MRNA VACCINE; Lot number: EN6198), via an unspecified route of administration in the
right arm on 02Mar2021 at 09:30 (at the age of 75-years old) as a single dose for COVID-19 immunization.
Medical history included dizziness, hyperuricemia (he produces too much uric acid and it causes kidney
stones), back pain, COVID-19 in Dec2020 and was cleared by the end of Dec2020. Ongoing concomitant
medications included diazepam for dizziness since 1978, allopurinol for hyperuricemia, oxycodone
hydrochloride/paracetamol (PERCOCET) for back pain since 7-8 years ago. There were no other vaccines
administered on the same day or within 4 weeks prior to the vaccination. The patient previously received
the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE; Lot number: EL9262) on 09Feb2021
at 09:30 (at the age of 75-years-old) in the left arm and experienced muscle aches. On 02Mar2021 at 21:00,
the patient experienced severe shivers. On 03Mar2021 at 02:30, the patient woke up to go to the bathroom
and noticed his legs were weak. On 03Mar2021 at 07:00 he was paralyzed in his arms and legs- he could feel
his muscles but couldn't make them move. He just laid there for ten hours, and it was scary, and he thought
that over a period of time the vaccine would get filtered out. After that, he was fully recovered and able to
move. The events did not require a visit to the physician or the emergency room. The patient was concerned
that he got the second shot too soon after having COVID-19 in Dec2020. The clinical outcome of legs were
weak and paralyzed in his arms and legs was resolved on 03Mar2021, severe shivers was resolved on
04Mar2021.
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Part of the face started to clench a little, don't know if that's part of Bell's palsy or that was just; Heart
palpitations; Chills; This is a spontaneous report from a contactable consumer, who reported for himself. A 50years-old male consumer received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE
lot EN6206), via an unspecified route of administration, on 03Mar2021 at 3:15 pm (at the age of 50-years-old)
as a single dose for COVID-19 immunization, in left arm. Relevant medical history included cholesterol.
Concomitant medications included: Rosuvastatin 20mg, once a day for cholesterol, started a year ago and
Vitamin C. On 03Mar2021, the patient had heart palpitations that lasted multiple days. I went to a
cardiologist and he wasn't sure whether I should do a second vaccine dose, given that was one of the side
effect. He gave me metoprolol which took down the heart rate. But I had the chills, I had part of the face
started to clench a little. I don't know if that's part of Bell's palsy or that was just, I just don't know. It
wasn't strong, it went away relatively quickly, within 4 hours. Treatment for heart palpitation: Metoprolol
Tartrate, 25 mg, one. No treatment received for chills. The clinical outcome of the events Heart palpitations
and chills was recovered on 11Mar2021, the outcome of the event face started to clench a little was
recovered on 03Mar2021.
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foot became paralyzed; a deep gripping pain in the diaphragm area; leg experienced increasing
pain/increasing pain from foot; increasing pain from foot to hip; left foot grew completely numb; Breathing
labored; Weakness in left leg; Cramping of calf muscle; chest cavity pain/chest pains left side; ribcage pain;
Chills; headaches; Skin hypersensitive on my upper back; back sensitivity; This is a spontaneous report from a
contactable consumer (patient). A 71-year-old male patient received bnt162b2 (BNT162B2), dose 1 via an
unspecified route of administration at the age of 71-years-old, administered in Arm Left on 26Feb2021 13:00
(Lot Number: EN6202) as single dose for COVID-19 immunization. The patient medical history was not
reported. The patient had no known allergies. Concomitant medication included ibuprofen taken for an
unspecified indication, start and stop date were not reported. The patient received 2nd Shingrix vaccination
on 24Jan2021. The patient experienced ""foot became paralyzed"", ""a deep gripping pain in the diaphragm
area"", ""leg experienced increasing pain"", ""increasing pain from foot to hip"", ""left foot grew completely
numb"", ""breathing labored"", ""weakness in left leg"", ""cramping of calf muscle"", ""chest cavity pain"",
""ribcage pain"", chills, headaches on 26Feb2021 13:45. The patient also experienced ""skin hypersensitive on
my upper back"" and ""back sensitivity"" on 2021. The patient reported that, ""There were no immediate
reactions during the 15 minute wait period. Forty-five (45) minutes after my injection I was hit with a rush of
side effects. The first was a deep gripping pain in the diaphragm area. While seated, my left leg experienced
increasing pain from foot to hip. In short order, my left foot grew completely numb and this extended up my
calf to my knee. My foot became paralyzed. The intense leg pain remained steady. Breathing labored. The
left foot and calf numbing and paralysis finally subsided 4.5 hours after injection. Saturday through
Wednesday, 28Feb to 03Mar2021: Weakness in left leg. Cramping of calf muscle. The chest cavity pain began
to intensify. Chills arrive plus daily headaches. During this reaction period: NO fever, nausea, diarrhea, loss of
taste / smell, sore throat, congestion or runny nose. Headache, chills, joint & ribcage pain remain. Skin
hypersensitive on my upper back. 15Mar2021: Day 17: Chest pains left side, mild headache and some back
sensitivity with chills remain."" The adverse event started on 26Feb2021 02:30 AM (as reported). Adverse
events did not result in either emergency room visit or physician office visit. No treatment received for
events. The outcome of the events ""foot became paralyzed"" and ""left foot grew completely numb"" was
recovered on 26Feb2021 17:30 (left foot and calf numbing and paralysis finally subsided 4.5 hours after
injection) while for other events was not recovered. The patient was not diagnosed with COVID prior
vaccination. The patient was tested for COVID post vaccination (LUMIRADXSARS-COV-2-AG TEST) via nasal
swab on 06Mar2021 with negative result. The event ""foot became paralyzed"" was considered as serious
(medically significant).""
Bell's Palsy; her face felt numb; tingling and pain on her left ear; tingling and pain on her left ear; This is a
spontaneous report from a contactable consumer. A female patient of an unspecified age received
bnt162b2 (BNT162B2), dose 1 via an unspecified route of administration on 08Mar2021 as single dose for
Covid-19 immunisation . The patient medical history and concomitant medications were not reported. The
patient experienced bell's palsy on 08Mar2021 with outcome of unknown. On her way home the patient
face felt numb , tingling and pain on her left ear The reported events were considered Important Medical
Events. The patient is wondering if the Company has been informed about Bell's palsy. Information about
batch/lot number has been requested.
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Her left arm and face were numb; mass/swelling on her face; The left side of her face is drooping; face
became swollen; face became swollen and inflamed; face was still swollen and sore; This is a spontaneous
report from a contactable consumer (patient) and a contactable nurse. This 68-year-old female patient
received the 1st dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: EN6208, expiration
date: 30Jun2021) via intramuscular in the left arm on 12Mar2021 at 14:10 at single dose for COVID-19
immunisation. Medical history included hyperlipidemia, pneumonia and flu. The patient had family medical
history of diabetes. Concomitant medications included estrogens conjugated (PREMARIN) ongoing. The
patient was not pregnant. The patient no other vaccine in four weeks or other medications in two weeks.
The left side of the patient's face became swollen and inflamed. Five days later the left side of her face was
still swollen and sore. The left side of her face was drooping. Events started date was 12Mar2021 at 15:00
PM. No treatment for AE was received, except events ""mass/swelling on her face"" and ""Her left arm and
face were numb"". The patient had no COVID prior vaccination, no COVID tested post vaccination. A nurse
reported that the 2nd dose was scheduled for 05Apr2021. The patient had last blood work (reported as BW)
on Sep2020 with comments: normal. The left side of patient's face was drooping on 14Mar2021. The nurse
stated patient went to ER. Her left arm and face were numb. They noticed a mass/swelling on her face.
Outcome of the events ""mass/swelling on her face"", ""Her left arm and face were numb"" was unknown, of
the other events was not recovered.; Sender's Comments: A contributory role of BNT162B2 to event the left
side of her face is drooping is considered possibly based on temporal association and known safety profile.
The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer
procedures for safety evaluation, including the review and analysis of aggregate data for adverse events.
Any safety concern identified as part of this review, as well as any appropriate action in response, will be
promptly notified to Regulatory Authorities, Ethics Committees and Investigators, as appropriate.""
left-side facial drooping began within 8 hours; feeling dizzy; ntense fatigue; full body aches; Facial numbness;
Low fever; chills; heavy heart beat; intermittent cramps of the abdomen and on the left side (between hip
and rib cage); Swollen lymph nodes in the neck; constipation; This is a spontaneous report from a contactable
consumer (patient). A 39-year-old male patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE,
solution for injection), dose 1 via an unspecified route of administration, administered in left arm on
11Mar2021 12:15 (lot number: EN6208) as single dose at the age of 39 years old for COVID-19 immunisation.
Medical history included allergies: minor reaction to iodine CT contrast. Concomitant medications included
fish oil, turmeric [curcuma longa rhizome] (TURMERIC), and xantofyl (LUTEIN); all taken for an unspecified
indication, start and stop date were not reported. The patient previously took iodine and experienced
allergies (minor reaction to iodine CT contrast). On 11Mar2021 12:45 PM, within an hour of the shot, the
patient started feeling dizzy. Intense fatigue and full body aches set in within 3 hours. Facial numbness and
left-side facial drooping began within 8 hours. Low fever, chills, heavy heartbeat, and intermittent cramps of
the abdomen and on the left side (between hip and rib cage) began within 18 hours. Swollen lymph nodes in
the neck and constipation began within 48 hours. Facial numbness, heavy heartbeat, and fatigue persist,
though drooping has become less pronounced and the other symptoms have largely resolved at 100 hours
since the first shot. Seeking guidance on whether further medical help should be sought (did nurse line call
with insurance company) and whether the booster shot should be administered. The AEs resulted in doctor
or other healthcare professional office/clinic visit. No treatment was given for the adverse events. The
patient has not been tested for COVID post vaccination. The patient was not diagnosed with COVID prior to
vaccination. No other vaccines received four weeks prior to COVID vaccination. Outcome of the events was
recovered with sequelae.
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I couldn't move for about 4 hours, I was slight paralyzed laying on the floor; IV (intravenous) by needle; This
is a spontaneous report from a contactable consumer (patient). A 78-year-old male patient received
bnt162b2 (BNT162B2), dose 2 intravenous (at the age of 78-years-old), administered in Deltoid Left (reported
as left shoulder) on 15Mar2021 (Batch/Lot number was not reported) as single dose for COVID-19
immunization. Medical history included none. The patient's concomitant medications were not reported. The
patient previously received bnt162b2 (BNT162B2), dose 1 via an unspecified route of administration (at the
age of 78-years-old), administered on 22Feb2021 (Batch/Lot number was not reported) as single dose for
COVID-19 immunization. The patient stated, ""I received my second Pfizer shot (captured as Unspecified
medication) on Monday (15Mar2021) and on Monday night (15Mar2021) I woke up on the floor and I couldn't
move for about 4 hours, now finally got back into the bed by 5 o'clock in the morning and I was slight
paralyzed laying on the floor and I felt it. You may did know about this because it is probably related to the
vaccine. They have improved drastically (events), after yesterday I tried to get some sleep because I laid on
the floor for 4 hours, but today I feel alright."" The route of administration was ""IV (intravenous) by
needle."" No treatment received for the events. The outcome of the events ""I couldn't move for about 4
hours, I was slight paralyzed laying on the floor"" was recovered on an unspecified date. The event Paralyzed
was considered as serious (medically significant). Information about Batch/Lot number has been requested.""
I had a stroke on the right side of my brain; My whole left side is paralyzed; This is a spontaneous report
from a contactable consumer (patient). A 68-year-old male patient received second dose of BNT162B2
(PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of administration, administered in arm left
on 19Mar2021 at 10:30 (Lot Number: EN7539) (at the age of 68-year-old) as single dose for COVID-19
immunisation. Medical history included diabetes from an unknown date and unknown if ongoing and
pituitary tumor from 2004 to an unknown date. Concomitant medication included metformin taken for an
unspecified indication, start and stop date were not reported. The patient previously received first dose of
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of administration, administered in
arm left on 26Feb2021 at 10:30 (Lot Number: EN6205) (at the age of 68-year-old) as single dose for COVID-19
immunisation. On 19Mar2021 at 21:00, the patient reported that: ""I had a stroke on the right side of my
brain. My whole left side is paralyzed. I am an invalid walker. This has changed every aspect of my life"". The
events were serious, after emergency room visit the patient was hospitalized for 2 days, the events were
also life-threatening and disabling. Therapeutic measures were taken as a result of the events and included
physical therapy. On an unspecified date, the patient underwent lab tests and procedure which included
electrocardiogram (ECG), chest X-rays, magnetic resonance imaging (MRI), all results were unknown. The
patient outcome of the events was not recovered.""
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severe allergic reaction; has a drop foot that felt rubbery; Dizziness; Dry mouth; This is a spontaneous report
received from two contactable consumers (once is patient himself). A 79-year-old male patient received first
dose of BNT162b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE, solution for injection and Lot Number:
EN6208), via an unspecified route of administration in the left arm on 15MAR2021 15:15 (at the age of 79years-old) at a single dose for COVID-19 immunization. Patient medical history included Diabetes ongoing,
patient has had three heart attacks. The first was over 20 years ago. He is waiting to have a stress test
prior to having an angioplasty and Heart condition ongoing. Concomitant medications were reported as
none. Lab data includes patient had all kinds of testing at the emergency room, test results that he had at
the emergency room were all negative. They checked his heart and did a CT scan on 15Mar2021. Patient
received the first dose of the COVID-19 vaccine on 15Mar2021. He received the vaccine at 3:15 pm. Within a
minute after getting the vaccine he was getting dizzy. He was monitored for 15 minutes. He thought the
dizziness went along with it. On the way home the dizziness was really hard to explain. He has never gotten
this dizzy. It took his whole head over. It wasn't a spinning dizziness. He is 79 years old and has a lot of
physical problems. He has a drop foot on his good leg. When he got home his drop foot felt rubbery. It is not
usually like this. He also had a dry mouth. The papers said this is under the severe allergic reaction. Patient's
daughter called the doctor and was told to go to the emergency room. He had all kinds of testing at the
emergency room. 3-4 hours later the dizziness dry mouth went away. His foot was back to normal. He is
wondering about the second dose. He is asking if the second dose will be stronger than the first. Patient
received first dose of vaccine on 15Mar2021 and experienced dizziness, he believes it was a severe allergic
reaction. His symptoms subsided a few hours later. He has a history of diabetes and heart issues. Event has
already been reported to Pfizer. Patient has a Nuclear cardiac stress test on 01Apr2021. His second dose is
schedule for 06Ap2021. He would like to know is it safe to get second dose considering his side effects.
Outcome of event (severe allergic reaction) was unknown and recovered on 15Mar2021. No follow-up
attempts are possible and no further information was provided
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Bell's palsy; got second dose early on 11Mar2021, it was originally scheduled for 14Mar2021; got second
dose early on 11Mar2021, it was originally scheduled for 14Mar2021; This is a spontaneous report from a
contactable consumer (patient's daughter). A 67-year-old female patient (mother) received BNT162B2 (PFIZERBIONTECH COVID-19 VACCINE), second dose intramuscular, administered in the left arm on 11Mar2021 at
19:20 (batch/lot number: EN6207) as a single dose for COVID-19 immunisation. Medical history included
ongoing high cholesterol. Concomitant medications included ongoing high cholesterol meds (unspecified). The
patient had no vaccinations within four weeks prior to the first administration date of the suspect vaccine.
The consumer was calling on behalf of her mother who doesn't speak English who got the Pfizer COVID-19
vaccine second dose on the 11Mar2021 then was admitted to the hospital on 17Mar2021 with a diagnosis of
Bell's palsy. She said that her mother's vaccine card was handwritten and does not provide NDC/EXP. She
said that the LOT for her mother's first dose was EN6203, which she got on 21Feb2021 at 02:30PM. She said
that the second dose for her mother was injected at 07:20PM 11Mar2021. She said that her mother was
admitted to the hospital at 03:00PM 17Mar2021 after she took her to the emergency room. She said her
mother was prescribed steroids and antivirals. She said for diagnosis at first they did CAT scan, X-ray, MRI,
and an echo to verify not a stroke, which those were negative for stroke. She said that her mother was
discharged from the hospital yesterday on the 18th at about 03:15PM. She said her mother was currently
feeling about the same right now, she has no issues with motor skills, it was primarily facial droopage. She
clarified that the steroids her mother was prescribed for treatment was Prednisone 20 mg, that came in a
pharmacy bottle that does not provide NDC/LOT/EXP on the label. She said the label says discard by
18Mar2022. She said her mother was prescribed to take Prednisone 20 mg tabs, 3 tabs by mouth in the
morning for 6 days. She says for the antivirals for treatment, her mother was prescribed Valacyclovir HCl 1
gm tab twice a day morning and night for 7 days. She said this was also dispensed in a pharmacy bottle
without NDC/LOT/EXP provided on pharmacy label. She said her mother has not had any other recent
vaccinations or started any new medications. She asked if the purpose of calling was just to give information
about what had happened, since the hospital said to report it to Pfizer, and she was not sure exactly why.
She said her mother was on insurance plan and she doesn't know if there was any assistance with that for
hospital bills, but they didn't say if there was anything towards that. She said she wonders if there was
information with medical bill assistance for this being kind of diagnosed or someone to notify. She said she
would also like to know if this could be because her mother's second dose was early, it was originally
scheduled for 14Mar2021, but due to the weather there, the blizzard, they had her mother come in early to
get shot. The seriousness criteria of the event Bell's palsy was hospitalization, duration of stay was
overnight: 17Mar2021 to 18Mar2021. The outcome of the event Bell's palsy was not recovered.
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tight facial drooping; numbness in right arm, neck and head; Right lower arm swelling; The initial case was
missing the following minimum criteria: unspecified adverse event. Upon receipt of follow-up information on
12Mar2021, this case now contains all required information to be considered valid. This is a spontaneous
report from a contactable consumer (patient). A 35-year-old female patient received BNT162B2 (PFIZERBIONTECH COVID-19 VACCINE, solution for injection), dose 1 via an unspecified route of administration,
administered in right deltoid on 28Dec2020 09:12 (lot number: EH9899; Expiration Date: Mar2021) as single
dose at the age of 35 years old as COVID vaccine. The patient's medical history and concomitant medications
were not reported. On 28Dec2020 09:20, the patient experienced right lower arm swelling, numbness in
right arm, neck and head. Eventually had tight facial drooping. The patient went to emergency department.
The events numbness and facial drooping resulted in visit to physician office and emergency room. The
patient was not admitted in the hospital. No treatment was received for the adverse events. The patient
underwent CTA neck and CTA head; both on 29Dec2020 with negative results. The patient recovered from
the events on unspecified date.
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left eye and left side of mouth was not working/Bell's palsy.; left ear was hurting all day; drainage in patient
left ear; neck down to elbow was sore; neck down to elbow was sore/soreness on arm; neck down to elbow
was sore; This is a spontaneous report from a contactable consumer. This 32-year-old female consumer (nonpregnant) reported for herself that she received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), dose 1 via
an unspecified route of administration, administered in arm left on 13Mar2021 10:00 (Batch/Lot Number:
EN6208) as single dose for covid-19 immunisation. Medical history was none. Concomitant medications
included metformin and prenatal vitamin. Patient didn't receive any other vaccines within 4 weeks prior to
the COVID vaccine. About 30 mins after the shot patient neck down to elbow was sore. On 14Mar2021 the
soreness on arm went away but patient neck was still sore. 14Mar2021 night there was drainage in patient
left ear. On 15Mar2021 patient left ear was hurting all day. 16Mar2021 morning (07: 45 am) patient woke
up with no more pain in left ear, but left eye and left side of mouth was not working. Patient went to ER and
they said patient have Bell's palsy. Patient had no control of the left side of face by 18Mar2021. The patient
was not diagnosed with COVID-19 prior to vaccination. Since the vaccination, patient had not been tested for
COVID-19. Event Bell's palsy resulted in emergency room/department or urgent care, disability or
permanent damage, and patient received unspecified medications as treatment for the event. Outcome of
events pain in arm/elbow was recovered on 14Mar2021, outcome of event left ear was hurting was
recovered on 16Mar2021, outcome of events Bell's palsy and neck pain was not recovered, and outcome of
event drainage in patient left ear was unknown.
Bell's Palsy started pain up arm and up neck 30 minutes after vaccine; Bad migraine for days leading up to
bell's Palsy; numb tongue; dismissed taste; bad neck pain; pain up arm; This is a spontaneous report from a
contactable other healthcare professional (patient). An adult male patient received the first dose of
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of administration, administered in
arm left on 09Mar2021 as a single dose for covid-19 immunisation. The vaccine was administered at the
hospital. Medical history included obese, diabetes, and high blood pressure. The patient previously took
clindamycin and losartan and both experienced drug allergy. It was reported that the patient experienced on
09Mar2021 were bell's palsy started pain up arm and up neck 30 minutes after vaccine, bad migraine for
days leading up to bell's palsy, numb tongue, dismissed taste days before, bad neck pain. The patient was
perfectly fine weeks before vaccine and not very happy with Pfizer right now this was his first dose. The
patient underwent lab tests and procedures which included sars-cov-2 antibody test (nasal swab): negative
on 18Mar2021. The reported events resulted in doctor or other healthcare professional office/clinic visit and
emergency room/department or urgent care. Therapeutic measures were taken as a result of events as the
patient received antivirals and steroids. The outcome of the events was not recovered. Information on the
lot/batch number has been requested.; Sender's Comments: Based on the temporal association, a possible
contributory role of vaccination with BNT162B2 to the reported events bell's palsy, migraine, numb tongue,
dismissed taste, neck pain and pain in arm cannot be excluded. The impact of this report on the benefit/risk
profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including the
review and analysis of aggregate data for adverse events. Any safety concern identified as part of this
review, as well as any appropriate action in response, will be promptly notified to regulatory authorities,
Ethics Committees, and Investigators, as appropriate.
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short of breath; fear and anxiety or from the vaccine; fever blisters; fear and anxiety or from the vaccine; like
bells palsy; numbness of the right side of her face from her jaw to her ear and up to her right eye; This is a
spontaneous report from a contactable consumer (patient). A 66-year-old female patient received first dose
of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection, lot number: EL9267), via an
unspecified route of administration, on 26Feb2021 (received at the age of 66-years-old), at a single dose for
COVID-19 immunization. Medical history included cold sores, 2 knee surgeries, and ADD (Attention deficit
hyperactivity disorder) from an unspecified date and ongoing (diagnosed at 30-years-old). Concomitant
medications included methylphenidate hydrochloride (RITALIN), amfetamine aspartate, amfetamine sulfate,
dexamfetamine saccharate, dexamfetamine sulfate (ADDERALL) and other regular medication. The patient
received first dose of Pfizer BioNTech vaccine and developed numbness of the right side of her face from her
jaw to her ear and up to her right eye on 26Feb2021. It felt like she had received a lidocaine injection. Her
doctor said this can happen with RNA vaccines, affect the 7th cranial nerve and develop Bell's Palsy. She was
prescribed Valacyclovir 1mg and has taken it for 3 days. She wants to know what the other Bell's Palsy
cases were like. She wants to know what their treatments were. Her doctor said it was okay to receive her
second dose at 8am on 20Mar2021 but she wants to do her due diligence and see if there is a case report or
study on these patients that developed this side effect. The patient further explained that she had her first
dose on 26Feb2021 and was she was there for the 15 minutes for observation. On her way home, the right
side of her mouth and the right side of her nostril were numb like Novocaine that you get at the dentist. She
said that the numbness traveled up the right side of her jaw to her ear and then over to her right eye. When
she got home, she told her daughter and she said that she thought it was because she volunteered all day
and was worn out and anxious (26Feb2021). She said that she slammed water and ate crackers and after
about a 1.5 hours she started to feel better. She said that she then she called her physician and the doctor
told her that it was flaring the nerve root like bells palsy and that it is a RNA Virus. She said that she was
placed on some medication for it, but was wondering if she should get the second dose of the vaccine. She
said that the doctor asked her if she had previously had cold sores and she said yes. The caller said that her
doctor said that it is exactly what that is. The patient stated that she was also short of breath on an
unspecified date, but thought it was from fear and anxiousness. She does not know if it was from fear and
anxiety or from the vaccine. She said that the doctor told her to take the medication 3 days before and 3
days after her second dose. She clarified that the doctor put her on Valacyclovir HCl 1Gm tablets 1 a day.
She said that she broke out with fever blisters on 02Mar2021. She really did not think anything of it until
speaking with friends in the medical field and they told her to follow up with this. She added that the fever
blisters are healing and only a tiny bit left. It is at the scab and end of healing. Outcome of numbness of the
right side of her face from her jaw to her ear and up to her right eye was recovered on 26Feb2021. Outcome
of fever blisters was recovering. Outcome of other events was unknown.
she thought she was getting Bell's Palsy; Lymph nodes swelled; This a spontaneous report from a contactable
consumer (patient). A 60-year-old female patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE),
dose 1 via an unspecified route of administration, administered in Arm Left on 19Mar2021 17:30 (at the age
of 60years) as single dose for Covid-19 immunization. There was no medical history; no known allergies. The
patient is not pregnant at the time of vaccination. Concomitant medications included colecalciferol (VITA D);
ascorbic acid (VITAMIN C); fish oil; ubidecarenone (COQ10); magnesium; and zinc; all taken for an unspecified
indication, start and stop date were not reported. The patient was not diagnosed with COVID-19 prior to
vaccination. The patient did not receive any other vaccines within 4 weeks prior to the COVID vaccine. The
patient reported that her lymph nodes swelled on the same side where she received the shot. Also, the left
side of her checks down to neck and shoulders felt weird, she can't quite explain the feeling; she thought she
was getting Bell's Palsy which is one of the adverse reactions. She was alarmed as she was unaware of the
swelling of the lymph nodes. The adverse events occurred on 19Mar2021 (16:30). There was no treatment
received for the adverse events. The patient has not been tested for COVID-19 since the vaccination. The
outcome of events was recovering. Information about lot/batch number has been requested.
left side numbness and tingling throat 1/2 closed, right side lip
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Immediately after the vaccine was completed pt began to develop a periorbital headache. That headache
persisted and worsened over the following 1-2 months. She then developed a 6th cranial nerve palsy. A
brain/orbital MRI with contrast showed diffuse inflammation and enhacement of the orbit consistent with an
auto-immune Tolosa Hunt Syndrome. She is currently getting an extensive work up for other possible causes
of this but the temporal correlation to the vaccine was a concern that warranted reporting.
Patient was observed for 30 min after her second dose of covid-19 vaccine (note patient decided to take
diphenhydramine immediately after receiving this dose of vaccine because she experienced a spike in her
blood pressure with her first covid-19 vaccine). Patient felt fine and left the vaccine clinic. But about 2 hours
after receiving the second dose, patient developed numbness, right upper and lower extremity weakness
and headache. Upon presentation to the ED, patient developed right sided facial droop and ongoing right
upper and lower extremity weakness and headache. Stroke protocols were initiated including offering tPA
for clinical stroke, but patient declined it. At workup, her EKG showed a sinus rhythm, she had not reported
recent illness. A CT angiogram showed no significant flow limiting stenosis either in the neck or head and
there was no perfusion deficit. However, incidental bilateral aneurysms were discovered at the anterior
cerebral arteries at the junction of the A3 segments and pericallosal arteries. There was no evidence that
they had hemorrhage and they are small, less than 5 mm in diameter and neurosurgery has evaluated the
patient and is not recommending any urgent intervention. The next day the patient was doing well,
presenting symptoms/deficits resolved except for ongoing mild headache. An MRI examination of the brain
has shown no acute infarct and normal brain morphology was described. She had an echocardiogram, which
showed grossly normal left ventricular size and systolic function with an estimated ejection fraction of 65%.
Amlodipine was started for elevated blood pressure. Note: patient had a history of hypertension but was not
on medications for this prior to admission. Neurology consult = ?This is a peculiar event. It is unclear if the
patient had a TIA or COVID reaction to a COVID vaccination or a reaction to headache. She does not exhibit
a completed stroke on MRI scan. She has recovered completely except for mild headache. Incidental
aneurysms were discovered and at some point she should have follow up for that. She should have a follow
up with the stroke service. In the meantime, I think it is reasonable to continue with daily aspirin on this
patient. Note that she had a cryptogenic TIA.?
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4:30pm slight nausea; arm pain; mild headache 5:00 pm headache more severe; up the back of head,
described as unusual pain; thought a migraine was coming on. 5-7:00pm headache continues to worsen; chills;
research on line side effects of Pfizer vaccine and they coincide with symptoms; 7:05 gets up to urinate (no
assistance needed); screams out in pain 3 times while on toilet; starts to vomit; right side of face (eye and
cheek and mouth droop like a stroke; left hand starts to curl. Loses consciousness immediately thereafter.
911 call; paramedics on the way; airway was swept and clear; gurgled breathing. Rushed to Hospital and
assessed as having massive brain bleed. Pronounced dead at 10:22pm. Acute Hemorrhagic Stroke on Death
Certificate.
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face felt like plastic; Acute pain in base/spine of neck; dizziness; difficulty breathing & swallowing; difficulty
breathing & swallowing; nausea; metallic taste in mouth; double vision; This is a spontaneous report from a
contactable consumer. A 49-years-old non-pregnant female patient received bnt162b2 (BNT162B2), dose 2
via an unspecified route of administration, administered in left arm on 18Mar2021 at 08:15 (Batch/Lot
Number: EP7534) as a single dose at the age of 49, for Covid-19 immunisation. Medical history included
juvenile- als, and a sulfa allergy. The patient had not received any other vaccines within 4 weeks prior to the
COVID vaccine. Concomitant medications were not reported. On 18Mar2021, after use of product patient
developed Acute pain in base/spine of neck, dizziness, difficulty breathing & swallowing, nausea, metallic
taste in mouth, face felt like plastic, double vision. The patient was not hospitalized nor was treatment
received for the events. The outcome of the events was recovered. Prior to vaccination, the patient was not
diagnosed with COVID 19. Since the vaccination, the patient has not been tested for COVID 19. Additional
Information has been requested.
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facial paralysis/facial drooping/facial palsy/eyes started drooping and then mouth started drooping; strange
feelings in face; This is a spontaneous report received from a Pfizer sponsored program.This contactable
consumer patient himself and a contactable physician psychologist, (parent of patient reported) that a 33year-old male patient received BNT162B2 (Pfizer-BioNTech COVID-19 mRNA vaccine), dose 1 via an
unspecified route of administration, administered in left arm on 21Mar2021 16:15 (Batch/Lot number was not
reported) as single dose for COVID-19 immunisation. The patient's medical history and concomitant
medications were not reported. Patient had no known allergies. Prior to vaccination, the patient was not
diagnosed with COVID-19. Patient did not receive any other vaccines within 4 weeks prior to the COVID
vaccine. Patient did not receive any other medications within 2 weeks of vaccination. On 21Mar2021 at
07:30 PM, after receiving his first dose, he began noticing facial drooping, which began to intensify, on the
right side. He was advised by a medical professional to immediately call an ambulance and he was then
taken to an emergency room where received a CT scan and full bloodwork on Mar2021. Luckily, the facial
palsy began to subside and he was able to return home after the test results came back and a stroke was
ruled out - it was stated that this was some kind of immuno-reaction to the vaccine. He still felt as though his
face was still not 100% back to normal and still felt a bit droopy (noticeable in the mirror) yet it does feel
better than on 21Mar2021 evening. Patient had a nasal swab on 22Mar2021 with negative result. One of
the reporters is a psychologist and reported that her son received Pfizer-BioNTech COVID-19 Vaccine.
Psychologist asking about risk of Bell's palsy, incidence, and outcomes and if these patients received their
second dose of the Pfizer-BioNTech COVID-19 Vaccine. She read about 7 cases of Bell's palsy in a Dec2020
article in the [Redacted], 4 of them on the Pfizer vaccine. The reporter further clarified and described that at
6pm (2 hours after dose), patient reported he felt fine and was happy he got the vaccine; but then sometime
after that, he reported ""strange feelings in face"" and then eyes started drooping and then mouth started
drooping, all on right side of face. They called the university clinic and was instructed to go to ER. Brain scans
and blood work were done; they ruled out stroke and said it was a possible reaction to the vaccine. He was
discharged at midnight and by then, paralysis was 80-85% resolved. He is an otherwise very healthy young
man. The psychologist wanted to know the efficacy after just one dose and stated that a friend suggested to
perhaps not get second dose and consider getting a dose of the non mRNA vaccine like Johnson and Johnson.
The outcome of the event was recovering. Information on Lot/Batch number has been requested.""
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My blood pressure also went up to 153/103; I had all signs of early stages of Bells Palsy; This is a
spontaneous report from a contactable healthcare professional (patient). A 37-year-old female patient
received the first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of
administration administered on arm left on 22Mar2021 14:45 (Batch/Lot Number: ER2613) as SINGLE DOSE
for COVID-19 immunization. Medical history included low blood pressure. The patient had allergies with
orphenadrine (K FLEX). Concomitant medications included melatonin (MELATONIN) and paracetamol
(TYLENOL) both taken from unknown dates and indications, start and stop date were not reported. The
patient did not receive any other vaccines within 4 weeks prior to the COVID vaccine. On 22Mar2021 15:45
(when the patient was almost home), half of her lips started to go numb on right side. The next morning, the
rest of right side of face had went numb. She went to urgent care after work and doctor told her that she
had all signs of early stages of Bell's Palsy. Her blood pressure also went up to 153/103 (unit of measure not
reported) on 23Mar2021. The patient required doctor or other healthcare professional office/clinic visit and
emergency room/department or urgent care for both events. No treatment was also received for both
events. She was not diagnosed with COVID-19 prior to vaccination and no tested for COVID-19 since the
vaccination. Outcome of the events were not recovered. Follow up attempts are needed. Further
information is expected.; Sender's Comments: Based on the current available information and the plausible
drug-event temporal association, a possible contributory role of the suspect product BNT162B2 to the
development of event Palsy Bells cannot be excluded. The case will be reassessed if additional information
becomes available. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as
part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate data for
adverse events. Any safety concern identified as part of this review, as well as any appropriate action in
response, will be promptly notified to Regulatory Authorities, Ethics Committees and Investigators, as
appropriate.
face feels very heavy/Nose and cheeks being squeezed tightly/hard to move muscles in face; tingling; feel
pressure like being squeezed from outside in and inside out; This is a spontaneous report from a contactable
consumer (patient). A 37-year-old female patient (not pregnant) received the first dose of BNT162B2 (PFIZERBIONTECH COVID-19 VACCINE, batch/lot number and expiration date not provided), via an unspecified route
of administration, in left arm, on 24Mar2021 12:45 (at the age of 37-year-old, not pregnant), at single dose,
for COVID-19 immunization. Medical history included polycystic ovarian syndrome (PCOS), and patient was a
new mother (baby was almost 2 months old). Patient had no known allergies. No COVID prior vaccination,
and no COVID tested post vaccination. Concomitant medication included daily vitamin. On 24Mar2021 13:00
(also reported as 30 min after vaccine), patient's face started to feel pressure like being squeezed from
outside in and inside out. It got worse following hour. Patient had no issues breathing yet (2 hours post
vaccine) but face felt very heavy. Sometimes patient had tingling, nose and cheeks being squeezed tightly,
and it was hard to move muscles in face. Otherwise patient felt ok. No treatment received for events. The
outcome of the events was not recovered. Information on the lot/batch number has been requested.
Bells Palsy. Started 1 hour and 20 minutes after my second vaccine dose was administered. Currently
hospitalized and having tests run.
3 minutes - racing heart, then dry mouth 7 minutes dizziness and legs weak with low BP, 15 minutes
headache and photophobia, 12 hours worsening weakness moving into arms, following day diarrhea, blurred
vision, by the 2nd day constipation dysuria, worsening ataxia by day 3, 1 week after unable to move R leg,
admitted to hospital 4/1 and discharged next day. Readmitted 4/6 unable to move arms and move
bowels/urine.
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lip area looked a little droop; numbness around her mouth area that spread to the left cheek area;
soreness/pain in the arm after the injection; This is a spontaneous report from a contactable consumer
(patient). A 45-year-old female patient received the first dose of bnt162b2 (BNT162B2, Solution for injection,
lot number was not reported), via an unspecified route of administration on 05Mar2021 (received at 45years-old) at a single dose for COVID-19 immunization. The patient medical history and concomitant
medications were not reported. The patient received the first dose of the Pfizer Covid 19 vaccine at noon on
05Mar2021. She stated that 18 hours later, when she woke up the next morning on 06Mar2021, she had
numbness around her mouth area that spread to the left cheek area. She said it was like going to the dentist
and getting local anesthesia for a filling. Her lip area looked a little droopy, but she wasn't sure. It continued
the whole day and reduced the next day (07Mar2021). She also had soreness/pain in the arm after the
injection (05Mar2021) and the next morning (06Mar2021). She further stated that her doctor wasn't sure if
this was a one-time issue or related to the vaccine. Outcome of Her lip area looked a little droopy was
recovering, while outcome of the other events was unknown. Information about batch/lot number has been
requested.
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Bell's Palsy; administered in the left leg; This is a spontaneous report from a contactable consumer (patient).
A 56-year-old male patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot
number: ER8727, expiry date: unknown), via an unspecified route of administration, administered in the left
leg, on 21Mar2021 09:45, as single dose, for COVID-19 immunization. The patient medical history was not
reported. The patient did not have COVID-19 prior to vaccination. There were no concomitant medications
(no other medications in two weeks). The patient did not receive other vaccines in four weeks. On
22Mar2021, the patient experienced Bell's palsy. This event required hospitalization for 2 days (unspecified
dates). Treatment included steroids. The patient underwent COVID Nasal Swab and tested negative on
22Mar2021. The outcome of the event Bell's palsy was not recovered. Information on Lot/Batch number was
available. Additional information has been requested.
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right facial bells paulsey; This is a spontaneous report from a contactable consumer. An adult female patient
of an unspecified age received the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an
unspecified route of administration on Feb2021 (Batch/Lot number was not reported) as single dose for covid19 immunisation. The patient's medical history and concomitant medications were not reported. The patient
had the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) on an unspecified date in Jan2021 for
covid-19 immunisation. The patient experienced right facial bells paulsey on Feb2021. The event resulted in
Doctor or other healthcare professional office/clinic visit. The outcome of the event was not recovered.
Information of Lot /batch number has been requested.
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nerve problems behind left eye; nerve problems in face; lips had nerve problems; tongue was numb; throat
felt swollen; Bell's palsy; lightheaded and dizzy; This is a spontaneous report received from a contactable
consumer (who is also the patient). A 59-year-old female patient received the second dose of BNT162B2
(PFIZER-BIONTECH COVID-19 VACCINE, lot number: EN6207), via an unspecified route of administration in the
left arm, on 11Mar2021 15:30, as single dose, for covid-19 immunisation. Medical history included known
allergies to antihistamine (unspecified) and sulfur drugs. The patient was not pregnant at the time of
vaccination. The patient did not have COVID-19 prior the vaccination and was not tested for COVID-19 post
vaccination. Concomitant medications included levothyroxine sodium (SYNTHROID); omeprazole; and
anastrozole, all taken for unspecified indications, start and stop dates were not reported. Historical vaccine
included the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: EN6200) received at
age 59 years, via an unspecified route of administration in the left arm, on 18Feb2021 15:45, for COVID-19
immunization. The patient did not receive other vaccines in four weeks. On 11Mar2021 at 15:45, 15 minutes
after the second dose, the patient got lightheaded and dizzy. On the same day at 16:15, 45 minutes after the
second dose, the patient experienced nerve problems behind left eye, then nerve problems in face, then lips
had nerve problems, then tongue was numb, and throat felt swollen. The patient reported the side effects on
the hotline, and she was transferred to a nurse who told her to go to the emergency room immediately as
she could be getting Bell's palsy from the vaccine. The events resulted to emergency room visit and
hospitalization (unspecified date in Mar2021). Treatment for the events included unspecified IV. The patient
was hooked up to an EKG and her blood was drawn for checking in Mar2021 (results were unknown). The
patient was recovering from the events. Follow-up attempts are completed. No further information is
expected.
patient got nerve problems in his face, lips, tongue and then his eye and started drooping/talking like his
face was paralyzed; This is a spontaneous report from a contactable consumer. A male patient (reporter's
brother) of an unspecified age received second dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, Lot
number and expiry date not reported), via an unspecified route of administration, administered in the left
arm on Feb2021 as single dose for COVID-19 immunization. Medical history and concomitant medications
were not reported. Historical vaccine included first dose of bnt162b2 on an unspecified date at single dose
for COVID-19 immunization. On Feb2021, the patient got nerve problems in his face, lips, tongue and then his
eye and started drooping and stayed like that as of today and was talking like his face was paralyzed.
Clinical outcome of the event was unknown. Information on lot/batch number has been requested.
3/17: dizzyness attributed to hunger, ate, went to bed. 3/18: unsteadiness walking, difficulty eating and
speaking. Did not call 911/alert family. 3/19: symptoms continued. Daughter observed symptoms, including
facial droop, and transported to local hospital ED. 3/20: discharged without seeing neurologist. CT scan and
other tests failed to show stroke. However, MRI not performed. 3/22: outpatient visit to neurologist who,
based on symptoms, concluded stroke had occured on left side of brain due to COVID 19 vaccine. 3/24: MRI
performed and shows stroke. 3/30: MD orders additional tests. 4/1: admitted to Rehab. Hospital for 9 days.
3hrs after the patient's vaccination, she fell to the floor and was unable to get up, noted to have R sided
facial droop, inability to speak, R sided weakness. Found to have a large stroke with left sided M2 MCA clot
noted on CT angiogram.
Diagnosed as Guillan-Barre?Syndrome
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Pfizer dose #1 EJ1686 1/1/2021 12:30 pm Onset of symptoms 2 pm 1/1/2021, around 1.5 hrs post vaccine:
severe headache, stiff neck ache, dizziness, nausea, chills, extreme fatigue, feverish but below 100.4, severe
muscle aches, loss of taste and smell. Loose bowels at times, slept all the rest of the day and night, drank lots
of fluids and electrolytes (low sugar). Felt more weak and dizzy the next day, and when walking felt veering
right more, more issues with extended activity. e next dose on 1/22 onwards, and has never gone away fully.
R arm pain and raised, tender area at vaccine site contiued to hurt for weeks, even into the next dose on
1/22 onwards, and has never gone away fully. 1/3.2021 woke up 5:30 am sudden onset shortness of breath,
deep lung pain in the center of the chest. I felt like my R lung blocked, and started to cough up large
amounts of clear mucus, and vomiting mucus due to airway feeling blocked. I did a 4 albuterol puffs to try to
open my airway, but I was not wheezing, and did not have any respiratory symptoms or illness at the time
before this started. I had been having continued less lung capacity for many months prior due to having been
very sick in March 2020 onwards, including loss of sense of smell and taste, shortness of breath, deep lung
pain, fever, No wheezing, not sick. Pfizer dose #2 EL9261 1/22/2021 3:50 pm after work. Onset of symptoms
by 5:30 pm with headache, dizziness, nausea, extreme fatigue, increased R arm pain at the vaccine site, but it
was still hurting at the site from the 1/1/21 shot too, before this dose. Drank fluids and went to bed. Loss of
smell and taste returned 1/23/21. Had continued bad headache from 1/22 onwards, with nausea and feeling
more dizzy at times, and on 1/26/21 I was at work with increased headache, dizziness and nausea, and went
home early from my shift (I am an RN) due to symptoms. Went to bed early, due to continued nausea and
headache and dizziness at times. 1/27 continued bad headache, then in the afternoon around 3 pm, GI felt
bloated, bad nausea, and then felt shortness of breath around 4 pm and faster heart rate in the upper 80?s
lasting for minutes, despite laying down in bed, so I too used my oximeter (I Have photos) and the sats were
staying at 88% continuously, and had shortness of breath and return of deep internal mid lung pain, and this
lasted for over 10 min. I used a canister of Boost oxygen for 5-6 puffs to try to recover, and the sats raised to
90%. No wheezing. Not sick. I had a bad headache and nausea, and was not feeling good and went to bed. On
1/28/21 I woke up at 5:30 with severe vertigo and dizziness, nausea and a bad headache and could not walk
due to the vertigo, and vomited when I was trying to have my head up. I had to crawl to the bathroom on
my hands and knees. I called out sick for work due to this and contacted my DR. I was started meclizine 25
mg 3 times a day for vertigo, and was taking Zofran to help. 1/31/21 noted my Re upper eyelid was doing a
lot of spastic twitching at times, that would stop and start, but did not think about it much. The vertigo was
unrelenting and then I started to have Right arm and hand weakness noted on 2/3/21 and was still very
dizzy, nauseated and had a constant headache since I got dose #2 of the COVID vaccine on 1/22. I was using
a walking stick for the dizziness to be stable, and also felt weaker on the R side, and drifting to the right
when walking .On 2/4/21 I had my first MRI (no contrast, unfortunately) and noticed I could not fully shut my
Right eye in the MRI, and by 2/5/21 my face was drooping. I still had the constant headache, nausea and
dizziness, and increased R hand, arm and R leg weakness and R hip weakness. I could not lift my R leg up to
Bell?s palsy, numbness, headache
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Bells Palsy; Numbness on the left side of the face; Left side of face hot, red, and a mild burning sensation; Left
side of face hot, red, and a mild burning sensation; Left side of face hot, red, and a mild burning sensation; BP
183/90; This is a spontaneous report from two contactable consumers (one is the patient). A 66-year-old
female patient (no pregnant) received the first dose of BNT162b2 (PFIZER-BIONTECH COVID-19 VACCINE; lot
number: EN6206), in left arm on 09Mar2021 at 13:00 (at the age of 66-years-old) at single dose for COVID-19
immunization. Medical history included known allergies at lemon, lime, green peppers, mushrooms, walnuts,
sleep apnea, asthma, obesity, anxiety/antidepressants for 35 years from 1986. Concomitant medications
included fluticasone furoate, vilanterol trifenatate (BREO ELLIPTA), tiotropium bromide (SPIRIVA), albuterol
(salbutamol), duloxetine hydrochloride (CYMBALTA), colecalciferol (D3), ascorbic acid (C), antidepressants. The
patient previously took furosemide and theophylline and experienced allergies. The patient experienced
numbness on the left side of the face, started 25 minutes after the injection, on 09Mar2021 at 13:30 and
resolved fully within 30 hours. ER visit immediately. MRI showed nothing. Blood pressure (BP) 183/90. Left
side of face hot, red, and a mild burning sensation on 09Mar2021 at 13:30. Diagnosis bells palsy probably.
Follow up visit to the doctor concurred. The events resulted in emergency room/department or urgent care;
no treatment was received for the events; no Covid prior vaccination; no Covid tested post vaccination. No
other vaccine in four weeks. The patient had recovered from the events on 10Mar2021.
Bells palsy; Metal taste in mouth, mild on first afternoon but stronger tasting on next two days; her body
started to feel strange/ just felt weird; This is a spontaneous report from a non-contactable consumer
(patient). A 43-years-old non-pregnant female patient received the first dose of BNT162b2 (PFIZER-BIONTECH
COVID-19 mRNA VACCINE; Lot Number: UNKNOWN), via an unspecified route of administration in left arm, on
12Mar2021 at 02:30pm (at age of 43 years old), as a single dose, for COVID-19 immunisation. Medical history
included migraine and high blood pressure. Prior to vaccination, the patient was not diagnosed with COVID19. The patient did not have any allergies to medications, food, or other products. Concomitant medications
included ondansetron (ZOFRAN) and oxymetazoline hydrochloride (CLARITIN ALLERGIC), Nurtec and allergy
immunotherapy; all started on an unspecified date and for an unspecified indication. The patient did not
receive any other vaccines within 4 weeks prior to the BNT162b2 vaccine. On 12Mar2021 (at 6:00pm), the
patient experienced a metal taste in her mouth, mild on first afternoon but stronger tasting on next two
days. On Day 2, it was reported that her body started to feel strange, could not quite describe feeling,
further described as it was not really a tired feeling or a painful feeling, just felt weird. On 25Mar2021, the
patient experienced Bells palsy. Since the vaccination, the patient has not been tested for COVID-19.
Treatment was not received for the events metal taste in her mouth, body started to feel strange/just felt
weird. The clinical outcome of the events, metal taste in her mouth, body started to feel strange/ just felt
weird, was recovered on an unspecified date. The clinical outcome of the event Bells palsy was not
recovered. No follow-up attempts are possible; information about lot/batch number cannot be obtained.
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couldn't stand on his feet; Fell awake; screaming so bad; Chills; Almost paralyzed; Pain; like somebody
cutting his side, on his lower abdomen on the right side/underside of the lower abdomen/slight pain every
single day, sometime excruciating; couldn't walk after vaccine; This is a spontaneous report from a
contactable consumer (patient). This 74-year-old male patient received bnt162b2 (PFIZER-BIONTECH COVID19 VACCINE), dose 1 via an unspecified route of administration administered on the arm left on 01Mar2021
(Batch/Lot number was not reported, reported as ""maybe I don't know 6198, it's GN or EN"") as a single
dose for COVID-19 immunization. Medical history included atrial fibrillation, broken back, breathing problem
because of his heart and lung, his lungs have problem, he had some nodules in it, and kidney stone once 25
years ago, 5 little stones. The patient's concomitant medications were not reported. The patient had a
reaction, it is the worst reaction he has ever had in his life, the pain he had, he was almost paralyzed and
couldn't walk after vaccine and he had to get a wheelchair because he couldn't stand on his feet. He ended
up in the emergency room. The vaccine put him out of work, and now he can work some. He is trying to
make it up in two days, today and tomorrow to finish up. He was very upset and wanted to know why this
happened to him. The patient stated that other people he talked to had no reaction, if they had a fever or
anything it was gone in a coupled days, but he ended up in the emergency room. On 01Mar2021, patient had
his first dose and at 02:30, he got out of the facility and came out okay with no problem. At 21:00, all of a
sudden he saw that he could not stand up on his feet and he fell awake. He waited in the bed, people around
him got worried. Eventually, he asked them to bring wheelchair, maybe he can drive. He drove home with
his wife to the emergency from his house and he got admitted in emergency and he was screaming so bad,
he did not believe in his life, he never heard somebody doing like this. He felt like somebody getting chills
like somebody cutting his side, on his lower abdomen on the right side. It's underside of the lower abdomen,
he had slight pain every single day, sometime excruciating, he took Ibuprofen for it. He thought he had a
kidney stone because he had it once 25 years ago, 5 little stones, so they took him to emergency, took him
to the CT scan. They didn't find anything, but the pain was excruciating and in the emergency room
everybody thought the crazy man is here who is screaming. He couldn't control his scream. He couldn't walk,
he couldn't move. Every movement was like you put a knife on the cutting, it was that bad. His second dose
was due on 22Mar2021. He went to the pharmacy and asked them the number and let them know that he
had a reaction like this and they called somebody and said to cancel the shot. They cancelled it. That day for
3 days, patient had the pain, it was slowly because he had to take eventually oxycodone. The doctor advised
in the emergency room that nothing was wrong, just to slow down the pain but he was not allowed to take
the oxycodone. He took the 10 mg oxycodone and the pain which was an hour and a half was a little bit
down. After 3 hours, it was a little better, he didn't want to scream, it was gone but the pain was still there
for at least 3 days, really bad. He was taking ibuprofen and a muscle relaxant. He did all those things and
still I have the pain left and he did not know what to do with that. The lab test he had, he had been okay, he
did not have any problem. He got the result on 22Mar2021. Outcome of the events pain and abdominal pain
Facial paralysis on right side; Inability to see or focus and many more serious conditions sppeared 20-30
approx; Inability to see or focus and many more serious conditions sppeared 20-30 approx; slurred speech;
confusion; This is a spontaneous report from a contactable consumer reporting for himself. A 55-years-old
male patient received the first dose BNT162B2 Pfizer-BioNTech COVID-19 mRNA Vaccine, at School or Student
Health Clinic, via an unspecified route of administration, administered in right arm on 29Mar2021, at 55
years of age, (Batch/Lot number was not reported) as single dose for COVID-19 immunization. Medical history
included allergy to penicillin and sulfa since an unknown date. The patient was not diagnosed with COVID-19
prior to vaccination and he has not been tested for COVID-19 since the vaccination. The patient's
concomitant medications were not reported. On 29Mar2021 at 12:00 the patient experienced facial paralysis
on right side, inability to see or focus and ""many more serious conditions appeared 20-30 approximately
after injection"", slurred speech and confusion, all assessed serious for disability. The patient visited his
doctor and was prescribed with unspecified medications and a brain scan. The brain scan was performed on
an unknown date and no result were provided. At the time of the report the reported events had not
resolved yet. Information on the lot/batch number has been requested.""

COVID19 VACCINE

PFIZER\BIONTECH

1224387-1

50-59 years

0 days

breathing out; cheeks, lips, and mouth started quivering/trembling; cheeks, mouth and lips started quivering
and twitching; swelling sensation on her left side of her face; left cheek area felt swollen and tingly; pressure
around the eye sockets; Could this be a sign of Bell's Palsy, and is it likely that she develop Bell's Palsy?; This
is a spontaneous report from a contactable consumer (reporting for herself). A 57-years-old female patient
received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE, Solution for injection, Lot
Number: ER8734, expiry date not reported), via an unspecified route of administration, administered in left
arm on 30Mar2021 14:00 at a single dose for covid-19 immunization. Medical history included has back
issues, but nothing serious probably for about 7 years and patient stated that she had a Pilates injury and
after that her back has never been the same; and patient stated that she was pretty healthy, adding that
she was allergic to sulfa, cow's milk, wheat, and almond. Family medical history relevant to events reported
included mom has osteoporosis, and severe dry eye syndrome. The patient's concomitant medications were
reported as she doesn't take any regular medicines but she does take regular supplements and herbs and
stated that she was very lucky. Patient stated that Pfizer COVID-19 vaccine was the he one she trusted the
most and she doesn't want to die from COVID if she gets it. Patient received her dose in her left arm, at the
time of administration, on 30Mar2021 14:00, she was breathing out, then her ""cheeks, lips, and mouth
started quivering/trembling and it was definitely noticeable"". Patient further stated that while it was
being administered her cheeks, mouth and lips started quivering and twitching. She also reported that
immediately afterward (30Mar2021), she experienced a swelling sensation on her left side of her face, ""kind
of how it feels when you have novocaine, but no visible signs of swelling or drooping"". Her left cheek area
felt swollen and tingly. She stated that it felt swollen but it didn't look swollen, like when you go to the
dentist. She also experienced pressure around the eye sockets. She added that both areas under eye sockets
felt a little bit weird, tight or something but not like a pain, hard to describe. All of these symptoms
resolved within a few hours, and 24 hours later she's ""pretty much back to normal"". The pressure around
eye socket, lasted for a few hours; while trembling and quivering only happened when the shot was being
administered, and 24 hours later, she was pretty much back to normal. Patient asked if this has this been
reported before and if she should she get her second dose. Patient stated if this could this be a sign of Bell's
Palsy, and was it likely that she develop Bell's Palsy (30Mar2021). Patient stated that all her family have all
received their doses and no one had this kind of reaction. She wanted to take the second vaccine, just
doesn't want to have a stroke or heart attack or anything like that. She stated that all of her events are
completely gone except she still has a little bit of swollen feeling left in her cheek on a scale of 1-5 with 5
being the worst, she would say it is a 1, its pretty much gone, the swollen feeling. She stated that provider
was aware of the events because she called and told her yesterday. Her family got their vaccines either
moderna or Pfizer and have had no issues, other than typical ones such as forearm, a little bit of nausea, or
fever but nothing like what the caller has experienced. She was the only one in her family that has had this
issue. She did not have any kind of rash, no fever nausea or headache, and stated it was just like getting her
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My mouth on the right side droops slightly; feel a wired dizziness that got worse; Blood pressure was high; I
was disoriented and I could not move my arms or legs; they were not able to understand my speech; I could
not move my arms or legs; This is a spontaneous report received from a contactable consumer (patient). A 49year-old female patient received the first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE) (brand:
Pfizer, lot: ER2613) in right arm on 26Mar2021 08:15 AM at single dose for COVID-19 immunization. Facility
where the most recent COVID-19 vaccine was administered was Hospital. Medical history included Graves
Disease (in remission), papillary necrosis of kidney, Raynaud's, fibromyalgia, breast cancer survivor. Allergies
to medications, food, or other products: Morphine, Sulfa, Aspirin, Ibuprofen, Bactrim, Escitalopram. Patient
was not pregnant at the time of vaccination. Patient did not receive any other vaccines within 4 weeks prior
to the COVID vaccine. Concomitant medications included ascorbic acid, cobalt sulfate, copper sulfate,
ergocalciferol, ferrous fumarate, magnesium sulfate, manganese sulfate, nicotinamide, potassium iodide,
pyridoxine hydrochloride, retinol, riboflavin, thiamine hydrochloride, tocopherol, vitamin b12 nos, zinc
gluconate (MULTIVITAMIN (16)), gabapentin, tizanidine, paracetamol (TYLENOL). Patient experienced: Less
than 10 minutes in the waiting area (reported as 26Mar2021 08:15 AM), began to feel a wired dizziness that
got worse and she was able to signal a nurse who was attending to another lady having a reaction in the
same seating area. Blood pressure was high, she was disoriented and she could not move her arms or legs.
According to the doctor and nurse, they were not able to understand her speech. Her mouth on the right
side droops slightly. Patient was admitted on 26Mar2021 and discharged from hospital on 28Mar2021.
Events resulted in Emergency room/department or urgent care, Hospitalization. Treatment included testing,
IV. Covid test post vaccination on 26Mar2021 (nasal swab) was negative. Prior to vaccination, the patient
was not diagnosed with COVID-19. The outcome of the events was unknown. Information on Lot/Batch
number was available. Additional information has been requested.
Left facial Bell's Palsy; BNT162B2 subcutaneous; This is spontaneous case report from a contactable physician
(patient himself). A 51-year-old male patient received second dose of BNT162B2 (PFIZER-BIONTECH COVID-19
VACCINE, Solution for injection, Lot Number: EL1283), subcutaneous, at Arm Left on 09Jan2021 (at age of 51
years old) at single dose for COVID-19 immunisation. Medical history was none. The patient's concomitant
medications were not reported. The patient previously took first dose of BNT162B2 (PFIZER-BIONTECH COVID19 VACCINE, Solution for injection, Lot Number: EH9899) Subcutaneous at Left Arm on 18Dec2020 18:00 (at
51 years old) at single dose for COVID-19 immunisation. The patient didn't receive any other vaccines within
4 weeks prior to the COVID vaccine. Prior to vaccination, the patient was not diagnosed with COVID-19.
Since the vaccination, the patient has been tested for COVID-19. Test Name: SARS-CoV2 RT PCR. Allergies to
medications, food, or other products was None. The patient experienced Left facial Bell's Palsy on 30Jan2021.
The patient underwent lab tests and procedures which included Nasal Swab: negative on 31Jan2021. The
adverse event Left facial Bell's Palsy result in Emergency room/department or urgent care. Treatment
(Prednisone, Acyclovir) received for the adverse event. The outcome of the events was unknown.; Sender's
Comments: Based on available information, a possible contributory role of BNT162B2 vaccine can not be
excluded for the reported event of Left facial Bell's Palsydue to temporal relationship and current known
drug safety profile. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as
part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate data for
adverse events. Any safety concern identified as part of this review, as well as any appropriate action in
response, will be promptly notified to regulatory authorities, Ethics Committees, and Investigators, as
appropriate. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of
Pfizer procedures for safety evaluation, including the review and analysis of aggregate data for adverse
events. Any safety concern identified as part of this review, as well as any appropriate action in response,
will be promptly notified to regulatory authorities, Ethics Committees, and Investigators, as appropriate.
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Bells Palsy right side of face; This is a spontaneous report from a contactable consumer (patient). This 60-yearold female patient (patient was not pregnant at the time of vaccination) received the first dose of BNT162B2
(PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection, Lot number En6208), via an unknown route on
15Mar2021 at 12:00 pm (at the age of 60-years-old) at single dose on the left arm for COVID-19
immunization. Medical history was none. The patient did not have allergies to medications, food, or other
products. Relevant concomitant medications patient received within 2 weeks of vaccination included
pantoprazole 40mg. On 15Mar2021 at 12:00, the patient had Bells Palsy right side of face. The patient did
not receive any other vaccines within 4 weeks prior to the COVID vaccine. Prior to vaccination, the patient
was not diagnosed with COVID-19. Since the vaccination, the patient has not been tested for COVID-19. No
treatment received for the event. Outcome of the event Bells Palsy right side of face was recovered in 2021.
Follow up attempts are needed. Information on the lot/batch number has been requested.
Her voice was hoarse and raspy; She had about 10 canker sores in her mouth.; Facial paralysis; Her left calf
felt numb; She said she saw more wrinkles on her face than she knew she had; This is a spontaneous report
from a contactable consumer (patient). A 56-year-old female patient received the first dose of bnt162b2
(PFIZER-BIONTECH COVID-19 VACCINE) (Pfizer product, lot: EP7534) in left arm on 23Mar2021 17:30 at a
single dose for COVID-19 immunisation. Vaccination Facility Type was Hospital. Medical history included
ongoing genital herpes. Concomitant medications included valaciclovir hydrochloride (VALACYCLOVIR HCL)
1gram tablet for genital herpes. Stated she had genital herpes for over 10 years, and had an outbreak about
2 weeks prior to getting her 1st COVID-19 Vaccine. She said she hadn't had a herpes outbreak in over 10
years. She said she stopped taking her Valtrex medication after the COVID-19 Virus Pandemic started. She
said she restarted the Valtrex when she had the genital herpes outbreak a couple weeks before her 1st
COVID-19 Vaccine. She said she had taken a 1/2 Valacyclovir 1gram tablet, off and on, to treat her recent.
History of all previous immunization with the Pfizer vaccine considered as suspect (or patient age at first and
subsequent immunizations if dates of birth or immunizations are not available) was none. Additional Vaccines
Administered on Same Date of the Pfizer Suspect was none. Prior Vaccinations (within 4 weeks) was none.
Patient experienced her left calf felt numb on 23Mar2021 with outcome of recovered/resolved; the skin from
under both her eyelids to her cheek bones felt like it was being pulled down on 23Mar2021 with outcome of
recovered/resolved; her voice was hoarse and raspy on 24Mar2021 with outcome of not recovered/not
resolved; she had about 10 canker sores in her mouth on 24Mar2021 with outcome of recovered/resolved;
facial paralysis on 23Mar2021 with outcome of recovered/resolved; her skin felt tight on 23Mar2021 with
outcome of recovered/resolved; She said she saw more wrinkles on her face than she knew she had on
23Mar2021 with outcome of unknown; cholesterol was high on an unspecified date in 2021 (either late
Feb2021 or early Mar2021) with outcome of unknown. She is asking for a recommendation on receipt of
second dose. Clinical course: patient reported she had her first COVID-19 Vaccine shot last Tuesday
(23Mar2021), and she had some side effects that were not listed on the COVID-19 Vaccine information sheet
she was given. She said she was concerned about getting the second COVID-19 Vaccine shot. She said she sat
for 15 minutes after she received her COVID-19 Vaccine, and was completely fine. She said she then had
about a 5 minute walk to her car. She said when she was walking to car, her left calf felt numb. She said at
first she thought maybe she had been sitting too long, and her left leg fell asleep. She said once she got to
her car, the skin from under both her eyelids to her cheek bones felt like it was being pulled down. She
described the feeling as being in the sun for days, saying her skin felt tight. She said she looked in her car
mirror. She said her face wasn't red, but her face definitely looked like it was being stretched. She said she
saw more wrinkles on her face than she knew she had. She clarified her face being stretched as a facial
paralysis, and said the facial paralysis only lasted about 4 hours, and then disappeared. She said the next day
(24Mar2021), she woke up, and her voice was hoarse and raspy. She said her voice continued to be hoarse
and raspy for 2 weeks now. She clarified the hoarseness had been on and off and had improved from last
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Guillian-Barre Syndrome; Back pain; muscle weakness; muscle strain; This is a spontaneous report received
from a contactable consumer (patient). A 58-year-old female patient received bnt162b2 (BNT162B2), dose 1
via an unspecified route of administration at the age of 58-years-old, administered in Arm Right on
17Mar2021 10:30 (Batch/Lot number was not reported) as single dose for COVID-19 immunization. Medical
history included scoliosis. The patient was not pregnant. Concomitant medications included cranberry
(CRANBERRY) and plantago ovata (PSYLLIUM HUSK [PLANTAGO OVATA]), both taken for an unspecified
indication, start and stop date were not reported, and an unspecified multivitamin. The patient previously
took MACROBID [nitrofurantoin] and experienced allergies. The patient experienced back pain and muscle
weakness on 17Mar2021 23:00, for over 12 days. Went to ER and was admitted to local hospital but
discharged after 1 day with dx (diagnosis) of muscle strain in 2021. Symptoms worsened, went to PCP which
led to diagnosis of Guillian-Barre Syndrome in 2021 and five days hospitalization for IVIG therapy. The
patient was hospitalized for Guillian-Barre Syndrome from 2021 to 2021 for 5 days and for muscle strain,
back pain and muscle weakness from 2021 to 2021 for 1 day. The adverse events muscle strain, back pain
and muscle weakness resulted in Doctor or other healthcare professional office/clinic visit, Emergency
room/department or urgent care. Therapeutic measures were taken as a result of Guillian-Barre Syndrome
which included IVIG therapy. The outcome of the events was recovering. The events were considered as
serious (hospitalization). Facility where the most recent COVID-19 vaccine was administered was School or
Student Health Clinic. The patient did not receive any other vaccines within 4 weeks prior to the COVID
vaccine. Prior to vaccination, the patient was not diagnosed with COVID-19. Since the vaccination, the
patient has not been tested for COVID-19. Information on the batch/lot number has been requested.
Bell's palsy symptoms within 4 hours of shot.
Diagnosed with Bell's Palsy on right side of my face; administration date 02Mar2021/ number 2;
administration date 09Mar2021/dose number 1; administration date 02Mar2021/ number 2; administration
date 09Mar2021/dose number 1; This is a spontaneous report from a contactable consumer (patient). A 32year-old male patient received the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an
unknown route of administration at 32-years, at single dose in right arm on 02Mar2021 (as source reported;
pending clarification) at 13:00 (Lot number: unknown) for COVID-19 immunisation. Medical history included
high blood pressure and high cholesterol. Concomitant medications included atenolol, amlodipine and
atorvastatin, all taken for an unspecified indication, start and stop date were not reported. The previously
received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) also via an unknown route of
administration at 32-years, at single dose in right arm on 09Mar2021 at 08:30 for COVID-19 immunisation.
The patient did not receive other vaccines within 4 weeks prior to the COVID vaccine. The patient was
diagnosed with Bell's Palsy on right side of his face on 06Apr2021 06:00. The adverse event resulted in
""Doctor or other healthcare professional office/clinic visit"". And the patient received treatment with
prednisone and valacyclovir for it. The patient was not diagnosed with COVID-19 prior to vaccination. He had
Covid test (IDNOW COVID-19 rapid diagnostic test (nucleic acid amplification test NAAT)) post vaccination
with type of Nasal Swab on 30Mar2021 with a result of negative. Event outcome was recovering.
Information on the lot/batch number has been requested.""
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Bell's Palsy; something felt weird; asthma; facial numbness and tingling; facial numbness and tingling; This is
a spontaneous report from a contactable consumer (patient). A 51-year-old female patient received
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection), dose 1 via an unspecified route of
administration administered in arm left on 05Apr2021 (Batch/Lot Number: ER8727) at age of 51 years old as
single dose for covid-19 immunisation. There was no medical history. There was no history of all previous
immunization with the Pfizer vaccine considered as suspect. No additional vaccines administered on same
date of the Pfizer suspect. No prior vaccinations within 4 weeks. No events following prior vaccinations.
There were no concomitant medications. The patient had her 1st dose of Pfizer Covid-19 vaccine on Monday
morning (05Apr2021). The patient experienced facial numbness and tingling on 05Apr2021. After the
injection she sat and waited for 15 minutes. When she got in the car, she felt her face tingling. It had been a
couple days of having the sensation in her face. She called her physician and it was labeled as Bell's Palsy.
Her physician suggested she phone and report her experience. She had her appointment at 11:30. She was
back in her car around 13:00. She noticed as she was driving, that something felt weird. She didn't know if it
was numbness or tingling. She added it was not painful and she was not distorted. She thought it's numb.
Her physician advised she take Motrin. Her physician shared an article about a trial that some people may
experience this after, it included 4-5 people. Her symptoms shifted. First in her cheeks, then over the course
of yesterday and today, she feels it's on the side of her face. The forehead had gone away, but it's on the
right side of her face. She added the symptoms were improving and clarified they were persisting. She had
asthma and wanted to minimize the severity of Covid if she would ever get it. She had loved ones around
and added that you never know. She wanted to protect herself. She wanted to get out and see her family
and friends. Some of them have already been fully vaccinated. She was concerned when it started. It wasn't
affecting her breathing, but she called her physician and asked if she needed to come in. Her physician
suggested to just monitor it. The events did not require visit to emergency room or physician office. The
outcome of events facial numbness and tingling was not recovered. The outcome of other events was
unknown.
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Her platelets are 200, which is very low; Bell's palsy; Shot on the top of my shoulder; excruciating
pain/shoulder pain/given high on the top of her shoulder. It hurt; sore arm; This is a spontaneous report from
a contactable consumer (patient). A 61-year-old female patient received bnt162b2 (PFIZER-BIONTECH COVID19 VACCINE), first dose at the age of 61-years old via an unspecified route of administration on 19Mar2021
10:10 (Batch/Lot number was not reported) as single dose for covid-19 immunisation. Medical history
included systemic lupus erythematosus from 1985 and ongoing, arthritis and osteoarthritis from an unknown
date and unknown if ongoing (She has osteoarthrosis throughout her body and her feet). Family history
included stroke (husband died at the age of 59, he was having stroke upon stroke). The patient's concomitant
medications were not reported. It was reported that when she received the shot, it was given high on the
top of her shoulder and it hurt. She could not move her arm for 3 days. The pain was excruciating. On the 4th
day, her arm was sore, but she could move it. She had no fevers, she didn't get sick, but she just couldn't
move her arm. The shot was given at at 10:10 am, and by noon she could barely move her arm. Her left side
of the mouth doesn't want to work properly. Her Bells Palsy started on 05Apr2021. She was in her car and
driving to the store, when all of a sudden her left eye was watering. She got home and she didn't see
anything wrong with her eye, except it was watering. She could tell a difference between the left and right
side of face when she touched it. Something was wrong with her right side. Her eye was not opening all the
way, it's been dropping, and her lip was down. She can't smile, and when she drinks water it's comes out.
The patient clarified that it was her left side that is drooping. She went to the emergency room due to Bell's
palsy. She could not move her arm within 2 hours of getting the shot. The patient mentioned her whole body
aches from the Lupus and arthritis, but the shoulder pain was different after the vaccine. The shot itself hurt,
and she thinks the one who administered the vaccine might have hit something. There's not a day that
doesn't go by that she is not in pain. Her platelets are 200, which is very low. The patient underwent lab
tests and procedures which included activated partial thromboplastin time: unknown result, blood glucose:
unknown result, computerised tomogram: unknown result, full blood count: unknown result, glomerular
filtration rate: unknown result; all on 06Apr2021, magnetic resonance imaging: showed a darkened area in
her brain that looks like its connected with Bells Palsy on an unspecified date, basic metabolic panel:
unknown result on 06Apr2021, platelet count: her platelets are 200, which is very low on an unspecified
date, prothrombin time: unknown result, troponin i: unknown result (High sensitive ); both on 06Apr2021.
The patient did not recover from Bell's palsy, recovered from vaccination site pain on 23Mar2021, from sore
arm on 19Mar2021 and the outcome of the remaining event was unknown. Information about Lot/batch
number is requested.
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bells palsy; Pregnant at the time of vaccination?: Yes; I had a sore arm for about 12 hours but I also got
numbness on the left side of my face; I had a sore arm for about 12 hours but I also got numbness on the left
side of my face; slight tingling on left ear; This is a spontaneous report from a non-contactable consumer, the
patient. This is a maternal report. A 33-years-old pregnant female patient received the second dose of
bnt162b2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE), via an unspecified route of administration,
administered in Arm Left on 05Apr2021 (at the age of 33 years old) (Batch/Lot number was not reported) as
SINGLE DOSE for covid-19 immunization. The patient medical history and concomitant medications were not
reported. Facility where the most recent COVID-19 vaccine was administered was reported as Other.
Historical Vaccine includes BNT162B2 on 15Mar2021 Dose 1. No other vaccines were given within 4 weeks.
Prior to vaccination, the patient was not diagnosed with COVID-19. Since the vaccination the patient had not
been tested for COVID-19. On 05Apr2021 The patient experienced bells palsy, pregnant at the time of
vaccination, had a sore arm for about 12 hours but I also got numbness on the left side of my face, slight
tingling on left ear. The patient reported she became pregnant while taking bnt162b2. The patient is due
to deliver on 14May2021. The patient underwent lab tests and procedures which included covid-19:
negative on an unspecified date. The clinical course was reported as follows got my second shot and honestly
have felt great since. Did have one weird symptom. Patient had a sore arm for about 12 hours but I also got
numbness on the left side of my face. All of that disappeared overnight and reported she is doing just fine.
Patient is going to talk to her doctor about it today to make sure it is not like Bells palsy or something. It
went away overnight. Maybe a slight tingling on left ear still but its same side I got my shot. No Treatment
was given for the events. The clinical outcome of the events Bell's palsy, Pain in arm, Numbness in face,
Tingling sensation was recovering while exposure during Exposure during pregnancy was unknown. No
follow-up attempts are needed. No further information is expected.
Before the Bell's Palsy diagnosis she felt like she was getting a cold; dry eye and eye watering; pain in her
feet; dry eye and eye watering; Bell's palsy; Legs went numb; Feet burning; Arms went numb; Nausea; This is
a spontaneous report from a contactable consumer. A 49-year-old female patient received the first dose of
bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of administration, administered in
Arm Left on 30Mar2021 11:45 (Batch/Lot Number: ERG213) as a single dose for covid-19 immunisation. The
patient's medical history included ongoing systemic lupus erythematosus diagnosed 17 years ago. The
patient's concomitant medications were not reported. On 30Mar2021, the patient experienced headache and
nausea, arms went numb on 31Mar2021, legs went numb and feet burning on 01Apr2021. On 05Apr2021,
the patient was diagnosed with Bell's palsy. It was also reported that before the bell's palsy diagnosis she
felt like she was getting a cold. It was further reported that on the first day the patient had a headache and
nausea. The second day her legs went numb for 3 days, on 05Apr2021 she got Bell's Palsy. Patient cannot
talk, symptoms were not treated in any way. Patient had numbness in her arms first and then it went to her
legs. She later clarified her arms and legs are still numb. The headache started soon as she got the vaccine.
Her nausea started 2 hours after the vaccine and lasted 8 hours. Her legs still bothering her. She still has
pain in her feet. Before the Bell's Palsy diagnosis she felt like she was getting a cold. She had a headache on
the right side of the face. Her tongue was numb 3 days ago. She can't close her eye all the way, it was
causing headache, dry eye and eye watering. It was going into her nose. Her lip was moving, she cannot
talk. She went to urgent care last night after her daughter asked why she was winking. Her lip was sagging
and thought it was a stroke. They said the Bells Palsy was definitely from the vaccine. The outcome of the
event nausea was recovered on 30Mar2021, Bell's Palsy legs went numb, arms went numb, feet burning was
not recovered and unknown outcome for the event before the Bell's Palsy diagnosis she felt like she was
getting a cold.
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entire left area where the patient received the vaccine had fallen asleep and paralyzed/it moved to the
right area; throat problems such as throbbing; shoulder pain became unbearable; panicked; feel it in the
throat and I could not breathe; the patient took an Advil to be able to sleep; This is a spontaneous report
from a contactable consumer (patient). A patient of unspecified age and gender received the second dose of
BNT162B2 (Pfizer-BioNTech COVID-19 vaccine, lot number and expiry date unknown), dose 2 via an
unspecified route of administration on 08Apr2021 as a single dose for COVID-19 immunization. The patient's
medical history and concomitant medications were not reported. The patient previously received the first
dose of the BNT162B2 for COVID-19 immunization. The patient received the Pfizer vaccine in the morning of
08Apr2021 and she had no reaction and it was perfect at 2 in the afternoon however at 4 the patient began
to have throat problems such as throbbing and the shoulder pain became unbearable, the patient could not
move it. During that night, the patient took an Advil to be able to sleep because the pain in the shoulder
was unbearable, the patient put an ice pack and tried to sleep but got up at 12 and the entire left area
where the patient received the vaccine had fallen asleep and paralyzed. The patient then panicked because
it moved to the right area and the patient began to feel it in the throat and could not breathe. The patient
was treated in the ER. It was also reported that the patient was confident that the effects will be normal
and at most have a fever or any of the 7 side effects that were listed on the sheet that was given during
vaccination but the patient did not think that he/she was going to be put in these circumstances because the
patient could not breathe, or speak, or move for a period of time that also mixed with his/her nerves
because the patient was not prepared and did not know what to do and they had to see the patient in the
ER to be certain that he/she was fine and happily, the patient was stable. The outcome of the events was
recovering. Information on the lot/batch number has been requested.
Leg paralysis 12 hours after.; Slower cognitive functions for 5 days.; Leg numbing for 5 days.; Brain fog and
fatigue for 5 days; Brain fog and fatigue for 5 days.; This is a spontaneous report from a contactable
consumer. A 36-year-old male patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19
VACCINE; Lot Number: EN6204), via an unspecified route of administration, at the age of 36 years,
administered on the left arm on 05Apr2021 12:00 at a SINGLE DOSE for covid-19 immunisation. The patient's
medical history was not reported. There were no concomitant medications. On 05Apr2021 23:00, the patient
experienced leg paralysis 12 hours after, leg numbing for 5 days, brain fog and fatigue for 5 days and slower
cognitive functions for 5 days. No treatment was received for the events. The outcome of the events was not
recovered.
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loss of consciousness plus all the normal symptoms; paralysis/partial paralysis; Fever of 103.7; diarrhea;
nausea; dizzy; joint pain; migraine; throat swelling; nose swelling; eyes swelling; This is a spontaneous report
received a contactable consumer, the patient. A 33-year-old adult [non-pregnant] female received the second
dose of BNT162b2 (solution for injection; Lot ER8729 and expiry information not reported) in the right arm via
unspecified route on 06Apr2021 at 09:45 (at 33 years-old) for COVID-19 immunisation. Relevant medical
history included asthma, allergies, penicillin and adhesive tape allergies, and high blood pressure.
Concomitant medications included lisinopril. The patient previously received COVID-19 immunisation with
the first dose of BNT162b2 (Lot ER7531) in the right arm on 16Mar2021 at 09:45 (at 32-years-old). The
patient previously received treatment for an unspecified indication with hydrocodone
bitartrate/paracetamol (NORCO) and experienced an allergy. The denied being diagnosed with COVID-19
prior to the vaccine. The patient was not pregnant at time of vaccination, and the patient denied receiving
any other vaccine within four weeks of this vaccine. On 06Apr2021 at 20:00 the patient experienced fever of
103.7, diarrhea, nausea, dizzy, paralysis, partial paralysis, joint pain, migraine, throat swelling, nose
swelling, eyes swelling, loss of consciousness plus all the normal symptoms. The patient reported as a result
of the events the patient sought care with a doctor or other healthcare professional office/clinic visit,
emergency room/department or urgent care. The patient was tested for COVID-19 since the vaccine with
nasal swab test on 07Apr2021 and was negative. Treatment for the events received in the emergency room
(ER) included diphenhydramine HCl (BENADRYL), ibuprofen, and acetaminophen (TYLENOL). The outcome of the
events, fever of 103.7, diarrhea, nausea, dizzy, paralysis, partial paralysis, joint pain, migraine, throat
swelling, nose swelling, eyes swelling, loss of consciousness plus all the normal symptoms, was not
recovered.
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diagnoses of Bells palsy; This is a spontaneous report from a contactable healthcare professional (patient). A
50-year-old patient of an unspecified gender received second dose of BNT162B2 (PFIZER-BIONTECH COVID-19
VACCINE, Solution for injection; Lot Number: EP6955) via an unspecified route of administration,
administered in Arm Left, at the age of 50-year-old, on 13Apr2021, as SINGLE DOSE for covid-19
immunisation. Medical history included mitral valve repair in 2017 (4 years ago). Concomitant medications
were not reported. The patient was not diagnosed with COVID and did not receive any other vaccine four
weeks prior. The patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution
for injection; Lot Number: EP6955) via an unspecified route of administration, administered in Arm Left, at
the age of 50-year-old, on 23Mar2021 09:45 AM, as SINGLE DOSE for covid-19 immunisation. On 13Apr2021,
the patient was brought to the ER and there the patient was diagnosed with Bells Palsy. The event resulted
in physician office visit and caused disability/ permanent damage. Therapeutic measures taken in response to
the event included administration of doxycycline and prednisone. The patient underwent lab tests and
procedures which included sars-cov-2 test: negative on an unspecified date. Outcome of the event was not
recovered.; Sender's Comments: Based on the reasonable temporal association and considering the known
safety profile of COVID19 vaccine, BNT162B2, the Company cannot completely exclude the possible causality
between the reported Bells Palsy and the administration of the suspect. The impact of this report on the
benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation,
including the review and analysis of aggregate data for adverse events. Any safety concern identified as part
of this review, as well as any appropriate action in response, will be promptly notified to RA, IEC, as
appropriate.
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nausea; headache; began having left eye twitches and they progressed to spasms and the nose and left side
of her face. It then included both sides of her face; pinching in her left shoulder; began having left eye
twitches and they progressed to spasms and the nose and left side of her face. It then included both sides of
her face; patient could not open her eye or control her face; her left leg had goosebumps and chills; her left
leg had goosebumps and chills; This is a spontaneous report from a contactable consumer (patient's mother).
A 17-year-old female patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA
VACCINE; solution for injection; Lot Number: ER8731) via an unspecified route of administration on
07Apr2021 at 15:15 (at the age of 17-years-old) as a single dose in the left arm for COVID-19 immunisation.
Medical history included asthma from an unspecified date and unspecified if ongoing. Family medical history
relevant to the adverse event was reported as none. Concomitant mediations included
ethinylestradiol/levonorgestrel (JOLESSA) taken ""to decrease her periods"" from 2019 (""about two years
ago"") and ongoing and at an unspecified dose, cyclic, for three months straight with no placebo. Then takes
a placebo pill for one week straight and biotin taken ""for hair and nail growth"" from an unspecified date
(""she began taking within the last 6 months"") and ongoing. There was no history of previous immunization
with the Pfizer vaccine, there were no additional vaccines administered on the same date as the COVID-19
vaccine and there were no prior vaccinations within 4 weeks. It was not provided whether there were
adverse events following prior vaccinations. On 07Apr2021 the patient experienced began having left eye
twitches and they progressed to spasms and the nose and left side of her face. It then included both sides of
her face, patient could not open her eye or control her face, her left leg had goosebumps and chills, pinching
in her left shoulder, nausea and headache. The reporter called to report that her daughter had a severe
reaction to the first dose of the COVID-19 vaccine. The clinical course was reported as follows: The patient
received the first dose of the COVID-19 vaccine in her left arm. Less than an hour after receiving the COVID19 vaccine, the patient developed goosebumps and chills in her left leg. The reporter was not very concerned
about it at the time. About 9:00PM that same night, the patient started complaining of pinching in her left
shoulder. The reporter was not too terribly concerned. By 9:30PM, that same night, the patient started to
have left eye twitches. Then they increased to eye spasms, then the patient could not open her eye or
control her face. Then, it progressed to patients nose and left side of her face. At that point, the reporter
tried to contact a nurse with the health insurance advice line. She waited for 30 minutes. The patient's
symptoms continued to get worse, so the reporter took the patient to the emergency room. While the
patient was in the emergency room triage, while hospital staff were getting her blood pressure and
temperature, her symptoms also started to involve the right side of her face. Around 10:15PM, that same
night, the patient started to get nauseous and a headache kicked in. The emergency department took
patient straight back to a room. The patient was not admitted to the hospital. The emergency department
started an IV on the patient, and they administered Reglan, Benadryl, and Toradol to treat her symptoms.
The emergency department ran blood tests, preformed a urinalysis and a CT scan. The reporter did not know
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sleepy; tired; tested positive for covid-19 after receiving the first dose of the covid-19 vaccine; tested
positive for covid-19 after receiving the first dose of the covid-19 vaccine; body ache; runny nose; left eye
was throbbing; she couldn't swallow like her body forgot how to do it; feeling she had something in her
throat; severe headache; tension on her neck that felt like a neck injury; neck pain; jaw was paralyzed; pain
in arm; This is a spontaneous report from a contactable lactation registered nurse (patient). A 37-year-old
patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Batch/lot number and
expiration date unknown) via an unspecified route of administration on 06Jan2021 around 5 pm (at 37-yearold) at single dose for COVID-19 immunization. Medical history included migraine. Concomitant medication
included amitriptyline since 2018 at 10 mg nightly, 20 mg and 30 mg for migraine and stopped after COVID,
and she was feeling tired/ sleepy and that made it worse; riboflavin sodium phosphate (VITAMIN B), and
magnesium. The next day on 07Jan2021 about 7:59 am (around 13 hours after receiving the vaccine), all of a
sudden she was driving and her jaw was paralyzed, it's became hard, she couldn't move it and it was very
painful. she never had that and she was driving with her two little kids and it freaked her out and she tried
to park and she finally parked being it lasted for a couple of minutes. When she looked at the time again it
was 8:03 am, it was gone. She needed to get her kids to safety because she was driving but then it went
away. On 09Jan2021, she started to have all of a sudden this tension on her neck that felt like a neck injury,
it was hard to move her neck to a certain side and started while she was working. It was progressing and
she thought she hurt herself. The pain began to lead to a severe headache. The neck pain felt like an injury
lasted for a couple of days, but headache persisted and was intense, it lasted for 2 weeks and her coworkers
thought she had COVID. She worked on 09Jan2021 and 10Jan2021 and then called out after that. On
12Jan2021 and 13Jan2021 the pain was not just in her head but in the left eye, it was throbbing and severe
pain deep inside. It lasted for a couple of days lasted for over a week, it was not as bad as the first couple of
days, the pain was the most severe on the 12Jan2021 and 13Jan2021 and couldn't do anything and stayed in
bed. It felt like it was nerve pain and she never had that before, it was definitely different. She took daily
anti migraine medicine and as long as she took it she doesn't have migraine headaches. For her Sumatriptan
50 mg, she took it twice on 12Jan2021, but because of the side effects it makes her nauseous and she
couldn't take it anymore, she just has the prescription. She was only allowed to have 10 a month. It is
sumatriptan and it didn't work either and she was supposed to take it to reverse the headache and it didn't
work. For the amitriptyline, its 10 mg and had to triple to 30 mg. She took it at nighttime, but one of the
side effects is that it made her sleepy but she didn't sleep. She has a 3 month supply and had plenty, if she
needed to adjust but that was her first time she was taking that much, her doctor said she could up her dose
to 20 mg, her gave her permission before because it can be used at higher doses if needed, she did try the 20
mg but that did not work so she had to triple to 30 mg. Once she realized that was not helping she just said
forget it. She had to triple the dose of her migraine medicine and she was taking 3000-4000 mg of
paracetamol (TYLENOL) even that couldn't take it down and even did cold compresses. The headaches lasted
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both my doses of vaccine led to facial tightening, twitching, and slightly more paralysis; both my doses of
vaccine led to facial tightening, twitching, and slightly more paralysis; both my doses of vaccine led to facial
tightening, twitching, and slightly more paralysis; This is a spontaneous report from a contactable consumer
(patient). A 55-years-old female patient received BNT162B2 ((PFIZER-BIONTECH COVID-19 mRNA VACCINE)),
dose 1 via an unspecified route of administration, administered in Arm Left on 23Mar2021 11:30 (Batch/Lot
Number: EP7533) as single dose, dose 2 via an unspecified route of administration, administered in Arm Left
on 13Apr2021 11:30 (Batch/Lot Number: ER8729) as single dose for covid-19 immunisation . Medical history
included high blood pressure (HBP) from an unknown date and unknown if ongoing , supraventricular
tachycardia (PAT) from an unknown date and unknown if ongoing, had Bell's palsy from 2001 to an unknown
date. No known allergies. Concomitant medication(s) included amlodipine taken for an unspecified indication,
start and stop date were not reported; enalapril taken for an unspecified indication, start and stop date
were not reported. The patient did not have any vaccines in four weeks and did not have covid prior to
vaccination. In 2001, the patient had Bell s palsy (Medical history). Her left side paralysis never fully went
away. Now, both of her doses of vaccine led to facial tightening, twitching, and slightly more paralysis on
23Mar2021 11:30 with outcome of unknown. She did not regret taking the vaccine and would do it again.
Her mainly reason for reporting this was that she wanted to know if the vaccine was still effective. No
treatment was received. No covid test post vaccination.
Bell's Palsy; Mild tingling in the left arm; swelling on my left cheek; musculature changes in the left jaw, left
cheek and facial nerve regions of left cheek (described as feeling similar to getting an injection at the dentist
to numb your mouth).; This is a spontaneous report from a contactable consumer, the patient. A 41-year-old
non-pregnant female patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA
VACCINE; Lot: 03461), via an unspecified route of administration in the left arm on 19Apr2021 at 15:45 (at
the age of 41-years-old) as a single dose for COVID-19 immunization. Medical history was reported as none
and the patient had no known allergies. The patient was not diagnosed with COVID-19 prior to vaccination.
Concomitant medications included loratadine/pseudoephedrine sulfate (CLARITIN- D), fish oil, and a multivitamin (unspecified). On 19Apr2021, within 5 minutes of the vaccination, the patient experienced mild
tingling in the left arm. On 19Apr2021, the patient experienced a feeling of musculature changes in the left
jaw, left cheek, and facial nerve regions of left cheek (feeling similar to getting an injection at the dentist to
numb your mouth). The patient was concerned it was Bell's Palsy however only noticed swelling on the left
cheek. The symptoms remained the same for 2 hours without worsening, then subsided a little. The patient
was not treated for the events. Since the vaccination, the patient was not tested for COVID-19. The clinical
outcome of Bell's Palsy, mild tingling in the left arm, ""swelling on my left cheek"", ""musculature changes in
the left jaw, left cheek and facial nerve regions of left cheek (described as feeling similar to getting an
injection at the dentist to numb your mouth)"" was resolving.""
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it sounded like a form of Bell's Palsy; left cheek tingle; my left forehead, cheek, side of lip and chin felt like I
had razor burn.; My head itched; left eye felt dry; salivate more than usual from the left side of my mouth;
left side of my face began to feel heavy, sometimes also my sinuses, but more often my lower jaw; left side of
my face began to feel heavy, sometimes also my sinuses, but more often my lower jaw; left side of my face
began to feel heavy, sometimes also my sinuses, but more often my lower jaw; feel pain in my left ear; My
lymph nodes on the left side of my face became swollen; This is a spontaneous report from a contactable
consumer. A 65-year-old female patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), dose 1
via an unspecified route of administration, administered in Arm Left on 26Feb2021 12:45 (Batch/Lot Number:
EN6202), at the age of 65-years-old, as single dose for COVID-19 immunization. Medical history included
allergy to Sulfa. The patient did not receive any other vaccines within 4 weeks prior to the COVID vaccine.
Concomitant medication included calcium; magnesium; colecalciferol, menadione (VITAMIN K+D); glutathione;
all taken for an unspecified indication, start and stop date were not reported. Within 45 mins (also reported
as 20-25 minutes) of receiving the shot, she began to feel her left cheek tingle. In the intervening days, her
left forehead, cheek, side of lip and chin felt like she had razor burn. Her head itched. Her left eye felt dry,
but that went away. She began to salivate more than usual from the left side of her mouth. The left side of
her face began to feel heavy, sometimes also my sinuses, but more often my lower jaw. Sometimes, she
would feel pain in her left ear. Her lymph nodes on the left side of my face became swollen. Her doctor on
Zoom said it sounded like a form of Bell's Palsy (medically significant), though she does not have the drooping
eye or mouth. She had an MRI of her left lymph node that did not reveal any issues. Her symptoms, while
they have abated, are still present five weeks after the shot. The events started on 26Feb2021 13:30. No
treatment was received for the events. Prior to vaccination, the patient was not diagnosed with COVID-19.
Since the vaccination the patient has not been tested for COVID-19. The outcome of the event left eye felt
dry was recovered while other events was not recovered.

0 days

Bell's palsy; tongue went numb; body aches; regular sore arm; headache; This is a spontaneous report from a
contactable consumer reporting for herself. A 21-year-old female patient received the first dose of BNT162B2
(PFIZER-BIONTECH COVID-19 mRNA VACCINE) (lot number EW0153/expiration date: not provided), via an
unspecified route of administration, on 15Apr2021 10:45 (at the age of 21 years old) as a single dose in the
right arm for COVID-19 IMMUNIZATION. Relevant medical history and concomitant medication were none.
The patient did not receive any other vaccines within 4 weeks prior to the COVID vaccine. On 15Apr2021,
the patient experienced regular sore arm, headache. On 16Apr2021, the patient experienced body aches. On
17Apr2021, the patient's tongue went numb. On 20Apr2021, the patient experienced Bell's palsy and
described it as getting worse. The outcome of the event regular sore arm was recovered on 16Apr2021. The
outcome of the event body aches was recovered on 19Apr2021. The outcome of the events headache, tongue
went numb and Bell's palsy was not recovered.
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paralysis in both legs; extreme difficulty walking; horrible body aches; This is a spontaneous report from a
contactable consumer (the patient). A 27-year-old female patient received the second dose of bnt162b2
(PFIZER-BIONTECH COVID-19 MRNA VACCINE, Lot number EW0151), via an unspecified route of
administration on 05Apr2021 at 10:30 as a single dose in the left arm for COVID-19 immunization. The
patient's medical history was not reported. Historical vaccinations included the first dose of bnt162b2
(PFIZER-BIONTECH COVID-19 MRNA VACCINE, Lot number EN6208) on 15Mar2021 at 09:30. There were no
concomitant medications. Twelve hours after the vaccination the patient began to experience ""symptoms;""
she had horrible body aches. By 08Apr2021 she had extreme difficulty walking and went to a hospital. She
experienced paralysis in both legs on 08Apr2021 with outcome of not recovered, extreme difficulty walking
on 08Apr2021 with outcome of not recovered. The patient was hospitalized for paralysis of both legs and
extreme difficulty walking. The patient also experienced horrible body aches on 05Apr2021 with outcome of
recovered. The events required an Emergency Room visit and a Physician office visit. The patient was
hospitalized for extreme difficulty walking from 08Apr2021 to 10Apr2021 and she was again hospitalized on
12Apr2021 to 15Apr2021. The patient underwent lab tests and procedures which included lumbar puncture
on 14Apr2021 which revealed that she does not have Guillain-Barre.""
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Severe pain and weakness in extremities that progressed upwards through legs, hips, arms, back, neck and
head; new and sudden onset of popping joints; Temporary paralysis and numbness upon waking up in the
morning; Temporary paralysis and numbness upon waking up in the morning; severe muscle fatigue;
experiencing pain, weakness, and tingling in upper back, both arms and hands; Heart rate spike to 180;
dizziness; sweating; sudden aching and weakness in both hands, progressed upwards through legs, hips,
arms, back, neck and head; sudden aching and weakness in both hands; Severe head and facial pain; Severe
head and facial pain; Pain, tingling, burning, and weakness in extremities and limbs; Pain, tingling, burning,
and weakness in extremities and limbs; Vibrations/tremor-like sensation in upper back; Tingling tongue; This
is a spontaneous report from a contactable consumer, the patient. A 33-year-old female patient received
BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE, lot EN6200, first dose) solution for injection
intramuscular in the left arm on 27Feb2021 at 10:00 (at the age of 33-years-old) as a single dose for COVID19 vaccination. Medical history included SVT (supraventricular tachycardia). Concomitant medications were
not reported. Prior to the vaccination, the patient was not diagnosed with COVID-19. On 27Feb2021, the
patient experienced heart rate spike to 180 within first 2-3 minutes of vaccine with dizziness, sweating and
sudden aching and weakness in both hands; severe head and facial pain, pain, tingling, burning, and
weakness in extremities and limbs; vibrations/tremor-like sensation in upper back; tingling tongue; severe
muscle fatigue; experiencing pain, weakness, and tingling in upper back, both arms and hands, sent to ER for
monitoring. Continued heart rate spikes for approx. 7 days afterwards. Severe pain and weakness in
extremities that progressed upwards through legs, hips, arms, back, neck and head over 1 week period. On
09Mar2021, 10 days after vaccination; two more ER visits. Severe head and facial pain. Pain, tingling,
burning, and weakness in extremities and limbs. Vibrations/tremor-like sensation in upper back. Tingling
tongue, new and sudden onset of popping joints, temporary paralysis, and numbness upon waking up in the
morning. Multiple lab work orders, X-rays, MRIs - all ruled out other causes/conditions in Mar2021. The
events resulted in doctor or other healthcare professional office/clinic visit, Emergency room/department or
urgent care, with disability or permanent damage due severity of symptoms required 4 weeks of medical
leave from work. Treatment for the events included medication and physical therapy. The outcome of the
events was not recovered. Post vaccination, a Nasal Swab, Covid test result was negative in Mar2021.
Joint pain in shoulder; It felt like bursitis when he had it before on another part of his shoulder; his arm was
paralyzed and was hurting a lot/arm was painful; It is a sharp, burning, stabbing pain; Arm was paralyzed;
Muscle pain at the deltoid/intense muscle pain"" in the deltoid muscle; Injection was too low/Injection point
was a little lower than expected; he had shoulder pain; This is a spontaneous report from a contactable
consumer. A 42-years-old male patient received BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE),
dose 1 via an unspecified route of administration on 16Apr2021 (Batch/Lot number was not reported) as
SINGLE DOSE (at age of 42 year old )for covid-19 immunisation. Medical history included he's had bursitis
previously and that the symptoms lasted 6 weeks to 6 months (reported both lengths of time, unsure which
is correct duration). The patient's concomitant medications were not reported. On 16Apr2021, the patient
experienced he had shoulder pain and the injection was too low/Injection point was a little lower than
expected. On 17Apr2021, the patient experienced muscle pain at the deltoid/intense muscle pain in the
deltoid muscle. On 20Apr2021, the patient experienced arm was paralyzed , Joint pain in shoulder, It felt
like bursitis when he had it before on another part of his shoulder, his arm was paralyzed and was hurting a
lot/arm was painful, It is a sharp, burning, stabbing pain.Outcome of the events Muscle pain at the
deltoid/intense muscle pain"" in the deltoid muscle, Joint pain in shoulder, his arm was paralyzed and was
hurting a lot/arm was painful, he had shoulder pain was not recovered. Outcome of Arm was paralyzed,
Injection was too low/Injection point was a little lower than expected, It felt like bursitis when he had it
before on another part of his shoulder, It is a sharp, burning, stabbing pain was unknown. Information about
lot/batch number has been requested.""
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Guillain Barre syndrome; Doesn't feel from his waist down on left side; Doesn't feel from his waist down on
right side; Weakness on right side; Weakness on left side; Passed out; High blood pressure; Lost hearing on
right side; Headache; Fever; Pain in back; Pain in neck that went up to his head; This is a spontaneous report
from a contactable consumer. A 47-year-old male patient received the first dose of BNT162B2 (PFIZERBIONTECH COVID-19 MRNA VACCINE) via an unspecified route of administration on 16Mar2021 at 15:00 or
15:10 (at the age of 47-years-old) as a single dose in the right arm for COVID-19 immunization. Medical
history was reported as none. It was reported that the patient had no pre-existing conditions and was
""100% healthy and normally ran every day for 2-3 miles."" Concomitant medications were reported as none.
The patient did not receive any other vaccines within 4 weeks prior to the COVID-19 vaccination. The
patient did not have a history of adverse events that followed prior vaccinations. The patient previously
received the flu shot in Sep2020 (at the age of 47-years-old) for immunization and experienced no side effects.
It was reported that the patient received a flu shot every year and experienced no side effects. On
16Mar2021 the patient experienced fever, pain in back and pain in neck that went up to his head; on
17Mar2021 the patient experienced headache; on 18Mar2021 the patient experienced does not feel from his
waist down on left side, does not feel from his waist down on right side, weakness on right side, weakness
on left side, passed out and on unspecified dates the patient experienced Guillain Barre syndrome, lost
hearing on right side and high blood pressure. The events does not feel from his waist down on left side, does
not feel from his waist down on right side, weakness on right side, weakness of left side and passed out (911
was called) required an emergency room visit; does not feel from his waist down on left side, does not feel
from his waist down on right side, weakness on right side, weakness on left side and Guillain Barre syndrome
also required a physician office visit. The patient was hospitalized for the events passed out, does not feel
from his waist down on left side, does not feel from his waist down on right side, Guillain Barre syndrome,
weakness of right side and weakness of left side from 18Mar2021 to 08Apr2021 (also reported as ""for 22
days""). The reporter (friend of the patient) called to file a report for his friend, who did not speak any
English. The reporter wanted to make Pfizer aware of the adverse event that the patient experienced. The
reporter stated that the hospital staff stated that they reported the patient's adverse event to Pfizer, the
local health department and the CDC, but the patient's family and friends were not sure if the report was
filed, thus the reporter was calling. The clinical course was reported as follows: ""6-7 hours after getting
home from getting the vaccine on 16Mar2021, the patient started to feel fever, pain in his back, and pain in
his neck that went up to his head. The hospital had given the patient Tylenol and the hospital staff informed
the patient that if he felt a fever or pain after the COVID-19 vaccine, he should take the Tylenol. The hospital
staff also informed the patient that if his symptoms got worse to call 911 and go to the emergency room. The
patient took the Tylenol and his fever came down a bit and the patient went to sleep. On the next day,
17Mar2021, the patient's neck pain started going up more like a headache. On the morning of Thursday,
18Mar2021, the patient got weak. The patient could barely move his hand or neck or leg. After the
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Significant weight loss; Chronic back pain; terrible pain in the back; Osteolysis; Terrible pain in her
extremities; It was her first dose and she was afraid to get the second one now; patient was supposed to get
her second one last week and she didn't; Paralyzed from her neck down to her arm, legs, and everything;
weakness in extremities; could not move; Received BNT162B2 via subcutaneous route; This is a spontaneous
report from a contactable nurse (patient who is a retired nurse who did anesthesia). A 66-year-old female
patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE; Lot Number and
Expiration Date were not reported), subcutaneous in right deltoid of the upper arm, on 09Mar2021, at a
single dose, for COVID-19 immunization. The patient's medical history included pain, use of medication to
help with sleep, gastroesophageal reflux disease (GERD), and thyroid. The patient's concomitant medications
included levothyroxine for thyroid, pantoprazole sodium sesquihydrate (PROTONIX) for GERD, trazodone to
help with sleep, zolpidem tartrate (AMBIEN) to help with sleep, morphine (extended relief) for pain, and
morphine sulfate (immediate relief) for pain. They also gave the patient diazepam (VALIUM) if she needs to
take it but she did plan; she didn't take it. The patient just didn't take diazepam and then pain management
doctor put her on morphine extended release. Then, morphine sulphate immediate relief, so she can take up
to 4 for day and she was not using now. The COVID-19 vaccine was administered in a pharmacy. The patient
would like to report a reaction that she received that she had approximately for an hour and a half, that
basically started in an hour after the injection. The patient's first COVID-19 shot was given by Pfizer on
09Mar2021 and what happens in next hour was she became totally paralyzed from her neck down to her
arm, legs, and everything. It was approximately about 30 minutes after the shot that she began to notice
some weakness in extremities (also reported as eternities) and then they got home an hour later, and her
husband left the patient then she got to know she could not move. The patient can breathe, and she was
totally conscious, but she could not move, could not pull herself along the floor, could not pull from the sofa,
could not move her knee, and could not move her body. So, the patient thought maybe she should report
this. On an unspecified date, the patient had significant weight loss. The patient was eating but she was
rapidly losing. The patient didn't have COVID-19; she had been tested negative, so she didn't have COVID-19.
The patient was tested 4 times for her to be around her grandchildren and make sure everything is okay.
The patient had been tested against COVID-19 because of her grandchildren. The patient tried to take them,
and she just now received the paper it was negative. So, it was her third one to try to watch her
grandchildren because they were infant, and all test results were negative. It was also reported that the
patient had no other problem, just the pain clarified as chronic back pain since an unspecified date. The
patient checked this as persistent for chronic back pain; it is positive, definitely it's totally osteolysis on an
unspecified date. Treatment was received for all events (unspecified medications). The patient went to her
primary healthcare doctor as a result of the events and he said it was no big deal and she told him that she
disagrees with that. Trazodone was added to zolpidem tartrate to help w with the sleep because she had
terrible pain in the back (right here) and her extremities after this incident (unspecified date). It was her first
swollen painful glands under arm at vaccination site, painful groin gland, runny nose, cough mucous,
headache, light headed , weakness, abdominal pain chest pain , rt arm pain.
Nose bleed started day after vaccination along with nausea which makes it hard to eat. Had flu like
symptoms day of vaccination with head ache and body aches persisting.
resident began to experience stroke like symptoms at approximately 0300, resident noted with slurred
speech, left arm and leg flacid, facial drooping to left side of face. B/P 193/116. transferred to ER for
evaluation
Severe chills, shaking Fever of 101F Knee partially paralyzed for 3 days in a row (difficulty walking) Severe
headache
Pain at injection site, woke up next morning with double vision. With both eyes open, dizziness, loss of depth
perception
Bell's palsy: left facial droop started the following morning around 8AM
Fever (102 degrees)- started 04/08 in the afternoon and got worse at night. Went away next morning.
Headache - Next day 04/08, lasted all day and went away next morning. Sore body - started 04/08 morning
and persisted until next morning.
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Shot at 1:50pm Saturday. Woke with headache at 2:45am Sunday. By 5:00am Sunday had bad stomach pain
and fever of 100.9F. Headache varied, got worse, got better, got worse, etc. Bad stomach pain lasted
straight through until about 1:00am Monday. It's now 8am Monday, a little bit of stomach pain but far less
than what it was.
Subdural Hematoma- Brain bleed paralyzed on my entire right side and Craniotomy
Flu like Symptoms , Headache , Tired ,Chills. Symptoms gone the next Day
Beginning after 12 hours from time of injection and lasting for 16 hours - fever of 102 degrees, chills,
exhaustion, headache, chest pain, achy body Bed rest, fluids, Tylenol
Fever of 101, chills, body aches and headaches. Fever and chills lasted about 8 hours and the aches for about
16.
Patient states that on the night of 4/9/2021 around 10PM she was laying down and felt paralyzed and could
not move for 6 hours. Patient states that she was unable to call 911 because she could not move.
Patient was found to have Guillian-Barre Syndrome during admission beginning on 4/10/2021.
Woke up with closed eye and drooping on left side of face. ER diagnosis of Bells Palsy
Nausea, vomiting, fever, dizziness, headache, body ache, fainting
6 h after injection: 101.7 fever, chills, severe headache (all went away after 24 h of injection) 48 h after
injection: severe abdominal pain below the belly button (went away after 1.5 h) loose stools followed for 12
h 10 h after injection: tooth pain due to grinding from chills, still lingering
Leg pain; Charlie horses in both legs & severe headache & fatigue. Leg pain started the evening I received my
injection around midnight. It has lasted for over a week. Let pain continually through out the day & Charlie
horses at night in both legs more my left and as the week progressed in my feet as well. Severe headaches
on the right side of my head beginning started around 48 hours after the injection. Throbbing, stabbing pain
radiating down my temple, side of head down my neck and into my shoulder blade. Rest, lots of fluids &
migraine medication at the highest dose allowed to take.
March 9, 2021: 3:30am: Woke up with chills and feeling very cold 7:00am: Woke up with fever of up to 103F
and extreme fatigue and headache which lasted during the day. To ease the symptoms I took Tylenol every
6 hours. 10:00am: Started noticing hives, first on my left shin and continued to manifest in my torso/back as
well as forearms. I called my physician via telehealth and I was advised to take Benadryl as needed. Took
Benadryl twice (6 hours apart) and the hives calmed down and eventually went away during the course of
the day. March 14, 2021 1.30am: Woke up with itchy hives on my torso and back. Took Benadryl once
again. I called my physician and was instructed to take Cetirizine for the next couple of days (10mg at 1x per
day). Symptoms subsided. March 23, 2021 4:00am: Woke up with itchy hives on the left side of my torso
and across my back and my groin area and upper thighs. Called my physician once again who instructed to
take Cetirizine for a course of 2 weeks. No symptoms while taking Cetirizine. Stopped taking Cetirizine on
April 2. April 6, 2021 6:00am. Woke up with itchy red patches (with very small bumps) in localized areas of
the body (ie on my hand, on my right leg, and areas near my armpits. These lasted a little while with
intense itchiness...would subside to just having red patches, and another area of the body would manifest
red itchy patches. The above lasted several days as I wanted to see if this would go away on its own. On
April 9th, called my physician to advise of the continued itchy patches which seem to come and go in
different areas. Advised to take Cetirizine once again for another 2 weeks once a day.
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Developed heart palpitations approximately 10 hours after receiving vaccine. Also insomnia making it
impossible to sleep. Palpitations seemed to get better by 11 am the next morning but my heart rate was
still elevated ( pulse 106-112). Shortly after that ( around 11:45 am) I became extremely light headed and
dizzy and felt like I was going to pass out. I also started to feel nauseous and sweaty. I rested lying down
for two hours before hearing back from my doctor's office. I was able to control the lightheadedness and
dizziness by lying down. The feeling of passing out / nearly fainting went away. I continued to feel nauseous
and my heartrate was still elected. I started to get a headache as well. On the advise of a nurse at my
doctor's office, my husband took me to the ER. My EKG was normal . My heartrate was elevated. Due to
the overcrowding at the ER that day I was made to wait at least an hour and half for further evaluation. I
continued to feel light headed and slightly dizzy. My nausea and headache got much worse . I was finally
taken back to a treatment room and received IV fluids, Zofran and Tylenol. My heartrate went back to
normal and my headache and nausea improved with treatment and I was discharged around 7pm. I
continued to feel very tired and slightly lightheaded that evening. The next morning I was much more
nauseous again and still very weak feeling and slightly lightheaded. I have continued to feel weak, very
fatigued , unwell and nauseous on and off until today, April 14, which is 6 days after I was vaccinated.
Left work early because Chills, sweating Fever, Headache, Muscle and body aches, Fatigue, Shortness of
breath, Fast heartbeat, Blood pressure 150/86/98 at 4:10pm on April 11. Cyclobenzaprine 10mg at 5pm and
slept under multiple blankets because I was cold and sweating. Woke up the next day fine just a sore arm.
Woke up next morning very dizzy, running, 101 fever, headache, body aches, nauseous. pain in left arm
where injection was administered. Very tired. Stayed home from work. As day progressed symptoms got
worse. Headache was very bad and Tylenol would not help. Got very sick and was unable to eat. Fever did
not break until Saturday morning. I was dizzy until Sunday morning. Was very tired until Sunday evening.
Did not contact my doctor.
Janssen Lot # 1850022. On the evening of receiving the SARS coV2 vaccine, was awoken from sleep with a
severe headache (complete with visual blurryness and fortification patterns. The headache was nonresponsive to caffeine and Tylenol. After several really uncomfortable hours, pt took OTC Naprosen Sodium
and the HA abated. No other signs or symptoms
My symptoms started 03-18-2021 at 11am where I developed chills, was very sleepy that I slept 15 hours
straight. I felt very fatigued and my eyes hurt so much and I could not keep them open. On 04-06-2021 I still
was not feeling well. I started to have problems with my right side of my face, eyes and mouth which
gradually got worse so I went to the hospital. At the hospital they checked me for stroke, performed lab
work, did MRI and CT scans and the the doctors came back and said it was Bell's palsy. I again went to the
hospital 04-11-2021 but this time due to GI issues with pain. On 04-14-2021 through 04-15-2021, I started to
experience neck pain behind my right ear. At the hospital they had prescribed my prednisone 50mg, so I took
half for my pain. I still have trouble sleeping and have lots of pain.
Diagnosed at ER with a transient ischemic attack. Right side went numb, struggled to speak and right side of
face drooped
Patient complained of having a headache the evening after the vaccination which continued for a couple days
and is now intermittent but better with consistent Ibuprofen. Bilateral leg pain also started that evening
which has been continuous, but some relief with Ibuprofen use. Patient describes the pain as a dull ache in
each thigh and wakes her up at night. The pain is more intense when Ibuprofen wears off going to a more
shooting pain down each leg. Patient also complains of unusual fatigue that is not normal/baseline for her.
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On March 21, 2021 at around 5:30 I had fever, headache, nausea, fatigue, dizziness. The next day, March 22, I
had heart palpitations, dizziness and still fever. On March 24, 2021 at approximately 8:00 pm, my right leg
became heavy and felt numb. On March 25 I woke up to my mouth locked with Bell's Palsy like drooping on
the right side of my face. My mouth remained unable to open fully for the next day and the numbness and
pain in my leg increased. On March 26 I went to the ER because I was afraid I was having a stroke. They
gave me tests and said I did not have a stroke. They gave me steroids and they helped with my jaw but the
pain in my leg increased. The pain in leg continued with more pain in my knee. I followed up with my family
doctor and they sent me to have an ultrasound of my leg to check for a blood clot on April 9th No blood clot
was found. Pain continued and increased so the doctor sent me for an MRI on April 14. MRI showed moderate
effusions to the knee joint and I have an appointment with a orthopedic doctor on Tuesday April 20th. I
continue to have stabbing pain in my knee and swelling and discomfort.
Patient contacted for follow up regarding post vaccine status. On day 2 patient reported feeling very tired,
more so than usual, body aches, cough, and a decrease in taste. Patient agreed to come in to the clinic on
Friday to be evaluated for COVID testing. On the day of testing mother called clinic and stated to cancel
appointment, patient had gone to the emergency department the day before. Mother reports that patient
began complaining of increased facial pain on 04-14-2021. Soon the facial pain increased, and the patient
noticed she was having trouble chewing her food and talking, as well as a facial droop to the right side of her
face. As the mother was driving the patient to the hospital the patient began complaining of edema to her
lips and tongue, and that her right eye was hurting and was very dry. After being evaluated in the
emergency department the patient was diagnosed with Bell's Palsy and sent home with the following
prescriptions: Prednisone 20 mg, Valacyclovir 50 mg, and eye drops.
On 4/20/2021 around 1 pm patient called the pharmacy and reported intermittent symptoms of severe
headache, a feeling of tingling and pinching, and nausea. She stated the last symptom of HA 4 days before
her call. She was instructed by the pharmacist to promptly call her primary care provider to report
symptoms and receive instructions.
Nausea, headaches, leg pain (04/08 - 04/10) Nonstop headaches, pain in lower right calf (04/08 - Currently)
Bell's palsy, tinnitus, and hearing loss
The night following my vaccination I ended up with a fever of over 100 degrees Fahrenheit and also suffered
from a severe headache and sore throat. The fever and headache subsided after 24 hours, but the sore
throat and ulcers on my gum line remained for the next 3-4 days. 9 days after I had gotten the vaccine, I
started suffering from what I thought was a significant MS relapse. The left side of my face went numb and
started drooping, my legs went completely numb, and my vision went blurry.
Sleep paralysis the morning after receiving the vaccine. patient has been having sleep paralysis symptoms
almost once a week.
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Patient is a 47 y.o. female who arrived by Car presented to the emergency department for Stroke
symptoms. Patient awoke at 6:15 this morning, some difficulty seeing out of the right eye and also was
stumbling towards the left and to table. Concerned about things not being right so brought to the
emergency department. Patient feels her speaking and swallowing are okay. She did drink a bit of coffee
earlier. She denies headache or significant vision problems presently. Continues to not feel normal on her
left side. No history of stroke and parents or siblings. She does give personal history of an occipital migraine
many years ago at which time she did not have a headache but had some vision troubles. Physical Exam
Vitals signs and nursing note reviewed. Constitutional: General: She is not in acute distress.
Appearance: She is not ill-appearing or diaphoretic. HENT: Head: Normocephalic and atraumatic. Right
Ear: Tympanic membrane normal. Left Ear: Tympanic membrane normal. Nose: Nose normal.
Mouth/Throat: Mouth: Mucous membranes are moist. Pharynx: No oropharyngeal exudate or posterior
oropharyngeal erythema. Eyes: Conjunctiva/sclera: Conjunctivae normal. Pupils: Pupils are equal,
round, and reactive to light. Comments: Patient displays absence of left lateral movement Neck:
Musculoskeletal: Normal range of motion. No muscular tenderness. Cardiovascular: Rate and Rhythm:
Normal rate and regular rhythm. Heart sounds: No murmur. Pulmonary: Effort: Pulmonary effort is
normal. Breath sounds: Normal breath sounds. Abdominal: General: Bowel sounds are normal. There is
no distension. Palpations: Abdomen is soft. Tenderness: There is no abdominal tenderness.
Musculoskeletal: Right lower leg: No edema. Left lower leg: No edema. Lymphadenopathy: Cervical:
No cervical adenopathy. Skin: Findings: No rash. Neurological: Mental Status: She is alert. Cranial
Nerves: Cranial nerve deficit (left facial droop, dysarthria) present. Comments: Patient's speech seems a bit
slurred to me. Absence of ocular movements towards left noted as well as upward movements. Tongue is
midline. Patient is unable to shrug the left shoulder or lift the left arm off the bed. Grip strength is 4 out of
5 on the left. Left leg strength is 3 out of 5. Extremity strength on right arm and leg is 5 out of 5. After
consultation with a neurologist, the patient is being transferred from the ED.
Dec 23 started having right side facial tingling, slight numbness, decreased sensation. Headache, fatigue. This
facial symptoms came and went away daily in short intervals. On 12/27 I got dizzy, weakness, blurred vision,
right face numbness, slight lip drooping, high blood pressure, trouble swallowing, tongue numbness on right
side, and right arm tingling. Went to the doctor on 12/28 and got steroid treatment from being diagnosed
with Bell?s palsy, and a ct scan that didn?t show anything abnormal.
After injection, within 1 hour, started having left arm muscle tightening, up to left shoulder. Following
morning: facial numbnes/decreased sensation; mild facial droop. Onset 9am on 12/28/2020. Went to ED for
evaluation. Sensation started to resolve, continues to be slightly diminished on left side of face. Droop has
since resolved.
drooping OF LEFT EYE, twitching, weeping of left eye. Upper eyelid of left eye puffy and red. Chest tightness
Patient presented today with c/o left-sided facial drooping and numbness to the mouth. Patient states ""It
feels like when dental anesthesia wears off."" Able to drink without difficulty. Denies other symptoms, hx of
COVID or previous antibodies. CT offer and declined. Patient verbalizes understanding of medical plan.
Discharged home with Prednisone and Valtrex""
Weakness, fatigue, decreased appetite, upper extremity shaking, sternal red blotchy rash, decreased mental
status, non-verbal, decreased level of conscious, mottling, left side facial droop, hypertensive, fever, unable
to follow commands
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Patient presents with ? Altered Mental Status ? Headache · · HPI Patient presents to ER by EMS ambulance
after family called 911 as patient was incomprehensible with slurred speech and moaning on the phone this
evening. On arrival of EMS patient was asleep in bed and reportedly unresponsive other that to localize to
pain. EMS transferred patient to ER. On arrival to ER patient had GCS 7. Reportedly patient is locum nurse
who works in a Nursing Home and patient reportedly received COVID vaccination 2 days ago and that night
reportedly began complaining to family on the phone of headache, nasal congestion, sore throat, cough,
fever, chills, nausea, emesis, myalgias, and lethargy. Per the medical record patient has history of seizures,
migraines, and sciatica. No other information is known on patient arrival to ER. 1. Peripheral IV right dorsal
hand placed by EMS in route to ER. 2. On arrival to ER GCS 7 (E1M5V1) and roving eye movements with
episodic lateral conjugate and at times disconjugate gaze concerning for seizure activity. Arms and legs with
moderately increased tone but no clonic movements and patient able to localize bilaterally. 3. Ativan 1 mg
IVP for seizure, then further 2 mg IVP for persistent seizure. 4. Fosphenytoin 1,000 mg IVPB in ER for loading
dose of antiseizure medication. 5. Patient had significant improvement following completion of Ativan 3 mg
IVP and GCS improved to 14 (E3M6V5) from GCS of 7 (E1M5V1). 6. Patient able to communicate after
improvement as above and reports she has had headache or migraine for past several days as well as
dysuria with bilateral CVA pain and has significant pain on percussion of bilateral CVA and moderate pain on
palpation of bilateral flanks. No nuchal rigidity or pain with ROM of neck. Additionally, she complains of
severe headache and diffuse pain of back and abdomen/pelvis. She reports a history of seizures in the past
and reports she had one last month and was treated at a hospital in her home state. She denies antiseizure
medications. Additionally, patient reports nonproductive cough, sore throat, nasal congestion, fever, chills,
myalgias, lethargy, nausea, and episodic emesis over the past 2 days. She has anterograde amnesia
following seizure and does not recall events. 7. Normal saline 1,000 mL IV bolus, then 100 mL/hour in ER. 8.
CT of head with and without contrast performed and negative for intracranial hemorrhage, lesions, stroke,
or other acute pathology. 9. CT of chest/abdomen/pelvis with IV contrast shows no acute pathology or
notable abnormalities. 10. Lactic acid drawn and normal. 11. UA and urine microscopy collected by straight
catheterization and culture collected and pending. 12. Blood cultures x 2 collected and pending. 12. Rocephin
2 mg IVPB in ER after blood cultures collected. 13. Vancomycin 20 mg/kg (1,500 mg) IVPB following Rocephin.
14. Dexamethasone 10 mg IVP in ER. 15. Duoneb nebulizer in ER. 16. Called to discuss with patient's daughter
and the family's preferred contact who is 23 years old. She reports patient had COVID vaccination 2 days ago
and beginning that night patient has complained of headache, fever, chills, nonproductive cough, sore throat,
nasal congestion, myalgias, and lethargy. Additionally, she reports patient has history of seizures on at least
1 occasion in the past a few months ago but is not on antiseizure medications. She reports patient had MRI
and MRA of her brain at that time and reportedly and intracranial aneurysm was identified at that time. 17.
Called to request transfer to another facility and spoke with hospitalist who states there is no neurologist
there and suggests transfer to larger tertiary care facility with neurology. 18. Called to request transfer and
12/28/2020, Pharmacy staff administered Moderna COVID Vaccine. 12/29/2020, he had not eaten breakfast
or lunch but did consume fluids and take his medications. BP =150/70, Temp. = 101.6, Pulse= 102,
Respirations= 18 and Oxygen saturation= 97%. Tylenol 650 mg given. It was difficult for him to swallow.
Also had no use of right upper extremity and unable to move lower extremity, mouth was drooping and was
drooling. Physician in attendance and ordered to send to ER. 1/1/2021, received information from nurse at
hospital that patient received a Peg Tube this afternoon and Clinical indication of a stroke.
Bells Palsy
Developed left sided Bell's Palsy two days after receiving COVID vaccine
1/1 I started having metallic taste in my mouth. 1/2 I noticed the left side of my face was drooping. 1/3 It
was worse so I spoke with a a co worker who is a paramedic who told me to go to the ER. I went to ER and
they diagnosed me with Bells Palsy.
1. She was found with her skirt up around her neck and normally is oriented 2. Speech slightly off 3. Left
sided facial drooping 4. At time of EMS transfer BP 156/22, P 118, R 18, Temp 104
Temperature at 6:00 am of 100.6 Temperature at 6:30 am of 100.7 Temperature at 8: 15 am 99.6 nausea for
a brief period of time headache ongoing
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Severe body aches, headache started about 2am, about 10 hours after administration. Fatigue. Fever
started about 24 hours after administration, highest reading 101.3. All resolved about 48 hours after
administration.
3:00am-CN noted resident awake sitting up in bed verbally responsive, encouraged to lie down and sleep,
resident complied. 4:00am- resident noted sleeping in bed, unlabored breathing, same sleeping position as of
3am. 5:15am- Charge nurse went into resident's room to give him his routine breathing treatment. CN found
resident in bed unresponsive, pupils fixed and dilated, facial swelling, drooping noted on left side of face. 911
called, resident transferred to hospital.
Bells Palsy approximately 24 hours after vaccination. I presented to the ER for evaluation. I was treated with
steroids and antivirals for 7 days. Symptoms ave still persisted to date.
Numbness in right side of head and right arm (where he received injection). Starting getting confused. Legs
started to give out. Continued working. Symptoms got worse. On and off paralysis of legs. Eyes flickered and
darted. When he sat down at 1am, he took two nitroglycerin for chest pain. He asked a nurse to take his
blood pressure. It was low. He felt he was losing control. He was struggling for breath. Eyes were tearing up
real bad and tremors started. He stated he fought to stay conscious. Was started on oxygen. Was assisted in
a wheelchair and taken to ER. Waited there for 4 hours. Was delusional. I left without being seen by a doctor
after blood work and EKG. Went to sleep and woke up in river of sweat. Went to urgent care at that time.
Was given a COVID test and it was negative. Was prescribed zinc and vitamins. He had the same symptoms
like he did when he originally got COVID. Today at 9:36am, have fever off and on. Continues to feel pretty
bad. Still dizzy.
First began tingling on left side of forehead, then 4 hours later left temple then 6 hours later left side of
lower lip and 1-2 hours later top of left cheek. [left side of jaw/ear lobe/half of cheek decreased sensation
from prior surgery to remove parotid tumor since Nov. 1992] By 30 hours after vaccination I had received
solu medrol and valtrex for early s/s of Bell's palsy by hospitalist at hospital. All symptoms resolved by
1/9/21 pm.
BELL'S PALSY.
Patient had a rash prior to COVID vaccine. Prednisone 10mg started on 1/5/21 (only one dose administered)
1/6/21, 1am - Rash worsened with increase redness, warmth and extending of body surface, Temp 100.4,
1/6/21, 1:20am Benadryl 25mg administered, (Keflex was ordered at this time, however never administered).
1/6/21, 3am rash improved, temp 99.1 1/6/21, 6:50am Right facial droop and right sided weakness, sent to
ER 1/6/21 transferred to hospital, continues to be hospitalized 1/11/2021
Pt states she awoke at 0600 01/05/2021 with right side facial paralysis Was seen by PA diagnosis with Bells
Palsy was started on Prednisone 01/05/2021
Bell's palsy L side of face impacting eye and partial of mouth; not resolved at this time
Staff walked into resident's room around 10:00am and noted resident's left side of his face was flaccid. Nurse
was called and upon assessment resident noted to have an unequal hand grasp with left worse. He was able
to talk but was mumbled and hard to understand. Physician, hospice, and family were notified. Resident had
a stroke at 10:06 am on 1/8/2020. He lost all ability to use his left side. Resident passed away on 1/11/2020.
Approximately 28 hours after vaccine, I began to feel tingling in my right eye Approximately 12 hours after
that, my face started drooping and was numb so I went to ER. Today is Sunday, and the numbness and
drooping was called Bells Palsy at the hospital.
Paralysis on my left side of face. I got my vaccine on Thursday 1/14/21. On Friday 1/15/21 evening started
have numbing of left side of my face.
nervousness, nerve twitching, right side facial numbness and tingling, tingling in hands, hands cold, bells
palsy, ""pins and needles"" feeling all over""
Bell's palsy
Fever up to 102.8, large area left arm firm painful and warm, Bell's Palsy, body aches, terrible headache X 3
days
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Patient received the vaccine on 1/8/21. On Saturday 1/9/21, she was feeling tired, headache, body aches and
right eye and mouth started drooping. Patient was able to see Dr on 1/13/21, where she was diagnosed
with Bells Palsy. The doctor gave a Toradol shot for the headache and was prescribed Valacyclovir 1 gram
and Prednisone 10 MG. Patient was feeling worse went to Urgent Care on 1/14/21, where they did blood
work and checked for Covid and Flu. On Friday 1/15/21. she started vomitng and feeling more weak and
went to ER, where they also did blood work and checked for Covid and the Flu.
30 minutes after first dose I felt hot/nauseous which lasted a few minutes and went away. The next day had
neck pain, nasal congestion, and runny nose. On 1/5/2021 I still had the same symptoms and throat felt like
it was swelling and my ears started to hurt. 1/6/2021, had diarrhea. 1/8/2021 was short of breath w/ heart
palpitations. 1/11/2021, face swelling on left side, continued having aforementioned symptoms. Eyes started
burning and were itchy/dry and watering. 1/15/2021, saw provider and was diagnosed w/ bells palsy and
started on steroids
On 12/28 I had paralysis of the left side of my face and was diagnosed with Bell's Palsy. It took about 2 1/2
weeks for it resolve. The top of my face is at 100 percent while the bottom half is at 90 percent.
Since receiving the Moderna COVID-19 vaccine on 12/30/2020 I have been experiencing what almost feels
like brain fog. I have had some trouble staying on task at work, trouble finding words, remembering common
last names, etc. Oftentimes I will have this temporarily as a migraine aura, but it typically goes away once
the migraine comes and goes. This seems to have come to stay since receiving the vaccine. I did have fatigue
for approximately 3 days after the vaccine administration - 2-3 hour naps daily. This has improved some. I
also had a dull headache that seemed to be there daily for approximately 2.5 weeks post vaccine- nothing I
could not tolerate but it just did not want to go away even with my usual treatment - Excedrin Headache
and ice. The best way I can describe it is a dull pain all over the top of my head and forehead. I did have one
headache that occurred approximately 5 days after the vaccine, that I would consider a ""bad migraine""
(Migraine that rendered me incapable of completing my daily routine - having to stay in bed, dizziness, etc).
My face on the side with the weakness as a result of my brain tumor has also been a bit more ""tired"" than
usual - facial palsy more pronounced. There have been times in my brain tumor journey where this happens
for sometimes a couple of weeks at a time usually due to stress or an impending ""bad migraine"" coming on
or if I have been exposed to or end up developing an illness later - but I never developed an illness an no
additional stress. Facial symptoms include smile not as symmetrical (basically more assymetrical than usual not wanting to move at all so much on the affected side) and more eye watering on the affected side. I do
still feel a little lightheaded at times, but otherwise no other neurological symptoms. No upper respiratory
symptoms or any other ""COVID-like"" symptoms. No nausea, vomiting, numbness, or tingling. Symptoms do
seem to be improving this week.""
Day after injection she has ear pain and tongue numbness. The following day she developed a small stye
under right eye. Then the following day she had face pain and paralysis and delayed blinking. And then the
4th day she went to the doctor and was diagnosed with Bell's Palsy.
Bells Palsy on right side.
Patient is 49 yo F presenting with right sided facial nerve paralysis (right eye and eyelid drooping, etc.)
consistent with Bell's Palsy. She does have a history of Bell's Palsy in the past (with Botox injections for
Migraine HA). Symptoms started 1 day after vaccination (22 JAN 21) and are still present today (4 days postvaccination). Symptoms are improving and patient will be following up in 1-2 weeks. No treatment
indicated.
49 yo F with a history of right-sided Bell's Palsy following Botox injections for Migraine HA (3 years ago)
presenting with (mild) right-sided facial droop x 5 days s/p first dose of vaccination with (Moderna) COVID-19
vaccination on 21 JAN 2021 at approximately 1200. Injection site was left deltoid. Symptoms started on
morning of 22 JAN 2022. No other vaccine given within 1 month of COVID-19 vaccine. No treatment indicated
at this time. Pt will follow up with provider in 1-2 weeks.
Axillary nerve palsy x 2 weeks. Supraspinatus able to abduct arm 15 degrees and then no further abduction.
Positive drop arm test. Treatment - observation, improved day 11 from vaccination, resolved after day 14
from vaccination.

COVID19 VACCINE

MODERNA

0978092-1

18-29 years

1 day

COVID19 VACCINE

MODERNA

0979064-1

18-29 years

1 day

COVID19 VACCINE

MODERNA

0979828-1

40-49 years

1 day

COVID19 VACCINE

MODERNA

0982256-1

40-49 years

1 day

COVID19 VACCINE

MODERNA

0983595-1

50-59 years

1 day

COVID19 VACCINE

MODERNA

0987080-1

65+ years

1 day

COVID19 VACCINE

MODERNA

0987242-1

40-49 years

1 day

COVID19 VACCINE

MODERNA

0991230-1

18-29 years

1 day

COVID19 VACCINE

MODERNA

0992094-1

30-39 years

1 day

COVID19 VACCINE

MODERNA

0993055-1

60-64 years

1 day

Axillary nerve palsy. Unable to abduct arm past 15 degrees. Improved on day 11 with gradual return of
abduction. Resolved day 14. Observed - no treatment.
No hx of seizures. Woke up with severe abdominal pain and need to have bowel movement. Diarrhea 1x wtih
nausea. Severe ear ringing, headache, confusion, and out of body feeling. Loss of control over large muscles,
shuffling gait, unable to open eyes or speak, impaired LOC, anxiety and emotions, diaphoresis and
hyperventilation.
pt stated that he had bells palsy symptoms the day after he received the vaccine. Unable to smile with left
side of face, slight eye droop. Symptoms resolved in 24 hours. He received 2nd dose 1/27/21 as he did not
state he had a reaction when asked prior to receiving the dose.
At 2am I woke up with severe headache 9/10, sweating chills, fever on three different thermometers. 100.5,
100.6, 100.8, my right arm I couldn't not move it was just hanging there dead, I called my dr the AM of 31st,
he prescribed solumedrol pack for the headache, acitomenaphine,, he asked me to get covid tested, I got
results on the 1/2/2021 I was positive, I retested on 1/5/2021 and results were negative on the 6th, I
retested again on 1/7 and reported 1/8 I was negative, I went to local pharmacy that did antibody testing:
they marked IGM and IGGM positive - resulting in I had Covid, I quarantined and took 5-6 days to feel
better. I think I already had covid and that may be why I had that reaction I get a monthly allergy shot because I'm allergic to a lot
Numbness, tingling sensation, weakness of left arm and leg like the Guillain - Barre syndrome (per my
primary provider)
Client developed a mild covid infection 12/8/21 and recovered. He was admitted 12/25 with hypogycemia
and mild weakness and sent home He was given his first dose of the Moderna vaccine 1/4/21 at
approximately 9AM covid vaccine clinic He developed weakness the next day (1/5) prompting admission to a
hospital and then transition to subacute rehabilitation briefly Work up at hospital revealed progressive
respiratory failure and pneumonia requiring intubation and progressive ascending weakness and sensory loss
without upper motor neuron changes. MRI : nerve root enhancement LP : protein 40, +/- 80 lymphocytes,
cultures negative B 12 and B6 normal extensive CSF testing still pending campylobacter and Musk antibodies
negative Neurology diagnosed likely AIDP (Guillain-Barre) and an EMG is planned for the near future.
Neurology felt the cause of his GBS was likely his covid infection verses his Moderna vaccination He was
treated with plasmapheresis. Client received dexamethasone, remdesivir, and zosyn and doxycycline when
progressive leukocytosis and procalcitonin elevation was noted. Candida was cultured from tracheal
aspirates but felt most likely d/t colonization with an option to treat further if he did not continue to
improve. He is now extubated, unable to swallow and has profound weakness and distal sensory loss. He will
transition to Acute rehab in the near future. Comorbidities:as described in the above section and... DM2,
CKD3, HTN, DJD, BPH ( h/o prostate surgery), h/o Lumbar surgery and hernia repair, GERD, hypothyroidism,
hyperlipidemia. Possible etiologies of his AIDP ( GBS) would include his recent covid infection, the Moderna
Vaccine, or other undiagnosed infection. He got his flu shot 9/25 ( fluzone sanofi) so this is not likely to be the
culprit
Paralysis, weakness, numbness in bilateral lower extremities. Symptoms started 1/26/2021 resulting in
hospitalization. Discharged on 1/28/2021 with Out-patient physical therapy
Patient reported to ED 24 Jan 2021 with Bell's Palsy symptoms on right side of face 23 Jan 2021. Patient
given eye drops, steroids and antivirals.
Headache, chills, body aches, nausea and the started to have drooping on the left side of his face.
Patient reports known onset of right foot drop the following day of vaccination (time unknown, reported
""Evening time""). Currently being worked up in the clinic, but now patient is day 12 of foot drop without
any significant improvement. Unsure if vaccine reaction, reporting out of caution. Patient has no recent
trauma or injury to spine. Signs/Symptoms: Weakness in Dorsiflexion/Eversion of right foot, Mild weakness
of right hip extension, Decreased sensation to right lateral lower leg, steppage gait""
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Jan 22, 2021 - 7:00pm - My housemates have notice my left mouth was barely moving when I speak. But
dismissed it and didn't inform me. I personally did not notice it as at this time I have experience chills and my
temperature rose to about 100.4 F Jan 24, 2021 - 7:00pm - I personally noticed that the left side of my face
was paralyzed when I couldn't sip from a straw to drink tea Jan 25, 2021 -8:50am - I was diagnosed (through
virtual consult) with Bell's Palsy by a Doctor and put on Prednisone 20 MG - 3 Tablets per day for 7 Days ,
Valacyclovir HCL 1 Gram - 3 Tablets per day for 7 days Jan 29, 2021 - 4:20pm - On-site checkup with Doctor
and tapered my Prednisone for additional of 3 days - 3 tabs day, 2 tabs day 2 and 1 tab day 3. Valacyclovir
HCL 1 Gram was extended for another 3 more days. Same dosage Feb 1, 2021 - 9:13pm - There is very little
improvement
Patient awoke the morning following the vaccination experiencing double vision, difficulty focusing vision.
He presented to opthalmologist on 1/30/21 and was diagnosed with a L 6th nerve palsy. His symptoms have
persisted and are accompanied by a HA.
Rapid Heart Rate, Light Headed, Headache, Sore Arm at Injection Site
Body temperature 100.2, vomiting, headache, body ache, shortness of breath.
SORENESS, HEADACHE, FEVERS, NUMBNESS FOR 48 HOURS AFTER VACCINATION
Bell's Palsy/ Facial paralysis/ Dropiness on the rightside; Light sensitivity; Tearing; Felt like flu; Sore; A
spontaneous report was received from a 50 year-old, male patient who received Moderna's COVID-19
vaccine and experienced sore, felt like had the flu, light sensitivity, tearing of his right eye, Bell's palsy (right
eye won't blink on its own, lip and speech issues). The patient's medical history was not provided.
Concomitant medications were not reported. On 09 Jan 2021, the patient received their first of two planned
doses of mRNA-1273 (Lot number: 025J20A), intramuscularly in left arm, for prophylaxis of COVID-19 infection.
On 10 Jan 2021, he was sore, felt like had the flu. On 13 Jan 2021, he experienced light sensitivity, and
tearing of his right eye. On 19 Jan 2021, he went to the emergency room and found with facial paralysis,
droopiness on the right side. He was diagnosed with Bell's palsy (right eye won't blink on its own, lip and
speech issues). Treatment included Valtrex. Action taken with mRNA-1273 in response to the events was
not provided. The outcome of the event, sore, felt like had the flu was considered resolved on 11 Jan 2021.
The outcome of the event, Bell's palsy (right eye won't blink on its own, lip and speech issues) was not
recovered. The outcome of the events, light sensitivity, and tearing of right eye was unknown.; Reporter's
Comments: This case concerns a 50-year-old male patient. The medical history is not provided. The patient
experienced a medically significant and unexpected event of Facial paralysis and unexpected non-serious
events of Influenza, Pain, Photophobia and Lacrimation increased. The events of Influenza and Pain occurred
approximately one day after receiving their first of two planned doses of mRNA-1273 (Lot number: 025J20A).
Photophobia and Lacrimation increased occurred approximately four days after the first dose of mRNA-1273
(Lot number: 025J20A). Event of Facial Paralysis was diagnosed approximately ten days after the first dose of
mRNA-1273 (Lot number: 025J20A). Treatment included Valtrex. Based on the current available information
and temporal association between the use of the product and the onset of the events, a causal relationship
cannot be excluded and the events are considered possibly related to the vaccine.
Developed diagnosed left-sided Bell's Palsy (see timeline below): 1/21/21 - 1st dose of Moderna COVID-19
vaccine administered 1/22 /21 - Developed tingling of the tongue 1/27/21 - Developed worsening tingling
sensation of tongue along with left side of face, facial drooping of the left side, drooling and inability to
whistle; patient was seen at the hospital where patient had lab work done along with 2 MRI's; attending
clinician determined diagnosis of Bells Palsy and referred patient to neurology 2/4/21 - Pt contacted Center
stating no improved symptoms and has not yet seen a neurologist
Day 1:Swelling on left side of face, swollen lymph nodes, chills, fever, body ache, headache; Day 2:extreme
headache, nausea; Day 3:headache; Day 4:headache; Day 5: Doctor diagnosed with acute Bell's Palsy.
Facial droop, left side with numbness of lips.
Bell's Palsy, went to Emergency department in Feb 4th 20201, was monitored and given corticosteroids and I
had a negative COVID test. I was also experiencing loss of taste, fever, muscle pain, join pain, chest pain,
chills, drowsiness.
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Resident woke up the next day with facial drooping. All vitals were stable and within normal limits.
Diagnosed by physician with Bell's Palset and treated with Valtrex 1mg every 12 hours for 10 days (started
1/28/21) Resident has recovered from reaction.
The reaction started around 9:00 AM the following morning when she woke up Had joint pain, arm was
inflamed but knew this was going to happen since the first vaccine. She then had flu like symptoms and later
that evening started with the cold chills. Just felt like she had bee drained all day. Started taking Theraflu
and just taking a lot of fluids and treating it like it was a cold, soup, and resting. That lasted 2 days. On the
3rd day, 2/7/21 started feeling a little better. Her arm is still sore today, 2/9/21 and saw her doctor
yesterday who told her to continue putting cold compresses on it. There is still a knot and warm to touch.
The joint pain is gone.
Bell's Palsy- steroids, Valtrex, speech therapy. ongoing left facial paralysis
pt stated that the night after the vax the left side of his face started drooping, he had severe headache
behind left ear and some slurred speech. The next day his symptoms got worse so he took Benadryl since he
thought he was having an allergic reaction but he continued to get worse. The third day his speech was
getting worse, his face continued to swell and droop and he still had severe headache on the left side. Pt
ended up going to the ER where they did a CT, EKG, Chest X-Ray, blood work, gave him IV fluids and steroids.
The ER Dr. consulted a Neurologist which told him he had the symptoms of Bell Palsy so they did the stroke
protocol but ended up telling him his symptoms were from taking the Covid Vaccine. He was told to finish
his medicine that they prescribed which is steroid and antibiotic and if he did not get any better to come
back for FU.
Paralysis of face, mouth pain
I had a sleep paralyzes episode. I have had 2 in my life before many, many years ago and as a psychiatric
patient I feel that either my disorder or the meds I am on might have had a little to do with this episode. It
lasted the longest of any one I have had even though this only makes the 3rd one I haven't had one if over
10 yrs.
Patient received vaccine on 2/8 at 2:50pm. On 2/9 at 10am, patient was found unresponsive. EMS noted R
gaze preference and L sided contracture. Patient was intubated and symptoms resolved when given Versed.
Concern for seizure activity.
Two hours after receiving vaccine developed Bells Palsy/Facial paralysis on left
Bell's Palsy; Tongue started tingling; A spontaneous report was received from a healthcare professional
concerning a patient who received Moderna's COVID-19 vaccine (mRNA-1273) and developed Bell's Palsy and
tongue started tingling. The patient's medical history was not provided. No relevant concomitant
medications were reported. On 21 Jan 2021, the patient received their first of two planned doses of mRNA1273 intramuscularly for prophylaxis of COVID-19 infection. On 22 Jan 2021, within two days after injection,
the patient's tongue started tingling. On 23 Jan 2021, the patient spent 18 hours in the emergency room.
Two MRIs (magnetic resonance imaging) and bloodwork were conducted, they confirmed the patient had
Bell's Palsy on the left side of the face. On 27 Jan 2021, the patient's tongue began tingling again and had
not resolved at the time of reporting. Treatment for the events was not provided. Action taken the second
dose of mRNA-1273 in response to the events was not reported. The event, tongue started tingling, was
reported as not resolved. The outcome for the event, Bell's Palsy, was unknown.; Reporter's Comments: Very
limited information regarding this event has been provided at this time. Based on temporal association
between the use of the product and the start date of the events, a causal relationship cannot be excluded.
Further information has been requested
ACUTE LEFT SIDED COSTOPHRENIC PAIN AND NAUSEA WITH RAPID DEVELOPMENT OF BILATERAL
NUMBNESS WITH ATAXIA STARTING AT FEET RISING TO GROIN IMMEDIATELY. NUMBNESS AND
PARAPLEGIA PERSISTED AND AROSE TO RIBS WITHIN 12 HOURS TWO ER VISITS. HOSPITALIZED AND
MONITORED FOR FOUR DAYS DX: ACUTE GUILLAIN-BARRE SYNDROME per NEUROLOGY Received 4 infusions
of IViG. 1 infusion per day X 4 days.
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On morning of 2/12 reported she had h/a, body aches, arm hurt up to her neck, REPORTED FACIAL SWELLING
THAT BEGAN 2/11 (DAY OF VACCINATION). She states her face and lips were swollen as verified by family
members. She did not want to go to ER and stated she had no trouble breathing. On evening of 2/12 she
stated she was very sleepy, still had h/a, but thought facial swelling was beginning to resolve. On 2/13 she
stated facial swelling was gone, but that she had chills and fever of 100.5. On 2/15 she was asymptomatic.
Guillain Barre Syndrome
headache, fever, chills, nausea, body aches, sore arm, muscle spasms- hands and arms contracting (hands in
fists and arms to chest like you see in individuals with CP) unable to move for 10+ minutes
Diagnosed Bell's Palsy. Facial paralysis.
right parietal stroke--transient left-sided hemiplegia, dysarthia, agnosia, denial
developed slight eye tearing and left ear pressure within 24 hours of vaccination. followed by left facial
drooped. was seen in ER on day 3 after vaccination, diagnosed with Bells Palsy. treated with eye care and
oral prednisone.
Patient developed lower extremity weakness, the weakness progressed and after few days he was not able
to walk even with help of crutches. Guillain barre syndrome was suspected. He was sent to hospital. Lumbar
puncture was performed on him showed elevation of CSF protein. He received IVIG and his weakness
improved. He also received Vitamin B12 injection due to Vitamin B12 deficiency
Paralysis for 2 days. Unable to use either arm, barely able to bear weight or walk. Had to be fed, given
water, and helped to go to the bathroom.
right leg had been paralyzed; nerve sensation in leg was gone; leg pain; leg was stiff; unable to walk; was in
bed for three days unable to get up; lost muscle ability of leg; lower leg looked purplish; right quad was
reddened and inflamed; did not have strength in legs; felt weak; right quad was reddened and inflamed;
knee was swollen, warm to touch and looked inflamed; sharp electrical shocks in knee; A spontaneous report
was received from a consumer concerning a 76-year old, female patient who received Moderna's COVID-19
Vaccine (mRNA-1273) and experienced right leg had been paralyzed, sharp electrical shocks in knee, right
quad was reddened, right quad was inflamed, knee was swollen, knee was warm to touch, knee was
inflamed, leg looked purplish, did not have strength in legs, felt weak, lost muscle ability of leg, leg pain, was
unable to walk, leg was stiff, was in bed for three days unable to get up and nerve sensation in leg was
gone. The patient's medical history was not provided. Concomitant medications reported included valsartan,
amlodipine, simvastatin, acetylsalicylic acid, potassium and gabapentin. On 29 Jan 2021, approximately 1
day prior to the onset of the events, the patient received their first of two planned doses of mRNA-1273
(batch 031L20A) intramuscularly for prophylaxis of COVID-19 infection. On 30 Jan 2021, the patient
complained of sharp electrical shocks in her knee. On 01 Feb 2021, her knee was swollen, warm to the
touch and looked inflamed. She also reported what looked like an infection under her right thigh as the
whole quad was reddened and inflamed. On 03 Feb 2021, the patient reported her lower leg looked
purplish, did not have strength in her legs, felt weak, and her leg flopped to side of car as she reported losing
muscle ability. On 04 Feb 2021, she experienced leg pain, was unable to walk, leg stiffness, was in bed for 3
days unable to get up and lost nerve sensation in her leg. Treatment for the event included unspecified
therapy. Action taken with mRNA-1273 in response to the events was not reported. The outcome of the
events, right leg had been paralyzed, sharp electrical shocks in knee, right quad was reddened, right quad
was inflamed, knee was swollen, knee was warm to touch, knee was inflamed, leg looked purplish, did not
have strength in legs, felt weak, lost muscle ability of leg, leg pain, was unable to walk, leg was stiff, was in
bed for three days unable to get up and nerve sensation in leg was gone, were unknown.; Reporter's
Comments: Based on the current available information and temporal association between the use of the
product and the start date of the reported event, a causal relationship cannot be excluded. Arthralgia is
consistent with the known safety profile of the vaccine.
Extreme pain in left jar and behind left ear. Mild face dropping on the left side, noticeable when I smile and
around my eyes.
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Patient presented to the emergency department after being found down in her home and presented with
right upper and lower extremity weakness and a right-sided facial droop. Patient's presentation was
consistent with an acute ischemic stroke which was confirmed on MRI.
Pt recived his second Moderna vaccine 2/15/21, and on 2/16, staff at pt's group home noted pt was unable to
walk although pt previously ambulatory (could go on long hikes prior to acute illness). Pt was grabbing his
legs and rubbing them, and initially staff thought it was pain that would resolve. However, on 2/22, lower
extremity edema was noted, and pt without improving symptoms, so he was brought to the hospital for
evaluation and treatment. GBS suspected, IVIG initiated.
GBS strongly suspected Patient received dose #2 of Moderna COVID vaccine on 02/12/21. She had a low
grade fever and lower extremity aches that evening. The morning of 02/13 she began experiencing tingling
in her bilateral toes. She presented to the emergency department 02/17 because this lack of sensation
continued to progress until she had no sensation to her mid thigh and began to be unable to feel her perianal
region. Her fingertips also started to go numb. She also reported some diplopia. Received IVIG Somewhat
improved strength and sensation on discharge. Discharged to inpatient rehabilitation facility
Bell's Palsy; A spontaneous report was received from a physician concerning a 54 year old female patient.
The patient's medical history was not provided. No relevant concomitant medication was reported. On
03Feb2021, the patient received the first of their first planned doses of mRNA-1273 (lot number unknown) for
prophylaxis of COVID-19 infection. On 04Feb2021, the patient experienced waking with Bell's Palsy. No
treatment was reported. Action taken with the mRNA-1273 in response tot he event was not reported. The
outcome of the event, facial paralysis, was unknown.; Reporter's Comments: This report concerns a 54-yearold female who received Moderna's COVID-19 Vaccine (mRNA-1273). (Lot # not reported) and experienced
Bell's palsy. Very limited information regarding this event has been provided at this time. Further
information has been requested.
Stiff neck, headache, joint and muscle aches. Some tightness in chest and mild cough. Treated with Tylenol.
Patient reported temporary paralysis on entire left side of body. Patient fell and suffered abrasions.
Symptoms resolved within 30 minutes
This morning upon awaking was unable to rise from bed, semi-paralysis, peed in the bes as was unable to
move any extremities to allow me to get up! Fever, chills, badly shaking, unable to walk unaided. some
confused thinking. Unable to call out for help or recall how long I had remained motionless.
I experienced muscle weakness in lower extremities, chills, headaches, facial weakness, vision disturbances
(blurry vision), diagnosed with guillain-barre syndrome.
unresponsiveness, left hemiplegia, no evidence of stroke on imaging
Very sore stomach muscles, headache, sore arm -- only lasted for a few hrs.
12 hours after the injection, horrible fatigue, could not stay awake. Chills, sweats, body aches (terrible),
headache. Hands were swollen, pain at injection site. Slept for 20 hours. The first injection did not cause a
severe reaction. I was tired but able to function.
This second dose resulted in a slight headache; joint pain; fatigue; nausea but no vomiting. Please note: I
previously reported AFTER MY FIRST DOSE that my right eyelid is drooping. This condition is still a problem
and causing me to have double vision.
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Reported via Nurse Triage / PCP: Fainted earlier, eyes rolled back, mouth was drooping. Nausea, weakness,
and chills. BP was 107/75, HR in the 70s. Currently alert and resting. States that patient had his 2nd covid
vaccine yesterday AM and then develop chills and clammy skin last night. Symptoms worsened today and
patient became weak and fainted. Was unconscious for about 5 minutes and while unconscious, mouth was
open and drooling and became incontinent and eyes rolled back in head. Is awake and alert now, but still
weak and only able to take 1 or 2 steps. No chest pain or breathing difficulty and no fever. Feeling very
nauseous. Caller requesting prescription for zofran. Yesterday AM 2nd vaccine. Last night chills. This AM
feeling weak. Today at 11am he felt weak with ambulation. He fainted. Was unconscious for 5 min. Had
drooping of the face. He was unresponsive during this time. Had incontinence of urine. Then became awake
but very weak still. Only able to walk a few steps. He is communicating. No chest pain. No current fever. No
shortness of breath. BP 107/75 with HR 70. He has been very nauseated. He is drinking only small sips of
water. Does not seem like a usually COVID-19 vaccine reaction. Given the LOC with urinary incontinence and
sustained weakness, I advised ER evaluation to rule out neurological issues. Pt's daughter in agreement.
They will go to ER. From Emergency Department: Patient presenting with chief complaint of syncopal
episode which was witnessed by his wife. He reported the got dizzy and lightheaded and then passed out
while seated. The reported duration of his loss of consciousness was somewhat inconsistent, unclear how
long he passed out for, there was however no postictal state. He was not noted have any shaking or seizure
activity, he did have an episode of urinary incontinence. He has not been feeling well ever since receiving
his 2nd COVID-19 vaccine. By the time of my exam patient states that he is completely asymptomatic, he
states he is feeling much better after receiving IV fluids. His lab work is remarkable for a slightly low
sodium, compared to his previous levels which were many months ago. Unclear of the acuity of this,
although upon further discussion with the patient he has been drinking large amounts of water since his
vaccine trying to stay hydrated. I advised him to substitute to some electrolyte balanced fluids and to have
his sodium rechecked by his PCP to ensure that this is transient. With negative testing and resolution of his
symptoms he is stable for discharge home. Close return precautions were given.
I had Moderna shot #2 on Monday morning, Feb 22, 2021. The next day I was brushing my teeth and noticed
I could not spit as usual. Then Wed, Feb 24, my left eye drooped down and I could not control it. Also, the left
side of my mouth drooped. I could not control it either. Difficulty eating. Went to Urgent Care Monday,
March 1. They sent me to ER where doctor diagnosed me with Bell's Palsy.
Left side of face was twitching and droopy for approx 10 days
Cranial nerve 6 (Abducens) palsy, left side
Starting at 1100, (21 hours after vaccination) patient was brushing his teeth and noticed water was just
drooling out of his mouth and when he looked in the mirror one side of his face didn't move, he thought he
suffered a CVA
Bell's palsy-left eye upper lid swollen, pain left side of face, asymmetric smile. mild case with no difficulty
swallowing, able to close eye. treated with prednisone. onset within 24hrs following moderna vaccine.
Received first dose of Moderna vaccine on Tuesday 2/23/2021 and began to feel tingling on the right side of
my head and an ear ache the next day (Wednesday 2/24/2021). The symptoms got progressively worse over
the next few days and on Sunday 2/28/2021 the right side of my face was completely paralyzed. I sought
emergency care at Hospital Emergency Room where I was diagnosed with Bells Palsy. The doctor who
treated me strongly believes that the Bells Palsy was due to the Moderna vaccine. Today (9 days post
vaccine) the entire right side of my face continues to be completely paralyzed with no signs of improvement.
Mild Bells Palsey - Droopy left eye, weak left side of mouth
Facial spasms, Face gets stuck, drawn up to right side. Mouth, lips, teeth, right side body goes numb, Feet go
numb
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Trigeminal neuralgia; Bell's Palsy; pain in the ear; Fatigue; Headache; A spontaneous report was received
from a consumer concerning 74-years-old female patient, who received Moderna's COVID-19 vaccine (mRNA1273) and experienced trigeminal neuralgia, Bell's palsy, fatigue, headache, and pain in the ear. The
patient's medical history was not provided. No relevant concomitant medications were reported. On 12 Feb
2021, 2 days prior to the onsent of the events of fatigue and headache, the patient received their first of two
planned doses of mRNA-1273(lot/batch number: 007M20A) intramuscularly in the right arm for prophylaxis of
COVID-19 infection. On 13 Feb 2021, the patient experienced fatigue and headache. On 14 Feb 2021, she
had swelling in her left jaw. She described it as if there was ""an abscess tooth and my side of the face
swelled up as if I had the mumps."" She had facial pain and her lips were tingling and numb. Her dentist
determined that she had no infection, no tooth abscess, or jaw issue to cause this extreme swelling. On an
unknown date in Feb 2021, Her physician ran some tests and diagnosed her with bells palsy and trigeminal
neuralgia based on examination. On an unknown date in Feb 2021, CRP (C-reactive protein) was 135.2 (0-5).
From 19 Feb 2021 to 21 Feb 2021, the patient was treated with prednisone 20 mg. The patient's swelling
went down and was able to open her mouth again. On 22 Feb 2021, her pain was back and she experienced
severe pain in the ear to the point where it woke her up at 3:30 am and she couldn't wear her glasses
either. She was taking pain medication hydrocodone 10.325 mg to help with the pain. As of 22Feb2021, her
pain and swelling was back. Treatment for the pain included hydrocodone 10.325 mg. Action taken with
mRNA-1273 in response to the events was not reported. The outcome of the events trigeminal neuralgia,
Bell's palsy, fatigue, headache, and pain in the ear were not reported.; Reporter's Comments: Based on the
current available information and temporal association between the use of the product and the start date of
the events, a causal relationship cannot be excluded.""
High blood pressure; chest pain; back pain; numbness in limbs; nausea and vomiting.; inability to walk or
move legs and feet. Was officially diagnosed on 2/5/2021 wit Acute Sensory Axonal Neuropathy a
severe/rare case of Guillain-Barre Syndrome. Unknown time for recovery. Is in the process of being
referred to a rehab center.
Bells Palsy on right side of face.
Bells Palsy
Moderna COVID-19 Vaccine EUA Woke up at 4AM with a high fever (103F), arm/leg numbness and paralysis,
nausea, vomiting, headache, and dizziness. Numbness, paralysis, and vomiting only lasted about 15-20
minutes. Fever and headache lasted 18 hours from onset.
51 y/o male SM received moderna vaccine dose 1 on 03/06/2021 @1135, on 03/07/2021 @1300 SM had
started noticing blurred vision and left side of face muscles not working. Went to ED on 03/07/2020 and was
told he could possibly have Bells palsy and was prescribed prednisone 20mg for 3 days and valacyclovir 1mg
for 7 days. Having to wear eye patch at night on left eye. Symptoms are not getting worse but have not
gotten better. Has follow up appt on 03/11/2021 with PCP.
Bells Palsy right side of face
Palsy of the face and left side extremities. Stroke like symptoms.
Woke up at 2 a.m. felt tightness in throat went bathroom right side of face was drooping by mouth and
speech was very slurred went to hospital an had various tests done
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Bell's Palsy; voice was sort of ugly; A spontaneous report was received from a consumer who is a 67-year-old,
male patient who received Moderna's COVID-19 vaccine (mRNA-1273) and his voice was sort of
ugly/dysphonia and Bell's palsy/facial paralysis. The patient's medical history included hypertension, triple
bypass, operation in stomach and intestine and depression. No relevant concomitant medications were
reported. On 28 Jan 2021, the patient received their first of two planned doses of mRNA-1273 (Lot number:
007M20A) intramuscularly for prophylaxis of COVID-19 infection. On 29 Jan 2021, the patient stated he
woke up at 0800 and noticed his voice sounded ugly. When he looked in the mirror his face looked crooked.
The patient went to the hospital and was diagnosed with Bell's palsy. The patient stated he was discharged
home the following day. He was given unspecified steroids. Treatment information included unspecified
steroids. Action taken with mRNA-1273 in response to the events was unknown. The outcome of the
events, voice was sort of ugly/dysphonia and Bell's palsy/facial paralysis, were considered unknown.;
Reporter's Comments: Very limited information regarding the events has been provided at this time.
Further information has been requested.
Paralysis of entire body; A spontaneous report was received from a consumer concerning a 79-year-old, male
patient, who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced paralysis of his entire
body. The patient's medical history was not provided. Concomitant products included Evolocumab, blood
pressure medication and metformin. The patient received the first of two planned doses of mRNA-1273
(Batch number: unknown). The date of administration of first dose of vaccine was not mentioned. On 19 Feb
2021, approximately one day prior to the onset of the event, the patient received the second dose of two
planned doses of mRNA-1273 (Batch number:006M20A) intramuscularly for prophylaxis of COVID-19 infection.
On 20 Feb 2021, Patient experienced paralysis of his entire body at night and the ambulance had to come to
put him back in bed. Treatment information was not provided. The patient received both scheduled doses
of mRNA-1273 prior to the event(s); therefore, action taken with the drug in response to the event(s) is not
applicable. The event paralysis of his entire body, was considered resolved on 21 Feb 2021.; Reporter's
Comments: Based on the current available information and temporal association between the use of the
product and the start date of the event, a causal relationship cannot be excluded.
Bell's Palsy; diarrhoea; fever between 98-99 degree Fahrenheit; several headache; nausea; A spontaneous
report was received from a consumer concerning a 61-years-old female patient who received Moderna's
COVID-19 vaccine (mRNA-1273) and experienced bell's palsy, diarrhea, fever between 98-99-degree
Fahrenheit, several headache and nausea. The patient's medical history included: Covid-19 (start date 08JAN-2021). No relevant concomitant medications were reported. On 8-FEB-2021, prior to the onset of the
events, the patient received the first of two planned doses of mRNA-1273 (lot/batch:012M20A)
intramuscularly in the right arm for prophylaxis of COVID-19 infection. On 09-FEB-2021, the patient's
symptoms had started. The patient mentioned a fever between 98¶F - 99¶F, headache, nausea, and
diarrhea. Then on 15-FEB-2021, she had a (facial) paralysis, the left side of the mouth bent to the side and the
eye fell. On 20-FEB-2021, the patient had visited the doctor's office and she was diagnosed with Bell's palsy.
The patient was treated with, prednisone , valacyclovir, injection (unspecified) like a Cortisone. At the time
of this report everything was coming back to normal, but it was not at 100%. The adverse event of ball's
palsy was assessed as medically significant. Action taken with mRNA-1273 in response to the events was not
reported. The outcome of event of bell's palsy, diarrhea, fever between 98-99-degree Fahrenheit, several
headache and nausea was resolving.; Reporter's Comments: Based on the current available information and
temporal association between the use of the product and the start date of the events, a causal relationship
cannot be excluded.
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gradual decline in her abilities both mental and physical; gradual decline in her abilities both mental and
physical; tremors; could no longer walk; lost use of right arm; hallucinating; fallen and could not get up; A
spontaneous report was received from a consumer concerning a 88-year-old, female patient, who received
Moderna's COVID-19 vaccine (mRNA-1273) and who experienced a fall, a gradual decline in her abilities both
mental and physical, hallucinating, having tremors, could no longer walk and has lost the use of her right
arm. The patient's medical history was not provided by the reporter. Concomitant medicines were not
reported. On 19-Feb-2021, approximately one day prior to the onset of the events, the patient received
their second of two planned doses of mRNA-1273 (Lot number: 30M20A) in the right arm for prophylaxis of
COVID-19 infection. On Saturday 20-Feb-21, it was reported that the patient had fallen and could not get up.
On Sunday 21-Feb-21, per report, the patient had a noted decline in her mental and physical abilities, was
hallucinating, having tremors, difficulty walking and had lost the use of her right arm. The patient was
transported to the hospital via ambulance and admitted. The computed tomography scan was negative.
Testing for urinary tract infection was negative as well. The patient received both scheduled dose of
mRNA-1273, therefore, action taken with the drug in response to the events was not applicable. The
outcomes of the events, a fall, a gradual decline in her abilities both mental and physical, hallucinating,
having tremors, could no longer walk and has lost the use of her right arm, were considered unknown.;
Reporter's Comments: Very limited information regarding this event/s has been provided at this time.
Further information has been requested.
Shingles in the ear; Passed out; Couldn't mover her arm, head, legs, chest, felt paralyzed; Felt weak; A
spontaneous report was received from a consumer concerning a female patient of 75 year old, who was
received Moderna's COVID-19 vaccine(mRNA-1273) and experienced loss of consciousness, paralysis,
weakness and shingles in the ear. The patients medical history, as provided by the reporter, included
myasthenia gravis. Concomitant medications reported included lidocaine patch and prednisone. On 10 feb
2021,prior to the onset of events, the patient received their first of two planned dose of mRNA-1273(Lot
number:010M20A ) intramuscularly on an unknown arm for prophylaxis of COVID-19 infection. On 11 feb
2021, one day after vaccination,patient experienced loss of consciousness,paralysis and weakness. The event
loss of consciousness and paralysis was also considered to be medically significant. On 16 feb 2021, patient
experienced shingles in the ear. Treatment for the events included acyclovir and ice. Action taken with
mRNA-1273 in response to the event was not reported. The outcome for the events loss of consciousness,
paralysis, weakness and shingles in the ear were considered as unknown.; Reporter's Comments: Based on
the current available information, a strong temporal association between the use of the product and the
start date of the events, a causal relationship with the events cannot be excluded.
Vomit 2/18/21 12 hours Diarrhea 2/18/21 8 hours Sore muscles 2/18/21 - 2/19/21 48 hours, Advil Fatigue
2/18/21 - Current date Ache in the back of my head, lower right side 2/18/21 - Current date, Aleve helps it
for short periods Bell's Palsy 2/25/21 - Current date, no medication
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Here is my story. Part 1: I had my second Moderna vaccine on 2/16. 36 hours later I was laying In bed when I
all of a sudden felt very strange- sort of faint - like I was going to pass out. Then I started feeling like my
Body was going numb. We called 911. I was taken to the ER. What followed was about 15-20 ?neurological?
episodes (every ten minutes or so) where my entire body from head to toe became paralyzed- I couldn?t
move any of my limbs. I also had no sight. I was not blacked out Bc I could hear everything that was
happening. It was also accompanied by extreme chest pain, numbness, contratcing of muscles in chest cavity
that felt almost like a heart attack. Each individual episode lasted about 3-5 minutes and then slowly the
paralysis would undo and I?d regain feeling. And then the full episodes would start over a few minutes later.
This went on for a few hours repeatedly while in the ER. I was admitted for testing and monitoring for two
days (EEG, EKG, MRI, Catscan) all clear. Once discharged I had lingering neurological symptoms but not the
full paralysis episodes. Lingering symptoms included severe chest pain, numbness/weaknesses predominant
on the left side as well as other random areas. I was very weak and tired. I started to improve very slowly by day 10 post hospitalization I was starting to feel like things were turning the corner and maybe I was on
my way to recovery. Part 2: I started to finally feel more improved from the lingering neurological issues and
then all of a sudden around 5:30PM I was in the kitchen making dinner for my kids on 3/2 and the episodes
started again. Called 911. Again, every ten minutes or so they came on (maybe 15-18 episodes) of complete
paralysis- this time accompanied by seizure like rapid eye movement from side to side and fluttering of the
eyes. I was readmitted to the hospital where the episodes repeated to happen again, maybe 15-20 times. I
was admitted. They did a 24 hour video EEG which ?caught? the episodes on video and sound but did not
appear negatively on the EEG in terms of abnormal brain activity. I?ve been released as they say there is
nothing to do. I have lingering muscle weakness in my eyes- I can?t focus my eyeballs or ?track? on an eye
exam and continued muscular chest pain. I also have a lot of PTSD from the trauma of the events.
Bell's Palsy on left side of face,
Bell's Palsy- drooping face and mouth
He could hardly walk, legs gave out and he fell and could not get up; Can't lift legs; No strength in the legs
and arms; A spontaneous report, was received from a consumer (patient), a 78 years-old male patient,
unknown race and ethnicity, who was administered Moderna's COVID-19 vaccine (mRNA-1273), and
experienced he could hardly walk, legs gave out and he fell and could not get up (monoplegia), can't lift legs
(muscular weakness), and no strength in the legs and arms (muscular weakness). The patient's medical
history was not provided. No relevant concomitant medications were reported. On 12 Feb 2021, prior to the
onset of the events, the patient received their first of two planned doses of mRNA-1273 (lot/batch:
unknown), intramuscularly in the left arm for prophylaxis of COVID-19 infection. The patient stated that the
morning on 13 Feb 2021, after the vaccine was administered, the patient could hardly walk legs gave out
and he fell and could not get up, no strength in the legs and arms, and can't lift legs. The patient was now
able to feel everything normal as of this morning on 14 Feb 2021. No treatment details were provided.
Action taken with second dose of mRNA-1273 in response to the events was not reported. The outcome of
events he could hardly walk, legs gave out and he fell and could not get up, can't lift legs, and no strength in
the legs and arms were considered resolved on 14 Feb 2021.; Reporter's Comments: Based on the current
available information and temporal association between the use of the product and the start date of the
events, a causal relationship cannot be excluded.
BELLS PALSY RE-EMERGENCE; IMPAIRED CLOSURE OF EYELID, IMPAIRED ABILITY TO RAISE EYBROW,
INABILITY TO SMILE, ALL FACIAL MANIFESTATIONS OF BELLS PALSY
Right sided bell's palsy history of left sided bell's palsy Went to the ER Treated with prednisone taper and
acyclovir followed up with PCP who increased antiviral to valacyclovir at more therapeutic dose Has not
improved yet after 1 week
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The second shot was on February 19. On February 20 and 21, patient experienced a sore arm and flu-like
symptoms. On Febuary 28, he had a stroke. Hospital where the ambulance took him initially diagnosed it as
Bells Palsy and prescribed prednisone and an anti-viral. After an MRI the next day on Monday, he was
diagnosed correctly as a stroke. On Tuesday, he was airlifted to another hospital and was in the ICU for
more than 2 days. Patient spent the next 7 days in the neuro-trauma step-down unit with the results of the
debilitating stroke. He is unable to swallow and his entire left side is affected as well as vision and hearing.
temporary paralysis in legs and arms, symptoms were first notice at 4:00am , lasted about 5 hours. also felt
nausea lasted about 10 minutes, chills and headache a few hours
Hours after receiving the 1st Moderna Vaccine patient realized left arm would not move at all and left leg
was weak and dragging. Called ambulance and was transported to Hospital. No other signs of a stroke,
other than paralyzed left arm and weak leg. Initial scans did not show a stroke. Patient could talk fine,
smile, etc. Ran tests in ER, then admitted patient. Treated with muscle relaxers given arm was bent and
stiff and would not move. After admitted, the next day an MRI was performed and indicated a stroke in the
part of the brain which affects the left side. Began treatment for stroke with blood thinners, etc. Patient
moved to Rehab after 4 days in hospital. Remained in Rehab until Monday, March 15th then discharged with
weakness in arm and leg remaining.
Loss of bladder control, Severe tremors and both legs temporarily paralyzed
My arms and hands became numb and paralyzed. My face become tingly and paralyzed . I went to the ER
Pt stated experienced paralysis on left side. Stated his left eye was numb and vision blurry. Lasted about 812 hours starting about 3 hours after receiving covid vaccine.
Bell's Palsy left side, eye and mouth droop. Eye, ear and face pain. Doctor prescribed Prednisone and
Valtrex. Systems are still present along with pain and discomfort.
Neurological impairment - unable to move extremities; hospitalized and symptoms continuing
3/15 9AM started to have expressive aphasia noticed by family, shaking chills and headache. Brought to ER.
CTH completed and negative. Admitted for monitoring. 3/16 early AM (5am) -seizure like activity and right
sided facial droop. CTH negative MRI, EEG pending Fever 102 3/16 7AM.
Right side face droop -Hospital stay 2 days . Cleared on own after 4 days
Patient awoke the day after the vaccine and noticed her left ear swollen and trouble moving parts of her
face, the symptoms progressed over the course of the next few days until she was unable to move the
entirety of the left side of her face and head. At this moment in the fear of a stroke she went to a local
Emergency Department where she was given the diagnosis of Bell's Palsy secondary to the vaccine
Could not move their legs; Legs were shaky shaky shaky/Hands were trembling and shaking; Tender arm; A
spontaneous report was received from a consumer concerning a 96-year-old, female patient, who received
Moderna's COVID-19 vaccine (mRNA-1273) and experienced not being able to move her legs, legs were
shaky, hands were trembling and arm was tender. The patient's medical history included dementia.
Concomitant medications were not mentioned. On 04 Feb 2021, the patient received her first of two
planned doses of mRNA-1273 (Lot number: 031120A) intramuscularly in the left arm for prophylaxis of COVID19 infection. On 06 Mar 2021, approximately a day prior to the onset of the events, the patient received
her second of two planned doses of mRNA-1273 (Lot number: 011A21A) intramuscularly in the left arm for
prophylaxis of COVID-19 infection. On 07 Mar 2021, prior to receiving mRNA-1273, the patient could not
move her legs and noticed her legs were shaky. Patients daughter had to help her to get up. Hands were
trembling and shaking (could not drink from a glass of water and had to use a straw). it affected her muscles;
her legs were like jelly. She is in mild mid-stage of dementia but it had no impact on that level. She only had
a tender arm after the first dose. Treatment for the events was not mentioned. Action taken with mRNA1273 in response to the events is not applicable as both doses of the vaccine have been taken. The events,
legs were shaky,hands were trembling, were considered resolved on 08 Mar 2021 and outcome of arm
tenderness was unknown.; Reporter's Comments: Based on the current available information and temporal
association between the use of the product and the start date of the events, a causal relationship cannot be
excluded.
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One of her eyes and mouth were dropping a little bit/Bell's palsy; Broken out with fever blisters; Rash and
itching all over the trunk; Itching all over the trunk; A spontaneous report was received from a patient's
spouse in the concerning a 77-year-old female patient who experienced one of her eyes and mouth were
dropping a little bit/Bell's palsy/database: facial paralysis, rash and itching all over the trunk/database: rash,
rash and itching all over the trunk/database: pruritus and broke out with fever blisters/database: oral
herpes. The patient's medical history was not reported. Concomitant medications included metoprolol,
lisinopril, acetylsalicylic acid, omeprazole rabeprazole sodium, vitamin D, duloxetine, folic acid, vitamin A,
balofloxacin, vitamin B12 and amlodipine. On 25-Feb-2021, one day before the start of symptoms, this
patient received the planned dose of mRNA-1273 solution for injection, dosage not provided, (Lot/Batch
number: 012A21A) via unknown route at unknown anatomical location for prophylaxis of COVID-19 infection.
On 26-Feb-2021, the patient developed a rash and itching all over the trunk. The events resolved on 27-Feb2021. On 28-Feb-2021 the husband noticed one of the patient's eyes and her mouth were drooping a little
bit. He took her to the ER (Emergency Room) because he thought she was having a stoke. She had also
broken out with fever blisters. They ran tests NOS and everything was normal. The treating Physician said it
was Bell's palsy and it was due to the vaccination. The events were treated with prednisone 15 mg and
valacyclovir 1 gram. Action taken with mRNA-1273 in response to the event was unknown. The outcome
for the events, one of her eyes and mouth were dropping a little bit/Bell's palsy/database: facial paralysis
and broke out with fever blisters/database: oral herpes is unknown. The outcome for the events, rash and
itching all over the trunk/database: rash, rash and itching all over the trunk/database: pruritus is
recovered.; Reporter's Comments: Based on the current available information and temporal association
between the use of the product and the start date of the events, a causal relationship cannot be excluded.
After 24 hours, I started having body aches, that night couldn't sleep I took Ibuprofen it helped, over the
weekend I kept taking Ibuprofen. Monday my tongue and half of head was sensitive and weird, it kind of
hurt to rub through my hair and tongue felt like pins and needles this lasted through Thursday, and that
morning woke up wit a lump behind my ear, I went to clinic, the doctor or PA diagnosed me with shingles,
but I don't have any sores, he gave me a prescription but the next morning I woke up and notice i lost facial
control on left side, could blink or close mouth on left side. I went to clinic and they diagnosed me with Bells
Palsy and gave me a prescription for steroids and that was last Friday and its been a week that I've been on
these meds. The main problem is the Bells Palsy has made my left side not work, dizziness, pain down my
neck, the lump behind my ear finally went away after a week but the paralysis on the left side of my face is
still there and the dizziness. I was having headaches but stayed on top of it with Advil and today I go back to
clinic for a follow up appointment.
Bell's Palsy and signs/symptoms/clinical course characterized by weakness and sensory loss, currently being
evaluated by Neurology, most recent clinical note 20Mar2021 states not consistent with Guillian-Barre
Syndrome, broad differential diagnosis, high suspicion for medical conditions which mimic acute inflammatory
demyelinating polyneuropathy (AIDP).
I developed Bell?s palsy about 24 hours after the vaccine was administered. I ended up in the emergency
room and they confirmed it was Bell?s palsy. I am on steroids for one week and should see results within a
few days. I went to the ER on 3/20/21 and have been on steroids since.
pt states that 11 hours after taking the 2nd dose she collapsed falling to the floor and was paralyzed and
had urinary incontinence for 20 hours. EMT came to put pt back in bed. EMT came once again and put pt in
wheelchair to get her to a car so she can be taken to Hospital ER. They did blood work which potassium
was low, urinalysis test showed bladder infection, and CT was normal. Pt released after 4 hours and told to
FU w/ her neurologist. Pt saw Neuro Dr. on 3/17/2021 said she must have had some sort of reaction to the
vaccine.
Early next morning noted to have difficulty with lisp which progressed over several hours to full left sided
facial paralysis including eye, cheek, and lip. Also swelling and pain from top of head all the way to neck on
left side. Still unable to drive or use left eye.
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Vomiting, diarrhea ? 4 days Hot flashes and sweating - continuous, still occurring Feeling like I have a fever
but no fever ? continuous, still occurring Severe pain radiating down right arm ? comes and goes Dizziness ?
continuous, still occurring Dehydration Nausea ? continuous, still occurring Loss of function in right side of
face (eye and eyebrow), weakness in right arm ? lasted about 8 hours and occurred day 5 after vaccine
Moderna COVID-19 Vaccine EUA Patient received Moderna Vaccine - first dose on 3/15/21 around 3 pm.
Patient returned to the vaccine clinic to speak with doctor (reporter of event) on Wednesday 3/17 to inquire
on the left-sided facial numbness and droopiness the patient was experiencing. Pt stated the left-sided facial
reactions started on Tuesday, 3/16 in the morning. Doctor assessed for further signs of other neurodeficit
(i.e. stroke) and patient denied. Doctor encouraged patient to contact PCP. Patient contacted PCP that day
(3/17), and then saw her PCP on Thursday 3/18. From phone follow up with patient on Monday, 3/22,
patient stated her PCP diagnosed her with Bells Palsy, and initiated her on a 10 day course of prednisone
along with valacyclovir. Pt since last Thursday, 3/18 has taken a leave of absence from work. Pt has
upcoming physical therapy scheduled for Wednesday, 3/24. Follow up still in progress.
Participant felt flushed, feverish, fatigued with general aches and dry cough over the weekend after
receiving injection, took acetaminophen and cough syrup on Monday. He became short of breath on
1/20/2021 and was hypoxic on oximeter check, was sent to the ER. He was intubated in ER and went into
respiratory failure with sepsis due to COVID19. He was treated with tocilzumab, became paralyzed and DVT
in left lower extremity was found. HE required pressors and diuresis, he developed AKI and hyperkalemia.
On 2/21 he was in multi-organ failure. His level of cognition decreased until he was no longer responsive and
he died on 2/24/2021.
Patient apparently was in the bathroom, shaving. Patient's wife was in the kitchen. He does not recall
exactly what happened other than he fell backwards. His wife heard a ""thud."" She went into the
bathroom and the patient was not responding. Eyes were open but he was not focusing. He did have
generalized shaking of his extremities. Nine-one-one was called at this time. Patient does complain of some
mild back pain. He denies any significant headache. There has been no nausea or vomiting. He was
diagnosed with syncope event and new onset bells palsy.""
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bell's palsy; wrinkles in right eye was very smooth; patient nerves felt like little electricity lines zapping
through constantly/still feels like cranial 7 nerves are on fire; most severe ice pick headache/headaches
happened in bed while laying down/headaches feel dangerous; heart muscle is a little sore; felt like the
biggest wasp in the world stung her head; painful cranial nerve felt like it was on fire (5minutes)/still
throbbed a little/hot lava runnign through that nerve for 20 minutes/still nerve pain; afraid to go to sleep;
sore arm; A spontaneous report was received from a consumer concerning a 66 year-old female patient, who
received Moderna's COVID-19 vaccine (mRNA-1273) and experienced sore arm, severe ice pick headache, felt
like the biggest wasp in the world stung her head, nerve pain, afraid to go to sleep, most severe ice pick
headache/headaches happened in bed while laying down/headaches feel dangerous, patient nerves felt like
little electricity lines zapping through constantly/still feels like cranial 7 nerves are on fire, bell's palsy,
wrinkles in right eye was very smooth, patient feels pressure in her brain/scared there may be swelling in
her brain and heart muscle is a little sore. The patient's medical history included COVID-19 and
concomitant medication included Vitamin B12. On 24-FEB-2021, prior to the onset of the events, the patient
received their first of two planned doses of mRNA-1273 (Lot number: 011A21A) intramuscularly on left
deltoid for prophylaxis of COVID-19 infection. On 25-FEB-2021, one day after receiving mRNA-1273, patient
started to experience sore arm. On 26-FEB-2021 patient had severe severe ice pick headache, it felt like the
biggest wasp in the world stung her head. She states that it was so painful, and it scarred her. Patient claims
she searched it up and it was the cranial 7 nerve from her temple to the back of her head that was on fire
which lasted for 5 minutes. The next day 27-FEB-2021 patient states the headache was gone however the
nerve still throbbed a little and she was afraid to go to sleep that night. She then woke up that same night
with severe ice pick headaches that were slamming into her head. On 28-FEB-2021 the patient took
protective measures and got up early and did not experience anything on that day. On 1-MAR-2021, she
accidentally touched her husband's forehead with her head lightly and had the most severe ice pick
headache (like hot lava running through that nerve for 20 minutes). It alleviated when she took two Advil's.
The next morning 2-MAR-2021 the patient nerves felt like little electricity lines zapping through constantly.
Patient had looked up Bell's Palsy within our clinical trials and when she went to the doctors on 3-MAR-2021,
they said the wrinkles in the right eye was very smooth compared to the left but her eyes were not
drooping), doctors believed it to be Bell's palsy and prescribed her Gabapentin, and Zovirax. Since then her
ice picks have left but there is still nerve pain. She feels like the cranial 7 nerves are still on fire. All her
headaches happened in bed while laying down. Patient states that the headaches feel dangerous and feel
like they will cause her permanent damage. Patient still feels pressure in her brain and is scared there may
be swelling in her brain. Treatment medications included Advil, Gabapentin, and Zovarax. Seriousness
criteria included medically significant events. Action taken with mRNA-1273 in response to the events was
not reported. Outcome of the event sore arm, severe ice pick headache, felt like the biggest wasp in the
world stung her head, nerve pain, afraid to go to sleep, most severe ice pick headache/headaches happened
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On Wednesday, March 24th my husband and I got our 1st Moderna vaccine at 8:30 am. Felt good the rest of
the day. On Thursday, March 25th I woke up and the bag under my right eye was really swollen and I felt
like I had a big cold sore coming out on the top right side of my lip. My arm was swollen like a 2x2 area and
tender but other than that I felt good. At 9:30 am that same day I started getting a headache and my
stomach felt really upset. I didn't throw up but felt like I was going to. About 10:00 am I really felt sick to
my stomach and extremely tired. My headache was more intense and mostly on my right side (same side as
my eye and cold sore). By noon I had the chills and was running a temperature over 100. At 3:00 when I got
done with work I slept. I was only awake for a total of 1 hour and went to bed for the night at 8:15 pm. I still
had a bad headache, upset stomach and chills and my arm was swelling bigger but I slept all night. On
Friday, March 26th I woke up and my face looked worse. The cold sore was getting bigger and the bag under
my eye was huge making my eye almost shut. I still had a bad headache and the injection site was getting
bigger and stuck out far. It was hot to the touch. It was bright red and bumpy and hurt to touch it. I no
longer was sick to my stomach and I had no fever. My face was still looking awful and about 2:00 pm I
started running a fever again. I still had a headache. I still felt tired. On Saturday March 27th, my bag under
my eye looked a little better but the cold sore was getting worse. I had a slight headache, no fever and not
sick to my stomach. However, the lump at the injection site got huge. It was the size of the palm of my hand
and stuck up about an inch. It was hot to the touch and red. By 9:00 pm my eye and face were worse and
the right side of my face was drooping. On Sunday March 28th 8:00 am my face was worse and itchy. The
cold sore was spreading up the right side of my drooping face and my eye was almost shut. I called the
Teledoc and had a video call. She said that the vaccine triggered a virus in my system. She called in a
prescription for Valacyclovier 1GM 4 pills. Took 2 pills at noon and then the last 2 that night before bed. She
said to give it 2-3 days and it should clear up. On Monday, March 29th 6:30 am the lump in my arm is a little
smaller but my eye is worse. I looked horrible. On Tuesday, March 30th I still had a low grade headache and
my lip and right side of my face is kinda numb. I called my doctor and made an appointment for Wednesday,
March 31st. On Wednesday, March 31, 2021, I woke up and now had a canker sore inside my top lip on the
right side of my face in addition to looking like a monster. I went to the doctor?s office at 7:30 am and she
said that I definitely have a virus going on and now I have Bell?s Palsy as a result. The doctor gave me a
prescription for Valacyclovier 1GM tablets to take 3 times a day for 7 days. She also prescribed Prednisone
20 MG to take 3 tablets for 7 days to relief the itching and irritability of my face.
Diagnosed with Bell's Palsy; Stomach pain; Blurred vision; Severe headache; Slight fever; A spontaneous case
was received from a 70 -year-old, female consumer, who experienced stomach pain, severe headache, slight
fever, blurred vision and was diagnosed with bell's palsy. The patient medical history was not provided.
Concomitant medications were include metformin, gabapentin, lisinopril, celecoxib, atorvastatin,and
glipizide. On 14-JAN-2021, prior to the onset of the events, the patient received their first of two planned
doses of mRNA-1273 (Batch no; 022M20A), intramuscularly in the upper right arm for prophylaxis of COVID-19
infection. On 15-FEB-2021 , the patient experienced stomach pain, severe headache, slight fever, blurred
vision. On 23-FEB-2021 she was diagnosed with bell's palsy. She had taken prednisolone and valacyclovir to
treat bells palsy. Action taken with mRNA-1273 in response to the events was not applicable. The outcome
of the events were not recovered/not resolved.; Reporter's Comments: Based on the current available
information and temporal association between the use of the product and the start date of the events, a
causal relationship cannot be excluded.
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Told her not get the second dose of the vaccine; Doctor told her she had a bad reaction to the first dose;
Partially paralyzed for about 4/5 hours on her bottom half; Little bit itchy ˚ hair, ears, and eyes; A
spontaneous report was received from a consumer concerning a 78-year-old, female patient, who
experienced partial paralysis on her bottom half/paralysis, bad reaction to the first dose/vaccine
complication, not to take second dose/ intentional dose omission, itchy- hair, ears, and eyes/pruritus. The
patient's medical history included COVID-19 in Dec 2020 and high blood pressure. Products known to have
been used by the patient, within two weeks prior to the event included high blood pressure pills. On 09 Mar
2021, the patient received their first of two planned doses of mRNA-1273 (Lot number: 036A21A)
intramuscularly in the left arm for prophylaxis of COVID-19 infection. On 10 Mar 2021, the patient was
partially paralyzed for 4-5hrs on her bottom half. The patient had same symptoms when prior exposed to
COVID-19 in Dec 2020 and experienced little itchy- hair, ears and eyes. Brain scan, lungs, heart, blood tests
and neurological functions were tested when patient consulted a health care provider (HCP) hence was
advised not to take second dose. Treatment for the event included Benadryl. Action taken with mRNA1273 in response to the events was not provided. The outcome of the event, partial Paralysis on her
bottom half/Paralysis was recovered. The outcome of the events,bad reaction to the first dose/vaccine
complication, not to take second dose/ intentional dose omission, itchy- hair, ears, and eyes/pruritus were
considered unknown.; Reporter's Comments: Based on the current available information and temporal
association between the use of the product and the start date of the events, a causal relationship cannot be
excluded.
Stroke like symptoms: 1 day after vaccine developed left hip pain with frequent falls. Days later developed
slurred speech, memory impairment and facial droop.
Patient had his 1st dose of the Moderna vaccine & developed commonly reported side effects, sore arm &
fatigue shortly after the vaccine was administered. As the week continued past 48 hours post injection
period, he was experiencing extreme fatigue & muscle aches. On the morning of 3/29 his feet were tingling
& his legs were stiff. When he woke up on 3/30 the stiffness in his legs & the tingling increased to the point
where walking became difficult. Finally on the morning of 3/31 he could not walk without assistance. His
PCP said to take him to the emergency room. Patient was admitted to Medical Center with the suspicion of
Guillain Barre Syndrome. A lumbar puncture confirmed Guillain Barre on 4/1/21 and a 5 day course of IVIG
was started immediately after confirmation of diagnosis.
My father had an MCA stroke the day after his 2nd Moderna vaccination. He got his Moderna shot on
Tuesday afternoon and on Wednesday morning he had a stroke with paralysis on left side of his body. He
was taken to the ER and admitted to Hospital. We were told he had an MCA stroke. He is still in the hospital
as of today.
Paralysis of her whole body for 30 seconds; This spontaneous case was reported by a consumer and describes
the occurrence of PARALYSIS (Paralysis of her whole body for 30 seconds) in a 57-year-old female patient who
received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 025A21A) for COVID-19 immunisation. The
patient's past medical history included No adverse effect (no medical history reported.). On 23-Mar-2021,
the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1 dosage form.
On 24-Mar-2021, the patient experienced PARALYSIS (Paralysis of her whole body for 30 seconds) (seriousness
criterion medically significant). On 24-Mar-2021, PARALYSIS (Paralysis of her whole body for 30 seconds) had
resolved.
The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Unknown Route) was
unknown. For mRNA-1273 (Moderna COVID-19 Vaccine) (Unknown Route), the reporter did not provide any
causality assessments. Based on the current available information and temporal association between the
use of the product and the start date of the events, a causal relationship cannot be excluded; Sender's
Comments: Based on the current available information and temporal association between the use of the
product and the start date of the events, a causal relationship cannot be excluded
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Bell's palsy; This spontaneous case was reported by a patient (subsequently medically confirmed) and
describes the occurrence of FACIAL PARALYSIS (Bell's palsy) in a 59-year-old male patient who received mRNA1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. The patient's past medical history included
No adverse event (No reported medical history). On 20-Mar-2021 at 1:30 PM, the patient received first
dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 21-Mar-2021, the patient
experienced FACIAL PARALYSIS (Bell's palsy) (seriousness criterion medically significant). At the time of the
report, FACIAL PARALYSIS (Bell's palsy) was resolving.
The action taken with mRNA-1273 (Moderna
COVID-19 Vaccine) (Intramuscular) was unknown. For mRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular), the reporter did not provide any causality assessments. Concomitant product use was not
provided by the reporter. Treatment medication included Prednisone and an unspecified antiviral
medication. Based on the current information and the temporal association between the use of the product
and the start date of the event a causal relationship cannot be excluded.; Sender's Comments: Based on the
current information and the temporal association between the use of the product and the start date of the
event a causal relationship cannot be excluded.
This was the 2nd Moderna Shot on 2-18-2021. She received the first shot on 1-22-2021. Patient verbally
reported to me that about 4 hours after the shot, she began experiencing severe shocks all over her face and
into her left neck and chest area. This quickly worsened to include her left arm. That all resolved after a
nap. But when she woke up, and went to the mirror, she noted that her left face was slow and drooping.
She went to the ER. It was noted that she was having a severe problem with swallowing. She also was
noting severe pain in left external ear canal. She had obvious severe breakout in the left ear canal - and the
immediate area. She was sent home - and came to my office the next day. By that time, the symptoms had
become much much worse. She was unable to swallow. The outbreak in the left ear was much more
pronounced. And her entire left face and left tongue were paralyzed. She was diagnosed with the RamsayHunt Syndrome - she was unable to talk or swallow. She was readmitted back into the hospital.
Received Moderna COVID vaccination 4/1/21. About 27 hours later, he felt muscle spasming across his chest.
He then developed neck pain, tingling that goes into right and left arms/fingers. Was started on oral steroids
by his PCP on 4/6/21. Given worsening symptoms and new development of urinary retention. Patient was
admitted to Hospital 4/8-4/11. Suspected to have cervical transverse myelitis. Re-admitted 4/12 due to
worsening generalized weakness, significant numbness, gait/coordination issues, and several falls.
Differential diagnosis includes guillain barre syndrome vs. transverse myelitis. No MS on brain MRI. No cord
lesion. Treatment included IVIG 0.5g/kg daily x 4 days, B12, 1 mg IM daily x 3 days. bilateral neural foraminal
stenosis at L5-S1. 4/7: MRI cervical spine: Small focal area of increased T2 signal within the central cervical
cord at the C2 level without associated postcontrast enhancement. A demyelinating disease is leading
differential consideration. 4/11: MRI brain: normal, no de-myelinating disease; MRI C-spine: severe cervical
stenosis with flattening of spinal cord but no cord edema/enhancement.
Started with headache, moved quickly to temperature of 102.7, numbness in face, chills, severe chest pain,
heart racing at 131bmp though I was laying down, difficulty breathing, nausea, difficulty swallowing,
extreme fatigue, paralysis of arms, hands, legs, feet, inability to speak or move mouth to form words. All of
these things occured within 30 minutes of starting, from 1:30-2:00pm. Ambulance was called for me as I was
unable to breathe well or speak, losing consciousness.
patient presented to ER complaining of acute weakness, gaze palsy, intermittent episodes where she could
not talk, fever. Patient couldn't get out of the bathtub. Weakness came and went. Intermittent headache. CT
of head showed chronic lacunar infart. Admitted to observation for neuro checks and MRI and MRA. MRI and
MRA were normal. Patient's symptoms resolved by next morning and no abnormalities on neuro checks
through the night. Eating and drinking well the next day.
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possible stroke; small clot that went through and resolved on its own; Loss use of left leg/couldn't use her
leg; tingling in left arm; This spontaneous case was reported by a consumer and describes the occurrence of
CEREBROVASCULAR ACCIDENT (possible stroke), THROMBOSIS (small clot that went through and resolved on
its own), MONOPLEGIA (Loss use of left leg/couldn't use her leg) and PARAESTHESIA (tingling in left arm) in a
55-year-old female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 046A21A) for
COVID-19 vaccination. The patient's past medical history included Familial hypercholesterolemia,
Peripheral arterial disease and Stent placement (has stents in her iliac ery). Concomitant products included
ATORVASTATIN CALCIUM (ATORVASTATIN [ATORVASTATIN CALCIUM]), ACETYLSALICYLIC ACID (BABY
ASPIRIN) and SERTRALINE for an unknown indication. On 26-Mar-2021, the patient received first dose of
mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 27-Mar-2021, the patient
experienced CEREBROVASCULAR ACCIDENT (possible stroke) (seriousness criterion hospitalization),
THROMBOSIS (small clot that went through and resolved on its own) (seriousness criterion hospitalization),
MONOPLEGIA (Loss use of left leg/couldn't use her leg) (seriousness criterion hospitalization) and
PARAESTHESIA (tingling in left arm) (seriousness criterion hospitalization). The patient was hospitalized from
27-Mar-2021 to 28-Mar-2021 due to CEREBROVASCULAR ACCIDENT, MONOPLEGIA, PARAESTHESIA and
THROMBOSIS. At the time of the report, CEREBROVASCULAR ACCIDENT (possible stroke), THROMBOSIS (small
clot that went through and resolved on its own), MONOPLEGIA (Loss use of left leg/couldn't use her leg) and
PARAESTHESIA (tingling in left arm) outcome was unknown. DIAGNOSTIC RESULTS (normal ranges are
provided in parenthesis if available): In March 2021, Computerised tomogram: Inconclusive. In March 2021,
Magnetic resonance imaging: Inconclusive. The action taken with mRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular) was unknown. No treatment information was provided. Patient reports an MRI and CT scan
was done, and she was informed that they suspected she had a small cot that went through and resolved on
its own. Company Comment: Based on the temporal association between the use of the product and the
start date of the events, a causal relationship cannot be excluded. However patient's hx of familial
hypercholesterolemia, peripheral arterial disease and stent placement are confounding factors that may play
a possible contributory role.
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Guillain Barre; Myelitis; could not walk without assistance; had severe leg pain; lower back pain; numbness
in his lower extremities; This spontaneous case was reported by a pharmacist (subsequently medically
confirmed) and describes the occurrence of BACK PAIN (lower back pain), GAIT DISTURBANCE (could not walk
without assistance), HYPOAESTHESIA (numbness in his lower extremities), PAIN IN EXTREMITY (had severe
leg pain), GUILLAIN-BARRE SYNDROME (Guillain Barre) and MYELITIS (Myelitis) in a 63-year-old male patient
who received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. Concurrent medical
conditions included Myelitis (admitted in the hospital with Gillian barre or myelitis) since 10-Apr-2021. On
08-Apr-2021, the patient received second dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1
dosage form. On 09-Apr-2021, the patient experienced BACK PAIN (lower back pain) (seriousness criterion
hospitalization) and HYPOAESTHESIA (numbness in his lower extremities) (seriousness criterion
hospitalization). On 10-Apr-2021, the patient experienced GAIT DISTURBANCE (could not walk without
assistance) (seriousness criterion hospitalization) and PAIN IN EXTREMITY (had severe leg pain) (seriousness
criterion hospitalization). On an unknown date, the patient experienced GUILLAIN-BARRE SYNDROME
(Guillain Barre) (seriousness criteria hospitalization and medically significant) and MYELITIS (Myelitis)
(seriousness criteria hospitalization and medically significant). The patient was hospitalized on 10-Apr-2021
due to BACK PAIN, GUILLAIN-BARRE SYNDROME and MYELITIS. At the time of the report, BACK PAIN (lower
back pain), GAIT DISTURBANCE (could not walk without assistance), HYPOAESTHESIA (numbness in his lower
extremities), PAIN IN EXTREMITY (had severe leg pain), GUILLAIN-BARRE SYNDROME (Guillain Barre) and
MYELITIS (Myelitis) outcome was unknown.
For mRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular), the reporter did not provide any causality assessments. On 10apr2021, he could not walk
without assistance and had severe leg pain then went to the emergency department. Treatment: IV
steroids, and IV immunoglobulin. Company Comment: Based on the current available information and
temporal association between the use of the product and the start date of the event, a causal relationship
cannot be excluded.; Sender's Comments: Based on the current available information and temporal
association between the use of the product and the start date of the event, a causal relationship cannot be
excluded.
Knot under left arm 04/06/2021 -04/08/2021 Bell's Palsy 04/09/2021 to present
Guillain Barre syndrome; shortness of breath; tingling in her hands; legs were numb and tingling; feet were
swollen; This spontaneous case was reported by a consumer (subsequently medically confirmed) and
describes the occurrence of GUILLAIN-BARRE SYNDROME (Guillain Barre syndrome) in a 61-year-old female
patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 020B21A) for COVID-19
vaccination. The occurrence of additional non-serious events is detailed below. The patient's past medical
history included No adverse event (no medical history reported). Concomitant products included AMLODIPINE
and BISACODYL (LAXATIVE [BISACODYL]) for an unknown indication. On 30-Mar-2021, the patient received
first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 31-Mar-2021, the
patient experienced PERIPHERAL SWELLING (feet were swollen). On 01-Apr-2021, the patient experienced
HYPOAESTHESIA (legs were numb and tingling). On 02-Apr-2021, the patient experienced GUILLAIN-BARRE
SYNDROME (Guillain Barre syndrome) (seriousness criteria hospitalization and medically significant). On 19Apr-2021, the patient experienced DYSPNOEA (shortness of breath) and PARAESTHESIA (tingling in her
hands). The patient was hospitalized from 02-Apr-2021 to 06-Apr-2021 due to GUILLAIN-BARRE SYNDROME.
At the time of the report, GUILLAIN-BARRE SYNDROME (Guillain Barre syndrome), DYSPNOEA (shortness of
breath), PERIPHERAL SWELLING (feet were swollen), HYPOAESTHESIA (legs were numb and tingling) and
PARAESTHESIA (tingling in her hands) outcome was unknown. The action taken with mRNA-1273
(Moderna COVID-19 Vaccine) (Intramuscular) was unknown. treatment information not provided Additional
information:by 02Apr2021 she was admitted to the hospital and was diagnosed with GBS (Guillain Barre
syndrome) She stayed in the hospital for 5 days. Company Comment Based on the current available
information and temporal association between the use of the product and the start date of the events, a
causal relationship cannot be excluded. However, Further information has been requested.
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Bell's Palsy, face twisted; Burning in the mouth; Lips swelling; This spontaneous case was reported by a
consumer and describes the occurrence of FACIAL PARALYSIS (Bell's Palsy, face twisted) in a 60-year-old
female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 031B21A) for COVID-19
vaccination. The occurrence of additional non-serious events is detailed below. Concurrent medical conditions
included Diabetes mellitus. Concomitant products included METFORMIN for Diabetes mellitus. On 20-Apr2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage
form. On 21-Apr-2021, the patient experienced FACIAL PARALYSIS (Bell's Palsy, face twisted) (seriousness
criterion medically significant), ORAL DISCOMFORT (Burning in the mouth) and LIP SWELLING (Lips swelling).
At the time of the report, FACIAL PARALYSIS (Bell's Palsy, face twisted), ORAL DISCOMFORT (Burning in the
mouth) and LIP SWELLING (Lips swelling) had not resolved.
The action taken with mRNA-1273 (Moderna
COVID-19 Vaccine) (Intramuscular) was unknown.
Treatment information was not provided. Company
comment: Based on current available information and the temporal association between product use and the
start date of the events a causal relationship cannot be excluded.; Sender's Comments: Based on current
available information and the temporal association between product use and the start date of the events a
causal relationship cannot be excluded.

1 day

Bell's Palsy; Right Eye does not close; Sometimes she can not talk; Red Left Arm (from injection site all the
way to elbow); This spontaneous case was reported by a consumer (subsequently medically confirmed) and
describes the occurrence of FACIAL PARALYSIS (Bell's Palsy) in a 60-year-old female patient who received
mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 017B21A) for COVID-19 vaccination. The occurrence of
additional non-serious events is detailed below. No Medical History information was reported. On 14Apr-2021, the patient received second dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1
dosage form. On 15-Apr-2021, the patient experienced FACIAL PARALYSIS (Bell's Palsy) (seriousness criterion
medically significant), EYE DISORDER (Right Eye does not close), SPEECH DISORDER (Sometimes she can not
talk) and VACCINATION SITE ERYTHEMA (Red Left Arm (from injection site all the way to elbow)). At the time
of the report, FACIAL PARALYSIS (Bell's Palsy), EYE DISORDER (Right Eye does not close), SPEECH DISORDER
(Sometimes she can not talk) and VACCINATION SITE ERYTHEMA (Red Left Arm (from injection site all the
way to elbow)) outcome was unknown. Not Provided
On 21 Apr 2021, the patient was diagnosed with
Bell's Palsy. Treatment information included unspecified oral antibiotics and steroids. This case concerns a
60-year-old female with a serious unexpected event of facial paralysis, and nonserious unexpected eye
disorder and speech disorder and expected vaccination site erythema. Event onset 2 days after first dose
mRNA-1273. Event outcomes unknown. Based on current available information and temporal association
between the use of the product and the start date of the event, a causal relationship cannot be excluded.;
Sender's Comments: This case concerns a 60-year-old female with a serious unexpected event of facial
paralysis, and nonserious unexpected eye disorder and speech disorder and expected vaccination site
erythema. Event onset 2 days after first dose mRNA-1273. Event outcomes unknown. Based on current
available information and temporal association between the use of the product and the start date of the
event, a causal relationship cannot be excluded.
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Bell's Palsy; lethargic; This spontaneous case was reported by a consumer (subsequently medically confirmed)
and describes the occurrence of BELL'S PALSY (Bell's Palsy) in a 51-year-old male patient who received mRNA1273 (Moderna COVID-19 Vaccine) (batch no. 025a21a) for COVID-19 vaccination. The occurrence of additional
non-serious events is detailed below. No Medical History information was reported. On 06-Mar-2021 at
11:30 AM, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1
dosage form. On 07-Mar-2021, the patient experienced LETHARGY (lethargic). On 07-Mar-2021 at 12:00 PM,
the patient experienced BELL'S PALSY (Bell's Palsy) (seriousness criterion medically significant). On 08-Mar2021, LETHARGY (lethargic) had resolved. At the time of the report, BELL'S PALSY (Bell's Palsy) had not
resolved.
The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown.
Patient began to experience paralysis of the facial muscles on the left side of his face along with lethargy
that lasted one day. He was unable to blink his left eye and the left half of his tongue had no taste. He also
reported blurry vision. He subsequently called 911 and was diagnosed with Bell's Palsy in the emergency
room that evening. That week, the left side of his face was drooping. He reported that it had tightened up
and was more symmetrical now, however, he was still unable to smile, frown or blink from the left side of his
face. He was scheduled to receive his second dose of the vaccine on 06-Apr-2021, however, his neurologist
stated that she could not guarantee that it would not make his Bell's Palsy worse, but she still recommended
getting the second dose. The medical staff at the base didn't know if he should get the second dose and his
civilian doctor wouldn't commit. The emergency room physician contacted an Infectious Disease doctor who
felt it would be fine for him to get the second dose. Concomitant product use was not provided by the
reporter. No treatment information was provided. Company comment: Based on the current available
information and temporal association between the use of the product and the start date of the events, a
causal relationship cannot be excluded.; Sender's Comments: Based on the current available information and
temporal association between the use of the product and the start date of the events, a causal relationship
cannot be excluded.
The day of vaccination, this employee did not experience symptoms. She woke up on 12/18/2020 with
paresthesia to R side of face, that became progressively worse, and is now on the entire R side of her body.
This employees face has a slight droop and asymmetric smile on the R side.
Mild headache, mild fatigue, dry non productive cough, soreness in injection site, and 100.6 ¶F temperature.
Developed Bell's Palsy symptoms on the left side of my face almost exactly 24 hours after vaccine
administered
Bell?s Palsy to the left side of my face. Woke up Wednesday morning with symptoms.
Pfizer-BioNTech COVID-19 Vaccine I experienced a seizure like nightmare. There was a flash of bright light
and then I started shaking and moaning/gurgling. I could only move my right leg to try to get my husbands
attention but my arms and upper body were in paralysis. I have never experienced anything close to this,
but since I was sleeping, I am not sure exactly what it was. I believe it only lasted for about 30 seconds, and
afterwards, I feel okay.
52 year old female received the Pfizer vaccine on 30 Dec 2020. Noticed a slight left sided facial droop as left
lower lip numbess on 31 Dec 2020, which has become more pronounced over the past 2 days. She states she
spoke to the nurse hotline right before speaking to me who told her to go to the ED (she was on her way).
Denies any extremity weakness, numbness, HA or dizziness. No pain to face or ear. Speech clear on the
phone. No recent illness or history of Bell's palsy. NKDA or any prior adverse reactions to immunizations.
I had right sided headache for the first two days, then resolved. The right sided headaches recurred along
with right tongue numbness initially on 12/29/2020. The symptoms worsen on 12/31/2020 and severe on
1/1/2021. I was initially started on Valtrex thinking it maybe due to shingles but soon with the right sided
facial paralysis, it was obvious it was Bell's Palsy and was started on steriods on 1/1/21 and also received
acupuncture treatment on 1/2/21 which significant help improve the symptoms. I still have some residual
weakness of the right eye with some tearing and mouth weakness.
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Bell's palsy on the left side of his face; Headaches; Overall was not feeling well; This is a spontaneous report
from contactable consumers (including the patient). A 64-year-old male patient received bnt162b2 (PFIZERBIONTECH COVID-19 VACCINE, lot number EH9899), via an unspecified route of administration in right arm on
18Dec2020 04:00 at a single dose for covid-19 vaccination. There were no relevant medical history and
concomitant medications. On, 19Dec2020, the patient had headaches and overall was not feeling well. On
28Dec2020, the patient experienced bell's palsy on the left side of his face. He said it was a little hard to talk
as his mouth was not working at the moment. The provider he saw gave him steroids- Prednisone, and
Valaciclovir. He was also told to get some eyedrops as one eye does not close very well. He laughed and said
it was a little hard to drink his coffee. The outcome of the events headache and not feeling well was
recovered on 21Dec2020 while the outcome of bell's palsy was not recovered. The information on the
batch/lot number and expiration date has been requested.
bell's palsy; This is a spontaneous report from a contactable physician. A female patient of an unspecified
age (age: 37 unit: unknown), received BNT162B2(PFIZER-BIONTECH COVID-19 VACCINE, lot number and
expiration date were not reported), via an unspecified route of administration on 29Dec2020 at single dose
for COVID-19 immunisation. The patient medical history and concomitant medications were not reported.
The patient experienced bell's palsy on 30Dec2020. The outcome of the event was unknown. Information on
the lot/batch number has been requested.; Sender's Comments: A possible causal association between
administration of BNT162B2 and the onset of bell's palsy might not be excluded, considering the plausible
temporal relationship. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated
as part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate data for
adverse events. Any safety concern identified as part of this review, as well as any appropriate action in
response, will be promptly notified to Regulatory Authorities, Ethics Committees and Investigators, as
appropriate.
bells palsy of right eye
The morning after I received the shot in my right arm, I woke up and jumped out of bed to turn off my alarm.
My right leg buckled and completely gave out. It felt like there was not a muscle or bone in the leg. I
melted down on top of my leg, twisting my ankle and my knee. I ended up with my knee twisted behind me
as I hit the floor and my nightstand. I don't know if you would call it muscle fatigue or weakness, it felt like
muscle paralysis, but it only lasted less than a minute before it was gone, however, the damage was already
done. I hurt my knee very badly because I had no control over my leg muscles. I've never had anything like
that happen before.
Bell?s palsy the morning after the vaccination administration with left facial droop, left lip swelling
The patient received the vaccine in the left deltoid at 07:45 on 1/7/21. The patient reports that on 1/8/21
at around 0200, she was awoken with a sharp pain in her left arm followed by complete paralysis of her left
hand for about 15 seconds. Did not re-occur. Did not seek treatment. Reported to Dr. and no further issues
seen.
Fatigue, body aches, headache, low grade fever, arm pain, axillary pain
Numbness and tingling bil upper extremities, seizure, temporary paralysis R arm. Started day after vaccine
given, was observed overnight in hospital.
L. Bell's palsy - eyelid drooping, weakness in L cheek and mouth, started about 28 hours after dose #2 of the
Pfizer-BioNTech vaccine
Bell's Palsy
Headache, Fatigue, Body Aches, Chills, Shakes, Temp 100.6 also diagnosed with Bells Palsy after seeing PCP
on Monday 01/11/2021. Patient also went back to see PCP on 01/12/2021 for follow up.
About 27 hours after my vaccine (at about 9 pm on 01/12) I began having 8-10/10 chest pain. Mostly burning
sharp pain, but some restricting tight pain as well, radiating to my back mostly. It would be relieved for
maybe 10 minutes at a time but then flare back up for about 5 hours. I went to the emergency room, where
they did a cardiac work up including blood work and EKG, vitals and a chest X-ray, all which were
unremarkable. At about 0200 am on 01/13, the pain subsided. Previous to the chest pain, during the morning
and afternoon of 01/12, I had a low grade fever (99.9 F), an intense headache, and fatigue. 01/14/21 sore
swollen lymph node under L arm.
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Received 2nd dose of Covid vaccine on Wednesday January 13th at 1040am, soon after had headache but
was able to work. Thursday morning at 0330 severe body aches, chills, headache. Symptoms lessened with
Tylenol but would come back through Friday the 15th. Had to call out of work Friday the 15th. Saturday the
16th Woke in a sweat and aches/chills have since stopped. Still experiencing headaches
Facial paralysis; This is a spontaneous report from a contactable consumer (patient herself). A 36-year-old
female patient received bnt162b2 (COVID-19 Vaccine by Pfizer, lot EK9231, expiry date was not reported),
via an unspecified route of administration on 08Jan2021 at SINGLE DOSE for Covid-19 immunisation (to
prevent the COVID). Medical history was none. There were no concomitant medications. The patient
experienced facial paralysis on the left side of her face upon waking up on 09Jan2021. The outcome of event
was not recovered.
Ear ache Bells Palsy, given steroids, prednisone 50mg oral tablet, 5 days
After waking in the AM of the following morning after vaccination, felt total exhaustion and weakness,
unable to function with morning duties, left arm sore with a notable lump approximately 2 inches wide.
Able to lie down and sleep for about an hour; awoke and felt better. Took two 200mg ibuprofen and laid
down again. Within an hour of rest, felt awake with no weakness or exhaustion. Arm was less sore;
however placed a warm heating pad on arm throughout the day which improved the lump and soreness.
Headache, fever, chills, fatigue
1120: Drooling, Rt side facial drooping, BP: 60/30; 911 contacted; became unresponsive on toliet; shallow
deep breathing; transferred to Wheelchair; EMS arrived and transferred to ED; In hospital cause of death
listed Cardiac Pulmonary Arrest; Date of death 1/17/21
Patient reports left side facial drooping, weakness, headache. Patient states symptoms have resolved.
Patient referred to her PCP to discuss whether she should get her second dose.
ON 1/20/21 DEVELOPED EYE/MOUTH DROOPING, VOMITING, NAUEA, CHILLS AND BODY ACHES. HAS CALL
OUT TO PCP
Pt reported difficulty in swallowing and wife noticed left-sided facial droop morning of 1/10. Patient admitted
for concerns of TIA. Symptoms resolved prior to hospitalization. Patient had MRI brain without contrast of
the find evidence of acute infarct. Neurology recommended treatment patient has TIA and having dual antiplatelet therapy for 21 days followed by monotherapy of Plavix for stroke prevention. Patient was stable
discharge to home 1/12/21
Injection @ 2:47 p.m. on 1/15/21. 1/15/21 around 8 p.m. Bottom lip was swollen. Staff noticed. 1/16/21 @
8:15 a.m. staff viewed swollen lip. Patient reported no pain. 1/18/21 @ approximately 3:00 p.m. - Left eye
watering, drooping and visibly swollen. Home health nurse called Dr. No pain reported. Blood sugar 128
and normal. Patient went to ER to be seen as face drooping was worse. ER @ 4:45 p.m. on 1/18/21 - Dr.
evaluated and believes he has Bells Palsey. Ordered head CT & labs to verify. Head CT normal ruling out
stroke & labs normal. Correlates 60 mg of prednisone daily for one week and 1,00 mg TID Valacyclovir for
one week and artificial tears four times daily and cloth tape at night to hold eye lid shut. First doses given
in ER at 7:20 p.m. on 1/18/21. 1/21/21 - continue to tape eye at night, all symptoms remain.
BELLS PALSEY RIGHT SIDE OF FACE DROPPED
Bell's palsy. on prednisone 60 mg daily. improving
I developed double vision about 36 hours after 2nd COVID19 vaccine. I saw my ophthalmologist after 2
weeks of symptoms and he diagnosed a Left 6th Cranial Nerve Palsy resulting in diplopia.
I began to have extreme headache (occipital neuralgia distribution and intensity) 10 hours after shot, which
worsened over the next day. During that next day I had some word-finding impairment and dulled thinking.
34 hours after shot, I experienced a transient Bell's palsy like episode with right-sided facial drooping (eye
ptosis, cheek muscle flattening) and impaired speech, which lasted about 1-2 hours and self-resolved. I called
doctor who put me in contact with on call doctor who said symptoms sounded like a complicated migraine
with neurological involvement. I have had a migraine once or twice in the past, but nothing chronic and
nothing like this episode. The next day (Thursday 1/21/21) I had fatigue, and by Friday 1/22/21 all symptoms
had resolved.
mild bells palsy symptoms effecting right side face
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14 hours later had 103 fever with chills, joint pain, migraine x 16 hours. The next day fever down, but has
joint pain and dull headache.
Resident noted with left eye drooping on 1/26/21. On 1/27/21, resident has left eye and mouth drooping.
Unable to blink left eye. Unable to smile with left side of mouth. Both appeared by the next morning. I
noticed it around 10:00am. Left leg heavy cramp the night of around 5:30. It went away when I stretched it
and did not return.
Patient presented to hospital 1 day following vaccination with slurred speech, left sided weakness, and left
gaze preference concerning for acute neurologic injury.
I had the right side of my face not moving correctly. Afraid I was about to have a stroke, (similar symptoms),
I was taken by EMS to the ER at Hospital. They diagnosed it NOT to be a stroke, or TIA, but rather Bells
Palsy. I was given three medications : 1. valACYclovir 1,000 MG TAB. TAKE ONE TABLETBY MOUTH EVERY 8
HOURS (FOR SEVEN DAYS). 2. predniSONE (DELTASONE EQ) 50 MG TAB. TAKE ONE TABLET BY MOUTH
EVERY DAY FOR SEVEN DAYS. 3. ERYTHROMYCIN (ILOTYCIN) 5 MG/GM OPTH OINT. APPLY TO RIGHT EYE AT
BEDTIME.

1 day

stroke; unresponsive; unable to move one side of her body; fell down the stairs; fever; felt groggy; This is a
spontaneous report from a contactable consumer and a non-contactable consumer (patient's sister). A 37year-old female patient received 1st dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an
unspecified route of administration on 14Jan2021 at single dose for an covid-19 immunisation. The patient's
medical history and concomitant medications were not reported. The patient was an oncology nurse
practitioner working received the Pfizer BioNtech vaccine on Thursday 14Jan2021. On Friday 15Jan2021, the
patient visited her family members and told them she had a fever and felt groggy. She went to sleep around
8pm-9pm that evening (15Jan2021). Around 2am-3am in the morning Saturday 16Jan2021, the patient fell
down the stairs and her family member found her - unresponsive and unable to move one side of her body.
Her family member moved her to the couch. Around 7am-7:30am, the patient was still unresponsive and
unable to move one side of her body. Her family dialed an ambulance took her to an hospital. At present her family reported that the healthcare professional they spoke to said the patient had a stroke. She had
received multiple scans (MRI, brain scan) in the hospital and was awaiting a Neuro consult. It was unknown if
treatment received. The outcome of events was unknown. Information about lot/batch number has been
requested.

1 day

On 1/24/2021 states on that Sunday his tongue became numb and developed pain behind right ear. Took
ibuprofen, went to bed that even. When he awoke the next morning, Monday, 1/25/2021, the right side of
his face was disfigured, puffy, and his mouth was drawn down. He drove to family member approximately 1
hour away and upon arrival, family member took him to local hospital. MRI was completed and returned
with diagnosis of Bell's Palsy, which was confirmed by three physicians at the hospital. Was informed may
take 6 - 8 weeks for full recovery. Was discharged with prescription for Lacrilube eye drops, Vibramycin,
Prednisone (Deltasone), and Valtrex. One 1/29/2021 had follow up visit with neurologist and was told to
discontinue Prednisone. Neurologist researched injection follow the 1/29/2021 visit. Client received call
from neurologist on 2/1/2021 and was instructed was able to take second dose of vaccine, physician was not
100% sure same issue would not occur with second dose.
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Possible Bells Palsy; This is a spontaneous report from contactable other healthcare professional (HCP). A 66years-old male patient received the first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number
and expiration date: unknown), intramuscular on 13Jan2021 at a single dose for COVID-19 Immunization.
Medical history included hyperlipidemia, chronic kidney disease, essential hypertension, obesity,
hyperuricemia, iron deficiency anemia, type 2 DM and obstructive sleep apnea. The patient has no known
allergies. Concomitant medications included amlodipine besylate (AMLODIPINE BESYLATE), glimepiride
(AMARYL [GLIMEPIRIDE]), levothyroxine sodium (LEVOTHYROXINE SODIUM), metformin (METFORMIN),
losartan potassium (LOSARTAN POTASSIUM), ascorbic acid, calcium, minerals NOS, retinol, tocopheryl
acetate, vitamin B NOS, vitamins NOS, zinc (CENTRUM SILVER [ASCORBIC ACID; CALCIUM; MINERALS NOS;
RETINOL; TOCOPHERYL ACETATE; VITAMIN B NOS; VITAMINS NOS; ZINC]), sucralfate (SUCRALFATE),
glimepiride (GLIMEPIRIDE), furosemide (FUROSEMIDE), atorvastatin (LIPITOR [ATORVASTATIN]), pantoprazole
sodium (PANTOPRAZOLE SODIUM), cyclobenzaprine (CYCLOBENZAPRINE), cholestyramine (CHOLESTYRAMINE).
Other vaccine in four weeks included the first dose of influenza vaccine, intramuscular on the left deltoid, on
22Dec2020, lot number: UJ475AA. The patient has no COVID prior vaccination and had not tested post
vaccination. The patient experienced possible Bell's palsy on 14Jan2021. Treatment for the event was
unknown. The event resulted in doctor or other healthcare professional office/clinic visit. The patient had not
recovered from the event. Information on the batch/lot number has been requested.; Sender's Comments:
Based on the current available information and the plausible drug-event temporal association, a possible
contributory role of the suspect product BNT162B2 to the development of event Bell's palsy cannot be
excluded. The case will be reassessed if additional information becomes available. The impact of this report
on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation,
including the review and analysis of aggregate data for adverse events. Any safety concern identified as part
of this review, as well as any appropriate action in response, will be promptly notified to Regulatory
Authorities, Ethics Committees and Investigators, as appropriate.
Skin rash all over body, headache, nausea
Administered 2nd COVID vaccine Friday 1/29/2021. Nothing out of the ordinary. The next morning on
Saturday 1/30/2021, he was found on the floor in his room- responsive, but disoriented. He could not move
his left side. The ambulance was called immediately.
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typical Bell's Palsy; right side facial pain near the anterior right ear and traveling down the facial cranial
nerve from that area to his jaw; right side facial pain near the anterior right ear and traveling down the
facial cranial nerve from that area to his jaw; Weak feeling coming from the jaw; This is a spontaneous
report from a non-contactable nurse (wife). A 38-year-old male patient (husband) received first dose of
bnt162b2 (Pfizer-BioNTech COVID-19 mRNA vaccine, Lot Number EL3248 and Expiration Date unknown) via an
unspecified route of administration on 19Jan2021 18:00 (vaccine location: left arm) at single dose for COVID19 immunisation. The patient's medical history included hypogammaglobulinaemia, from years low IGA,
chickenpox and shingles in the past. The concomitant medications were not reported. No history and
additional vaccines administered on same date. On 20Jan2021 when patient woke up, right now at 09:21
AM, he noticed right side facial pain near the anterior right ear and traveling down the facial cranial nerve
from that area to his jaw. Reporter stated this was typical Bell's Palsy and the usual treatment is the same
as for herpes zoster; steroids and antivirals is the recommended treatment. Reporter is planning to call the
doctor as she feels he needs treatment right away and she will get the doctor to prescribe this treatment.
Patient has a weak feeling coming from the jaw. Patient had a history of chicken pox and chronic herpes
zoster but this was the first time he had had Bell's Palsy. States the effects are persisting and medically
significant. Patient was scheduled for the second dose 09Feb2021. Wanted to know about if patient should
get the second dose of the vaccine. The outcome of events was not recovered. No follow-up attempts are
possible. No further information is expected.; Sender's Comments: A causal association between BNT162B2
and the reported events cannot be excluded based on a compatible temporal relation. The impact of this
report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety
evaluation, including the review and analysis of aggregate data for adverse events. Any safety concern
identified as part of this review, as well as any appropriate action in response, will be promptly notified to
RAs, Ethics Committees, and Investigators, as appropriate.
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Stroke; leukemia; This is a spontaneous report from a contactable consumer. This consumer reported for a 68year-old male (consumer's husband) received the first dose of BNT162B2 (PFIZER COVID-19 VACCINE, lot
number: EL0140, Expiry Date: Mar2021), via an unspecified route of administration on 31Dec2020 13:30 at
single dose on right upper shoulder for COVID-19 prophylaxis. Medical history included smoker for 50 years,
and blockage in his carotid artery. His grandma died of a stroke and his folks, his dad died of lung cancer and
his mom died of uterine cancer. Both his parents had high blood pressure. His dad had a heart attack and his
mom had Parkinson's because her hands would shak. There were no concomitant medications. On the
08Jan2021 at about 8PM he had a massive stroke and they had to life flight him to hospital from 08Jan2021
to 19Jan2021. He did have a blockage in his carotid artery but they have been told. She says her husband
just had his second vaccine with lot is EL1283 and exp is Apr2021 and all of this could be a coincidence but he
told her to call so that was why she was calling. Also he was diagnosed with, it is 4 words and then leukemia
and he had an appointment with doctor to get his blood drawn every 2 weeks. The neurosurgeon that did
surgery on him on 09Jan2021 at 4 am said that his carotid artery in his neck was plugged and he went in and
cleaned it out and put in a stent and he said that his carotid artery was plugged all the way to his temple
and he tried to get that out and couldn't. He had his stroke at 8PM on the 08Jan2021. They had dinner at 5
pm and at 6pm they were sitting on the couch and all of sudden he started slurring his words and he said his
mouth felt like someone give him Novocain and then he had his arm around her and all of sudden it felt like
he was choking her so she grabbed his hand and his fingers started rolling up, started closing up tight so she
started playing with his fingers and then he went out in the kitchen and then he hit the floor and she called
# and the paramedics came up there. When they got there he could squeeze both hands and lift both feet by
that time it was 7:30, they had just brought in a chair, by time they got done bringing in the chair they
realized his left side was becoming paralyzed and so they had to go back and get the stretcher so they were
there for about 30 minutes, maybe 15 minutes then they headed up the hill toward the hospital at about
8pm and they came in and gave anti-blood clotting medicine and took him for a scan with dye, they found he
still had a blockage on his brain so at 2AM on the 9th they came in with a medical helicopter and flew him to
(institution name withheld) in (place name withheld) and they did an MRI on and seen his carotid blockage
there so he had emergency surgery at from # that morning of the 09Jan2021 at (institution name withheld)
and he was in ICU from Saturday until a week ago at 3 oclock 13Jan2021 he was placed in a regular room
and on the 19Jan2021 at 7:30PM he was moved (hospital name) in (place name withheld) for 14 days having
15 hours per day of therapy for a week and then he will go to (place name withheld) (rehab name withheld)
and he could be there 2-3 weeks. Wednesday right before they moved him he needed a therapist in the back
and one in the front and a 6 inch belt to help him stand up. He started out 08Jan2021 and was put in
(institution name withheld) on the 09Jan2021 and then he was discharged to rehab on the 19Jan2021 7:30
pm She has been told it may take up to year for recovery as much as he can. The week of his stroke they
were adding on to his home and he was doing the electrical upstairs so it is not like he just sat around and
BELLS PALSY SYMPTOMS ON LEFT SIDE OF FACE . Start PredniSONE Tablet, 20 MG, 3 tablets, Orally, Once a
day, 7 days, 21 Tablet, Refills 0 Start Valacyclovir HCl Tablet, 1 GM, 1 tablet, Orally, Three times a day, 7
days, 21 Tablet, Refills 0
Patient went to Emergency Room @ 5PM day following vaccine with difficulty moving eyes and drooping
cheek.
Pt. describes severe pain in her left arm within 12 hours of administration. She also reports a feeling of
""paralysis"" and severe ""sluggishness."" She has mental foginess. Her symptoms lasted 4-5hrs. This
occurred again about 24hrs after administration.""
Patient had R sided facial droop and slurring of speech at 9:30 AM 1/21/2021. Sent to Hospital where he was
found to have CVA, with complete occlusion of the R vertebral artery from the origin of distal V3 segment.
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first 3 days after injection she hovered around 98.8 fever. accompanied with chills, intense muscles pain all
over, and it moved around. like sometimes she felt like an elephant on her lap., lower backpain , head pain,
itching all over on and off. rash on her left arm and all along the inside of her arm all the way down for two
days and on third left side of head. Day 3 pain with chewing, numbness on the left side inside the mouth with
swallowing, combination of numbness and pain on left cheek. pain on the left side of face, neck cheek and
chaw line. the neck was numb to touch and didn't feel cold or hot on left side. popping in her ear and inside
mouth like pop rocks. and lots of throbbing in the TMJ joint. I could touch it and i could feel the throbbing in
my finger. lasted until day 8 and then resolved slowly a little bit each day. was diagnosed with modified
bells paulsey. with sensory involvement and didn't treat with steroids. and able to swallow but it felt numb.
FaceTime with the INT to gather this info
anxious, restless, weak, dizzy, felt ""horrible"". Continued to C/O symptoms,. At 01:15, patient lost
consciousness , then stopped breathing and lost pulse. Narrative: Patient was first vaccinated for COVID 19
on 1/8/21. On 1/24/21: 61 year old presents to E.R. with CC of chest pain/sob, with multiple medical
conditions including hypertension, atrial fibrillation on apixaban, cardiomyopathy with poor EF, dyslipidemia,
COPD, CVA, lung CA s/p radiotherapy, PTSD, depression, Churg Strauss Syndrome, Sjogren's syndrome
presented with chief complaint of chest pain or shortness of breath. He has been having worsening shortness
of breath the past few days, also complains of cough productive of yellowish sputum, no hemoptysis. He
complains of left upper chest pain with no radiation. There is no diaphoresis, palpitations or lightheadedness.
He denies fever or chills. He complains of having fallen a few times recently, thus he passed out. Could not
say if there were seizures activity. Admitted to 3D Tele. On 1/27, Pt advises he had episode of substernal CP
this am. RN advises pt was in afib w/ RVR at a rate >140 at time of CP. Pt CP improved w/ prn NTG. Pt HR
improved after daily medications. Pt sts his CP has resolved. Pt admits to continued dyspnea. Increased trop,
transferred. 1/28, struggling with orthopnea and cough. He has no peripheral edema. He does have
intermittent chest pain. Patient having periods of A-Fib RVR with non-sustained rates of 140's-150's 1/29
more chest pain at 04:00, relieved with NTG. HR = AF, with RVR 145. At about 08:00, Cardiology sees patient
and signs off, ""shortness of breath and cough not due to heart failure as evidenced by orthostatic
hypotension and no improvement in symptoms with diuresis. Consider underlying lung disease vs acute
pulmonary disease."" No pulmonary consult noted. 1/29 Patient received 2nd dose COVID19 vaccine at about
3:30-4p. No notes from staff on this event. No notes from MD that this was discussed and still part of the
plan. 1/29 nurse's note: At around 2240 Pt was able to rest briefly but is now restless and anxious again.
Tachypneic, stating he feels so weak and dizzy and overall just feel horrible. Continuing to get up frequently
to have small soft bowel movements with assistance. Pt also stated ever since he got ""that shot"" he hasn't
felt well. When asked what shot pt replied ""COVID shot."" Pt did receive 2nd dose of COVID vaccine 1/29 at
1530. Around 2250 Spoke w MOD to relay above information and overall concern for pt, asked for MOD to
come to bedside to evaluate pt. MOD states he's handing off to oncoming MOD and they will come to
bedside to see pt. Around 2300 oncoming MOD called and all above and previous information discussed
Around 2310 MOD came to bedside to see pt. Will continue to monitor closely. 01/30/2021 ADDENDUM
Around 0115 pt called for help to use bedside commode to urinate and have BM. Assisted x2 to BSC. While
sitting on BSC pt's eyes rolled back and pt made postures consistent with a seizure, body became very rigid.
Pt was unresponsive still with pulse. Lifted patient back to bed with 3 staff assist. Pt stopped breathing and
lost pulse. Chest compressions started immediately and Code Blue called at 0120. 1/30 Hospitalist note:
Called for CODE BLUE AGAIN AT 4:53. While on Vent after s/p Code blue for reasons not clear patient went
into Asystole and code called second time. Patient had a prolonged CPR and was actually called off at 5:17
but he started having pulse and agonal resp. he was placed on Levophed and D5NS. He got a total of 9 amps
of epi, 3 amps od Bicarb and 1amp of D50. Trope bumped from 0.12 to 0.43 prior to this he already was on
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The night after receiving dose 1 of the vaccine, she didn't want to eat dinner, was starting to spit up saliva,
and noted a new headache, and asked her daughter to sleep with her that night considering she was feeling
poorly. She was restless all night, and then at ~5am her L arm began to twitch; she was still alert at this
time but didn't realize her arm was moving. Shortly after this she lost consciousness, her eyes rolled back in
her head, and she developed a frank GTC seizure. Her daughter called an ambulance, and by the time she
was on the way to the hospital, she was awake and alert again. At the hospital, she was initially talking and
able to answer most questions appropriately. She was noted to be afebrile, hemodynamically stable,
without an O2 requirement, though with tachycardia to the 110s. She was found to have a leukocytosis to
~16, thrombocytosis to ~550, and LDH elevated in the 600s. Over the following day, her mental status
declined and she became agitated and disoriented to place/time. CT chest revealed b/l multifocal pneumonia,
for which she was started on pip-tazo. She underwent MRI brain (DWI sequence only) which did not reveal
any obvious CVA. LP was performed on 1/29 at ~10PM; as far as we can tell, she had only received pip-tazo
for antibiotics at this point. CSF studies revealed 220 WBCs (14% PMNs, 76% lymphs, 10% monos), 14 RBCs,
Glu 59, Prot 145; GS 2+ WBCs, no orgs; india ink stain negative; Cx pending at time of transfer. Given concern
for bacterial or viral meningoencephalitis she was transitioned to vancomycin/ceftriaxone/acyclovir. Patient
was then transferred to another Hospital for further management. Micro was all negative or pending at the
time of transfer. Shortly after admission to hospital she was intubated. Spine MRI was notable for
longitudinally extensive transverse myelitis. All infectious workup has been negative with just two more
pending studies for tuberculosis; autoantibody panel pending. She is now able to follow commands with eyes
and mouth, but has not been able to move her arms or legs. We do not have high suspicion that this
syndrome is related to the vaccine, given that progressive neurological symptoms started the week before
vaccine, but thought it prudent to report given the time course.
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Numbness in face, legs; Slight headache; Whole chest froze up; It has been an effort to talk, she was really
working hard to talk; Muscle tightness around her whole face; Legs weren't steady enough; Didn't feel well;
She was very weak; Could only stay awake for very short amounts of time; She never had trouble with her
stomach like this before; Lip has a slight droop on left side of her face; Felt like she was having a heart
attack; Felt extreme exhaustion; Not able to eat; She thought she has low blood sugar; This is a spontaneous
report from a contactable consumer (the patient). An 86-year-old female patient received the first dose of
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection, lot number: EL3249, expiration date
not reported), via an unspecified route of administration (left arm) on 21Jan2021 14:50 at a single dose for
COVID-19 immunization. Medical history includes therapy on her back from the past, from an unknown date.
Concomitant medication included melatonin to sleep and, paracetamol (TYLENOL) to sleep. The patient
received the first dose of the vaccine on 21Jan2021 at around 2:50 PM, the next morning on 22Jan2021, she
felt extreme exhaustion, she'd get up and have to get back to bed, not able to eat, and she thought she has
low blood sugar. She got up and had a bowl of cereal. On an unspecified date, the patient also reported
numbness in face, legs and slight headache, and need to eat all of a sudden or pass out, and these has gone
on for five days now (at time of report). The patient also reported that her lip has a slight droop on left side
of her face which was concerning her. The patient reported that after numbness and not eating, she had
some ice cream and her whole chest froze up, and it felt like she was having a heart attack. Her chest felt
like ice which never had happened before. It has been an effort to talk, she was really working hard to talk.
The patient explained she got the vaccine 5 days ago (from the time of report) and reported she had muscle
tightness around her whole face, she had a slight droop on the left lip, a slight headache right across the eye
brows, her legs feel a little numb off and on, she got feeling of tiredness but that passes, she had the need to
go eat suddenly or she will get very weak. The reason for the call was she was wondering if she should she
go for the second vaccine when 5 days after having the vaccine she was experiencing numbness. Slight droop
on the left lip started but never looked close until the time of report, not a lot but the lower lip on the left
side it is slightly droopy, with slight headache right across the eye brows. Her legs felt a little numb off and
on, and she stated that about 3 days after the vaccine, she was afraid to take a shower because her legs
weren't steady enough. They are still that way at the time of report, but this did go away for a while on a
day and she was able to take a shower. She also didn't feel well after the vaccine. On the day of the vaccine,
she had a good dinner and felt good; but the next morning she was very weak and could only stay awake for
very short amounts of time. She was in bed and couldn't stay up and this is not like her, she did not like to
be in the bed. She got the feeling of tiredness but that passes and she can stay up for longer periods of time.
She had to go eat or she gets very weak, she didn't feel like eating in the beginning. It was on the 4th day
after the vaccine she would have to get a bowl of cereal all of a sudden or she would feel like she was going
to pass out. She never had trouble with her stomach like this before where she felt the need to have to go
and eat. She explained she never had trouble with stomach, she never had headaches, and never had a
Received vaccine 7:30 PM Monday, began feeling tinging in lower lip Tuesday, did not notice any symptoms
Wednesday, Thursday 11:00 AM noticed drooping left side of face, couldn't smile on left side, eye drooping,
difficult to close left eye. Transported to ER by ambulance at 11:30 AM. Diagnosed with Bell's Palsy.
Released from ER to home.
Onset of Bell's Palsy; facial drooping on left side, sore behind left ear and down left side of neck Prednisone
20 mg 3 times per day for 7 days; Valacyclovir 1 g 3 times per day for 7 days; Eye is not as inflamed as it was
previously; Patient and his wife feel that symptoms are drastically improving as of this report which is 4 days
after the onset of the Bell's Palsy
Patient was hospitalized for Guillain-Barre syndrome
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Bells Palsy - Left sided; This is a spontaneous report from a contactable physician. A 76-year-old male patient
received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) (lot number: EL9263) intramuscular in
left arm on 23Jan2021 at single dose for COVID-19 immunization. Medical history included DMII (Type II
diabetes mellitus), Parkinson's disease, and CAD (coronary artery disease). Concomitant medications were
not reported. The patient previously took metformin and experienced allergy. Prior to vaccination, patient
was not diagnosed with COVID-19; and since vaccination, patient has not been tested. Facility where the
most recent COVID-19 vaccine was administered: Other (Public Health Department). On 24Jan2021, the
patient experienced Bells Palsy - Left sided. The event required physician office visit (Doctor or other
healthcare professional office/clinic visit). No treatment was received for the event. Outcome of the event
was unknown.
Bell's Palsy; This is a spontaneous report from a contactable other health care professional (patient). A 51year-old female patient (Pregnant: No) received second dose of bnt162b2 (Lot number: EL9264), via an
unspecified route of administration in left arm on 29Jan2021 14:30 at single dose for COVID-19 immunization.
Medical history included asthma from an unknown date and unknown if ongoing. Concomitant medication
included ammonium succinate, calcium succinate, glutamate sodium, glycine, magnesium succinate,
tocopheryl acetate, zinc difumarate hydrate (AMBEREN), collagen, bifidobacterium longum, lactobacillus
acidophilus, lactobacillus rhamnosus (PROBIOTICS) and multi-vitamin. The patient previous received first dose
of bnt162b2 (Lot number: EL0143), via an unspecified route of administration in left arm on 07Jan2021 14:00
for COVID-19 immunization. The patient experienced bell's palsy (hospitalization) on 30Jan2021 09:00. The
patient was hospitalized for bell's palsy for 2 days. The patient was admitted on 30Jan2021 to hospital and
diagnosed with Bell's Palsy. Treatment included: Prednisone and Valacyclovir. Facility type vaccine was
hospital. No other vaccine in four weeks. No COVID prior vaccination. No COVID tested post vaccination. Not
Known allergies. The outcome of event was not resolved.; Sender's Comments: Based on temporal
association, the causal relationship between bnt162b2 and the event facial paralysis cannot be excluded. The
information available in this report is limited and does not allow a medically meaningful assessment. This
case will be reassessed once additional information becomes available. The impact of this report on the
benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation,
including the review and analysis of aggregate data for adverse events. Any safety concern identified as part
of this review, as well as any appropriate action in response, will be promptly notified to Regulatory
Authorities, Ethics Committees, and Investigators, as appropriate.
Drooping of left cheek; Elevated blood pressure; nodes in neck enlarged; sore to touch; headache; This is a
spontaneous report from a contactable consumer (patient). A 79-year-old female patient received second
dose bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection, lot number: EL9261, expiration
date was not reported), via an unspecified route of administration on 28Jan2021 09:45 at single dose for
COVID-19 immunization. Medical history included allergies and known allergies to sulfa drugs. Patient was
not pregnant at the time of vaccination. Concomitant medication included ascorbic acid, betacarotene, cupric
oxide, tocopheryl acetate, zinc oxide (PRESERVISION), iron, colecalciferol (VITAMIN D), acetylsalicylic acid
(ASPIRIN). The patient previously took first dose of bnt162b2 on 07Jan2021 09:45 on the left arm for COVID19 immunization. The patient experienced elevated blood pressure, all nodes in neck enlarged and sore to
touch, drooping of left cheek and headache on 29Jan2021 22:00. Condition persisted for 4 days. The patient
received an unspecified treatment. The patient had a visit to the doctor and emergency room. The patient
was not diagnosed with COVID-19 prior to vaccination. The patient has not been tested for COVID-19 since
the vaccination. The patient was recovering from the events at the time of the report.
bilateral facial paralysis, Treatment: Immune Globulin - 5 infusions, steroid, anti-viral; recovering; 6 days
Patient suffered ICH within 24 hours of receiving COVID vaccine. Symptoms include facial droop and mild
dysarthria. Admitted to Neuro ICU for monitoring.
Syncope I was treated for a split lip, severe neck pain, pinched nerve resulting in L arm paralysis Muscle
relaxers and pain killers were prescribed Arm movement returned after about 3 weeks
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I started feeling really tired (couldn't move type tired). I called off worked for few days. On the 1/7 noticed
right of my face was drooping about 10 days couldn't smile and wiggle both ears.For me to talk it was very
difficult due to right side of my face being so weak. I went to walk in clinic was diagnosed with Bell's Palsy.
As of today I still couldn't lift my eyebrow (right) and smile still slightly cooked.
Received 1st dose of Pfizer vaccine on Thursday. Started experiencing left-sided facial droop (eye and mouth)
Friday morning. No improvement on Monday morning. Difficulty closing left eye and severe left-sided
mouth asymmetry. Patient denies any extremity weakness. Presented to Emergency Department Monday
morning for evaluation on 2/22/21. Discharged to home. (Assessment: Bell's Palsy).
On January 28 around 9 am, I started feeling sick. About an hour later, I felt nauseated and then started
vomiting. I vomited throughout the day, about 6 times. I assumed this was a fairly common reaction to the
vaccine. The following day (Jan. 29) I felt very weak and noticed that when I signed my name, my hand felt
numb and I couldn't control it very well. On Saturday, my left leg began to feel abnormal. I called a friend
who is a retired doctor and he said that he had heard of some neurological reactions to the vaccine. By
Sunday, I was having a difficult time walking so I called my GPs office and set up an appointment for Monday
morning. As soon as she saw my face without a mask, she said that I had had a stroke. I had a slight droop
on my left cheek and mouth which indicated to the doctor that a stroke had occurred. She scheduled me for a
MRI the following morning, Feb. 3. As soon as the MRI was completed, my GP scheduled me with a
neurosurgeon whom I was able to see the same afternoon. The diagnosis was a right medullary ischemic
stroke. She ordered a number of tests to be run and scheduled me for March 9 to come back for the result of
all the tests and blood work. Doctor referred me for physical therapy to help me regain the use of my left leg
and hand.
After first dose on 1/11/2021 employee mentioned she had sinus congestion and a head ache for 2-3 days.
She also experienced numbness of her left hip and swelling of her wrist. She was seen by her PCP and they
did not associate the condition with the vaccine. After her 2nd dose on 1/28 she had a slight cough for 3 day
and swelling of the arm and leg. She went to urgent care on 2/19 due to swelling and pain of her arms and
legs. She was prescribed gabapentin, and pain medications. Employee developed left sided facial pain
paralyses and went to the ED on 2/21 diagnosed with Bells Palsy and given acyclovir, norco and she is taking
antibiotics for an ear infection. Currently still symptomatic.
Patient's daughter reported that the day after vaccination, patient had facial droop, some slurred speech,
and her legs hurt/were week. This resolved on it's own, and it does not sound like they sought treatment for
this.
Patient received vaccine in left deltoid at 9:03 am on Jan 20, 2021. She had no immediate clinical issues. At
approximately, 10:00 pm on Jan 21, 2021, the patient had a sudden period of unsteadiness leading to a fall at
home in her restroom. She did not have LOC. EMS summoned and found her to be alert and transported to
local ED. Workup included head imaging (negative for acute illness), laboratory (only remarkable for low
potassium, 3.2, UA and CBC normal) and discharged. Over course of several days, persistent gait difficulty
noted. Sent back to ED for IVF and imaging on 1/25/21. MR Brain negative for acute event (ischemia or
bleed) and labs essentially normal. Patient received IVF (1 L NS) and discharged. Symptoms persisted and
outpatient work up ensued. ENT evaluation for vertigo negative on Monday Feb 1, 2021 (ENG negative and
no response to Epley maneuever) Neurology consulted and saw patient on Feb 4, 2021. Examination
abnormal (primarily with ""very strongly positive Romberg sign, reduced vibration in lower extremities, and
1+ patellar reflexes and absent ankle jerks"" Working diagnosis of suspected Guillan Barre (post vaccination)
Subsequent Testing: C spine MRI-negative for demyelinating lesions, ischemic changes or significant
degenerative myelopathy T-spine MRI-negative for demyelinating lesions, ischemic changes or significant
degenerative myelopathy EMG/NCV-2/11/21-""essentially normal study"" Lumbar puncture-normal OP and
acellular CSF. Protein 36""
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50 % loss of movement in the right side of his body (arm and leg); lost the physical ability in the right arm
and the right leg; can't walk without assistance; lost fifty percent movement on right side in his arm and leg.
It is not hurting. It is weak; This is a spontaneous report from a contactable consumer (patient). A 72-year-old
male patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection, lot
number: EL9269), via an unspecified route of administration on 07Feb2021 08:30 at a single dose on left arm
for COVID-19 immunization. Medical history included high blood pressure, enlarged prostate, and COPD
(chronic obstructive pulmonary disease). Ongoing concomitant medications included lisinopril, and tamsulosin
hydrochloride (TAMSULOSIN). The patent was taking unspecified concomitant medications. The patient
previously received flu shot months ago for immunization. The patient did not receive any vaccine 4 weeks
prior to COVID vaccine. The patient was administered Pfizer COVID19 vaccination on this past Sunday,
07Feb2021. He was feeling alright on Sunday. On Monday (08Feb2021) when he woke up, he had lost fifty
percent movement on right side in his arm and leg. It is not hurting. It is weak. He had lost the physical
ability in the right arm and the right leg. The shot was given in left arm. He said he still has it and he can't
walk without assistance. The events did not require a visit to the emergency room or to the physician office.
He is scheduled to get the next shot on 04Mar2021 at 3:30PM. The patient has not recovered from the
events.
Patient resides in an assisted living facility and received the second COVID-19 vaccination. She experienced
fatigue in the morning following vaccination. She fell on 2/22/21. Ambulance was called and she was
transported to the hospital. Initial symptoms included fever of 101 F, disorientation, left face droop,
unresponsive to commands and loss of memory.
Day after second dose symptoms thought to be a stroke occurred. Patient was given a clean bill of health at
ER in hospital. Following day 2/16/2021 patient went to clinic to find out why face was dropping and speech
was slurred. Primary Care Provider diagnosed patient as having Bell's Palsy (see physicians report).
Bells Palsy; This is a spontaneous report from a contactable consumer (the patient). A 67-year-old male
patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Lot #: EM9810), via an
unspecified route of administration, in the right arm (at the age of 67 years) on 09Feb2021 at 10:30 AM at
single dose for COVID-19 immunization. The patient medical history was not reported. Prior to the
vaccination, the patient was not diagnosed with COVID-19. Concomitant medication taken within two weeks
of vaccination included lisinopril (LISINOPRIL ACTAVIS), rosuvastatin, acetylsalicylic acid (ASPIRIN 81). The
patient did not receive any other vaccines within four weeks prior to the vaccination. The patient previously
took Penicillin and experienced rash, Sulphamide and experienced nose bleed. On 10Feb2021 at 08:30 AM,
the patient experienced Bell's Palsy. The patient visited the emergency room Therapeutic measures were
taken as a result of Bell's Palsy and included tape left eye closed and use wetting gel. The clinical outcome of
the bells palsy was not recovered. It was also reported that since the vaccination, the patient had not been
tested for COVID-19.
24 hours later : left-sided facial droop, limb ataxia bilaterally, and mild to moderate dysarthria.
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hands, feet, toes and entire body, felt almost paralyzed; not being able to turn over in bed; could not bend
her fingers or toes; muscles throughout her body remained stiff and tight; could not bend her fingers or toes;
muscles throughout her body remained stiff and tight; tense muscle aches; Chills; headache; This is a
spontaneous report from a contactable consumer (patient). This consumer reported that a 72-year-old female
patient received second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: EN6200) at the
age of 72-years, via an unspecified route of administration in left arm at 11:00 AM on 16Feb2021 at single
dose for COVID-19 immunisation, in hospital. Medical history included pituitary microadenoma from 1969 (52
years) and in good health other than the fibromyalgia; allergies to latex. Patient was not pregnant, was not
pregnant at the time of vaccination. The patient did not receive any other vaccines within 4 weeks prior to
the COVID-19 vaccine. Prior to vaccination, the patient was not diagnosed with COVID-19. Concomitant
medications included desipramine; duloxetine hydrochloride (CYMBALTA); ergocalciferol (VIT D); zinc. The
patient previously received first single dose of BNT162B2 (lot number: EK9231) at the age of 72-years via an
unspecified route of administration in left arm at 04:00 PM on 25Jan2021 for COVID-19 immunisation. Patient
reported that she had been diagnosed with fibromyalgia and saw a rheumatologist that specializes in
treating fibromyalgia. At 01:00 AM on 17Feb2021, fourteen hours later, she awoke to not being able to turn
over in bed. Her hands, feet, toes and entire body, felt almost paralyzed. She could not bend her fingers or
toes. Her muscles throughout her body remained stiff and tight for the next 16 hours. Chills, headache but no
fever. Patient took paracetamol (TYLENOL) every four hours, during this time. It did not help with the tense
muscle aches. Later on 17Feb2021 (that same day), approximately 19:00 (7:00 PM), her muscles started to
relax. Patient was writing this the day after and she felt fine. She could hardly wait for the booster shot.
Outcome of the events was recovered/resolved in Feb2021. Since the vaccination, the patient has not been
tested for COVID-19.
Bells Palsey
The night I got my first Covid vaccine, the left side of my face started to tingle and my jaw began to hurt. I
took Tylenol and Ibuprofen, but the pain didn't subside. I made a doctor's appointment on 2/25/21, which is
when I was diagnosed with Bells Palsy.
Patient with ascending sensory deficits consistent with AIDP. No weakness or respiratory weakness but
areflexic. PLEX started on 3/4. Sensory symptoms stable. Still inpatient
I was suffering from paralysis and numbness on the left side of my face. I went to the ER and was diagnosed
with Bell's Palsy; This is a spontaneous report from a non-contactable consumer (the patient). A 31-year-old
male patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: EN6201)
via an unspecified route of administration in left arm on 21Feb2021 11:30 a.m. at age of 31-year-old, at
single dose for COVID-19 immunisation. The patient had history of frequent ear infections. Concomitant
medication included fluticasone which was taken within 2 weeks of vaccination for an unspecified indication.
The patient did not receive any other vaccines within 4 weeks prior to the COVID vaccine. The patient was
not diagnosed with COVID-19 prior to vaccination. The patient had not been tested for COVID-19 since the
vaccination. The patient reported when he woke up the next day after receiving the vaccine (22Feb2021), he
found that he was suffering from paralysis and numbness on the left side of his face. He went to the
emergency room (ER) and was diagnosed with Bell's Palsy. He had been experiencing some minor pain in his
left ear beginning two days before he received the vaccine (i.e., three days before onset of facial paralysis),
and this ear pain had continued as he continue to experience the palsy. Since visiting the ER, he had also
seen a neurologist. The doctors he had seen do not necessarily think that the palsy resulted from receiving
the vaccine. The onset date of the event ""I was suffering from paralysis and numbness on the left side of my
face. I went to the ER and was diagnosed with bell's palsy"" was reported as 22Feb2021 09:00 a.m. The
event result in doctor or other healthcare professional office/clinic visit and emergency room/department or
urgent care. The event was non-serious (the event did not result in death, not life threatening, not
caused/prolonged hospitalization, no disabling/Incapacitating, no congenital anomaly/birth defect). Oral
steroid and antiviral drugs, eye ointment was received to treat the event. The outcome of the event was
not recovered. No follow-up attempts are possible. No further information is expected.""
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No adverse reactions other then pain in the injection site and being tired then last night 48 hours later my
eye was twitching. Today it 72 hours later eye twitching again and then this afternoon my bottom lip began
to tingle. Called the Urgent care they said come in and I did and the said it is bells palsy and gave me
steroids and another drug to take
I got my second Pfizer COVID vaccine on Friday February 26. On Saturday February 27 I started getting a
droopy lip and a droopy eye lid on the ight side of my face. I went to my doctor on Monday March 1 and
after and examination and a CT scan (to eliminate other things), I was diagnosed with Bell?s Palsy. I am now
on steroids and antiviral medication. I still have Bell's Palsy at this time,
Bell's Palsy: left facial
Extreme shaking, leg weakness, slight fever. I couldn?t move at all. It was like I was paralyzed.
bells palsy
Patient awoke morning after the vaccine with symptoms consistent with Bell's Palsy on right side of face:
drooping mouth, drooping eyebrow, eye unable to close, no wrinkles on forehead.
I got paralyzed .. could not stand on my legs ... I was wobbly
PI Patient is a 67 year old male who presents with dizziness and left facial droop. The patient reports that
he woke up this morning and felt very unsteady on his feet and dizzy. That has since subsided. However, he
noted some slurred speech and left facial droop. He woke up at 7:30 AM. He went to bed last night at 11
PM. Last known well is 11 PM, as he woke up with his symptoms. He reports some weakness of the left
upper extremity and left lower extremity. Acute left arm, leg, face weakness, slurred speech and buring
eyes. Symptoms came and went over 42 hour period.
ADVERSE EVENT - BELLS PALSY- RIGHT TREATMENT - DELAYED TO JUST OVER 72 HOUR FROM ONSET EVENING 2/23/21 PREDNISONE 60 MG ORALLY DAILY FOR 7 DAYS & VALCYCLOVIR 1 G TID FOR 7 DAYS NEAR
TOTAL RECOVERY BY 3/8/21
Left ear hurt 11 pm 1-25-21; Violent pain/claws ripping flesh off half of face/head 2 am 1/26/21; nonamblitory, could not support weight, major balance issues. Televisit 1/26/21=earache. Blacked out cold 5
min, non responsice 30 min 2 am 1/26/21; woke with Bell's Palsey; Ddumb televisit 1/28/21=BP. Urgent Care
visit-EKG (normal), bloodwork, urine lab work. 2/1/21 Saw NEURO = MRI brain w/contrast to rule out cancer
(2/4/21; Two weeks of solid hallucinations 24/7. Horrendous balance issues-almost non-amblitory from onset
1/26/21 to present. Lost 9 pounds in 2 weeks.(I was 104 now 95 pounds). I was walking 5 mi a day, walked
1/24/21, healthy. Devastating pain to left side of head/face, esp ear. PAIN
Bell's Palsy. Right facial paralysis, right eye won't close fully. Blurry vision and teary right eye. Headache.
Symptoms started within 36 hours. Now in day #5. No change in symptoms
Bell?s Palsy diagnoses
Bell's palsy(Left face)
(3/10-3/11) Fatigue, headache & body aches on day of vaccine and overnight (3/11) 12:00pm lightheadedness
and fatigue (took nap) (3/11) 3:10pm overall weakness (took 99mg Potassium tablet) and sudden onset of
paralysis that lasted for 1 1/2 hrs (3/11) 6:05pm still feeling fatigued and a little weak, but strong enough to
get out of bed on own
Bells Palsy ...moderate symptoms next morning. Left facial. As of March 12 it is still somewhat noticeable. No
treatment. I had Bells Palsy in fall of 1999.
Tiredness, Nausea, Headache
sore throat, followed by headache and right ear pain. Nausea and fever of 101.0 on March 8th, in addition to
previous symptoms. In the emergency department on March 11th with complete right facial droop consistent
with Bell's palsy; this has persisted as of today, also with evidence of right serous otitis media
Fever, left side face swelling and drooping
Patient received his first dose of Pfizer covid19 vaccine on 3/5/21. Over the next few days he developed
progressive right facial weakness and was evaluated in the emergency dept. It progressed over the next
week to severe R sided facial nerve palsy and has remained in this condiiton at the time of this report. He
was started on Valacyclovir and prednisone with minimal improvement
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Pfizer vaccine injected 3:00 PM 3/10/21. The next day, 27 hours post-vaccine injection, while in a store,
patient noted at 6:06 PM onset of numbness/tingling Right foot/leg with difficulty standing/lifting foot. He
needed support of shopping cart to make it to car. Once in car, numbness/tingling, heaviness/clumsiness of
right hand/arm noted. Then right side of lips/mouth affected with dysarthria. Wife witnessed evolution and
drove directly to Hospital ER/stroke center by which time patient was vomiting and required wheelchair to
enter ER. Stroke team evaluation neurologist concluded ischemic stroke and administered TPA. During TPA
infusion, all symptoms resolved remarkably so that dysarthria cleared, numbness resolved and
dysmetria/fine motor incoordination/right hand/arm/leg/foot symptoms were markedly improved. Patient
admitted to ICU for one day and then neurocare floor for one day. MRI showed 8 mm linear diffusion
weighted lesion in right centrum semiovale which was deemed c/w acute/subacute infarct. Attending
neurologist in ICU and neurofloor noted that location laterality of MRI lesion did not correlate well with the
right-sided patient symptoms, but could not identify other left brain lesions on review of scans. EKG, TEE and
echo studies showed no cardiac lesions. Carotid studies were negative. CT and CT angio were
uninformative; no hemorrhagic lesions or large vessel blockage. At discharge on 3/14/2021 around 6 PM,
patient could walk, talk, and use hands essentially normally to outside observer although patient could
relate intermittent brief episodes of possible numbness in lips or hands/fingers or slight heaviness of foot
which is slight and decreasing. Patient discharged on atorvastatin, amlodipine, fluticasone, Loratadine, 81
mg aspirin, Ibuprofen (for headaches) for further post-stroke follow-up.

1 day

Bell's palsy left side of face; This is a spontaneous report from a contactable consumer (patient). A 71-year-old
female patient received her second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number:
EN6202) at the age of 71-years-old, intramuscular on left arm on 28Feb2021 at 13:30 at single dose for
COVID-19 immunization. Medical history included asthma, allergies, blood cholesterol abnormal (reported as
cholesterol), and allergies to penicillin which were all ongoing. The patient was not pregnant. She has no
COVID prior to vaccination and has no prior vaccination and other vaccines in four weeks. Ongoing
concomitant medications included zileuton (ZYFLO CR) and budesonide, formoterol fumarate (SYMBICORT) for
asthma; levocetirizine and azelastine hydrochloride, fluticasone propionate (DYMISTA) for allergies;
immunoglobulin human normal (HIZENTRA); and atorvastatin (LIPITOR) for cholesterol. The patient received
her first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: EL9264) at the age of 71-yearsold, intramuscular on left arm on 02Feb2021 at 14:30 at single dose for COVID-19 immunization. The patient
previously took aspirin and experienced allergy. The allergy was reported to be ongoing. The facility type
where the vaccine was administered as reported to be other and mega-site. The patient experienced Bell's
palsy left side of face on 01Mar2021 which required physician office visit. The patient was not tested for
COVID post vaccination. Therapeutic measures were taken as a result of the event and included treatment
with valacyclovir 1g, 3x/day. The outcome of the event was not recovered. The event was assessed as nonserious by the reporter.

1 day

left side of my face is starting to droop and the beginning signs of Bell's-palsy are starting; This is a
spontaneous report from a contactable consumer (patient). A 36-year-old non-pregnant female patient
received her first dose of bnt162b2 (BNT162B2 reported as PFIZER COVID-19 VACCINE; lot number: ENG6202;
expiration date: unknown), at vaccination age 36-year-old via an unspecified route of administration in the
left arm on 02Mar2021 17:00 as a single dose for covid-19 immunisation. Medical history included pecans
allergies. The patient was not diagnosed with Covid prior to vaccination. Concomitant medications included
cetirizine hydrochloride (ZYRTEC), desogestrel, ethinylestradiol (ISIBLOOM), citalopram and vitamins nos
(MULTIVITAMINS reported as WOMANS MULTI-VITAMIN). The patient did not receive other vaccine in four
weeks The patient received the latest vaccine dose in a hospital. The patient had left side of my face is
starting to droop and the beginning signs of Bell's-palsy are starting on 03Mar2021 06:00 AM. The patient
did not received treatment for the adverse event. The patient has not been covid tested post vaccination.
The outcome of the event was not recovered.
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Got flu like systems the following day and each day felt weaker with headache and ear and neck pain
thought flu ignored. Then felt worse went to urgent care tested negative for corona virus. Seen by dr on
site.12/12/21. Double ear infection. Home with antibiotics, got worse. Face extreme pain went to ER at
hospital due to left side face dropping and speech slurring was diagnosed with double ear infection and Bell
Palsy on 3/14/2021.
The vaccine was administered to this patient while in Skilled Nursing Care at this facility for Lumbar Spinal
Stenosis. Following the injection the patient has experienced intermittent fever of unknown origin, severe
skin pain to extremities, and paralysis to both upper and lower extremities. The symptoms are being
investigated and the patient remains hospitalized.
Bell's palsy predniSONE 20MG vaiACYclovir HCL 1GM Artifitial Tears Erythomycin
Bell's palsy facial paralysis right side of face was droopy with no control on eye, nasal, and mouth; This is a
spontaneous report from a contactable consumer. A 35-year-old female patient received BNT162B2 (PFIZERBIONTECH COVID-19 VACCINE, solution for injection), dose 1 via an unspecified route of administration,
administered in Left Arm on 06Mar2021 18:15 (Batch/Lot Number: EN6201) as single dose for COVID-19
immunisation. Medical history included COVID from Dec2020 to an unknown date. There were no
concomitant medications. The patient previously took cefalexin (KEFLEX) and experienced known allergies to
KEFLEX. The patient experienced Bell's palsy facial paralysis right side of face was droopy with no control on
eye, nasal, and mouth on 07Mar2021 18:00 with outcome of not recovered. The event resulted in doctor or
healthcare professional office/clinic visit. The patient underwent lab tests and procedures which included
blood labs: unknown results on an unknown date. Therapeutic measures were taken as a result of the event.
ER Doctor said I have Bell's Palsy. Left side facial paralysis.; I started feeling funny; I started feeling funny and
weak; Eye is watering, feels like there is grit in there; Eye is watering, feels like there is grit;
Uncomfortable.; This is a spontaneous report from a contactable consumer, the patient. A 60-years-old male
patient received the second dose of bnt162b2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE; Batch/Lot
Number: EN6202), via an unspecified route of administration, administered in Arm Left on 03Mar2021 at
12:15 (at the age of 60 years old) as SINGLE DOSE for covid-19 immunisation. Historical Vaccine includes
BNT162b2 Dose 1, 10Feb2021 at 14:00 , Lot number=EL9263 in Left arm Medical history included diabetes
mellitus. There were no concomitant medications. The patient has no known allergies. No other vaccines
were given within 4 weeks. Prior to vaccination, the patient was not diagnosed with COVID-19. Since the
vaccination the patient had not been tested for COVID-19 Facility where the most recent COVID-19 vaccine
was administered was a Hospital. On 04Mar2021 at 13:15, The patient experienced Bell's palsy. left side
facial paralysis (medically significant), started feeling funny and weak, eye is watering, feels like there is grit
and uncomfortable. The adverse events resulted in an Emergency Room Visit. Treatment was given for the
events. The clinical course is as follows the day after I went to the (Withheld). Patient started feeling funny
and weak. Since he was close to a local Hospital Emergency room. ER Doctor said 'I have Bell's Palsy. Left
side facial paralysis'. He prescribed prednisone. Have to wear eye patch on left eye. Eye wont close. Can't
eat or drink on left side. I was told by my primary care doctor that this could last up to 6 months. And that
85 percent of cases clear up. Eye is watering, feels like there is grit in there. Uncomfortable. Treatment
(Prednisone therapy) was given for the events. The clinical outcome of the events Bell's palsy. left side facial
paralysis, started feeling funny and weak, eye is watering, feels like there is grit and uncomfortable was not
recovered.
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Fever; Chills; Bell's Palsy; Swelling and muscle weakness on the left side of the face; Swelling and muscle
weakness on the left side of the face; Headache; This is a spontaneous report from a contactable consumer,
the patient. A 37-year-old female patient received BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE,
Lot EN6198, first dose) solution for injection intramuscular in the left arm on 06Mar2021 at 08:45 (at the age
of 37-years-old) as a single dose for COVID-19 vaccination. The patient was not pregnant at the time of
vaccination. Medical history included diagnosed with Covid-19 on 26Jul2020 and penicillin allergy. Family
medical history included diabetes. There were no concomitant medications. Past drug history included known
allergies to codeine. The patient did not receive any other vaccine within 4 weeks prior to the vaccine. The
patient experienced Bell's Palsy, swelling and muscle weakness on the left side of the face on 07Mar2021 at
05:00. It started with left arm swelling and muscle weakness on the left side of the face, left face pain
diagnosed as Bell's palsy and developed headache (07Mar2021). The next day (08Mar2021) at 1pm started
with fever and chills. The was no emergency room or physician office visit. No treatment was provided for
the events Bell's Palsy, swelling and muscle weakness on the left side of the face. The outcome of the events
Bell's Palsy, swelling and muscle weakness on the left side of the face was recovering. The outcome of the
events headache, fever and chills was unknown. Since the vaccination, the patient has not been tested for
COVID-19.
Patient received a vaccine at museum sight on 03/23/2021 at 0130 pm according to fiancT. Around 1:30 the
next day, his fiance tried to call him and she stated that his voice was garbled, she found him face down with
his chin on the table, covered with his own feces and urine. EMS notes that upon their arrival the pt had a
right sided facial droop along with some contracture to his left side. Pt was originally awake and confused as
he gradually became unresponsive and is only responsive to pain of sternal rub. He has no history of stroke.
Pt's BP was noted to be 88/50's en route.
Starting evening of 3/18 noticed right side of face was numb. It continued to worsen during day on 3/19.
Went to ER, Sat. AM and was admitted same day. Tests were run and it was determined no Stroke had
happened and the was told it was Bells Palsey. Spent 2 days in hospital while they ran more tests.
Numbness continues.
neck and jaw pain; neck and jaw pain; has clicking in her jaw; concerned these symptoms following vaccine
could be Bell's Palsy/Palsy; dull ear; She stated she could not walk on her left foot on 11Mar2021 but
recovered the next day; This is a spontaneous report from a contactable consumer (the patient). This 39-yearold female patient received her second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Lot#:
EN6204), via an unspecified route of administration, in the right arm on 10Mar2021 at 10:45 AM (at the age
of 39 years) as a single dose for COVID-19 immunization. Medical history included skin wrinkling.
Concomitant medication taken within two weeks of vaccination included botulinum toxin type a (BOTOX)
taken for skin wrinkling, and unspecified birth control pills. The patient did not receive any other vaccines
within four weeks prior to the vaccination. Historical vaccine included first dose of BNT162B2 (PFIZERBIONTECH COVID-19 VACCINE), lot # EN6200, on 18Feb2021, in the right arm COVID-19 immunization, and
experienced fatigue. The patient reported that while she was sleeping last night on 11Mar2021 around
02:00-3:00, she had onset of dull ear, neck and jaw pain on left side. She had clicking in her jaw. The patient
mentioned she never had a droopy face. She stated she could not walk on her left foot on 11Mar2021 but
recovered the next day. She's concerned these symptoms following vaccine could be Bell's Palsy - what
should I do. She looked online and saw that these are some of the first symptoms of Bell's palsy. She called to
ask if these events could be Bell's palsy, and for information on events and Bell's palsy relative to the COVID19 Vaccine. She informed that she had an upcoming appointment with her doctor ""today"" at 14:00 to see if
she has Bell's palsy. The patient stated she went to the doctor on 11Mar2021 at 03:00 pm. Event term of
Palsy with onset date of 11Mar2021 was reported. The physician did not prescribe medication, no treatment
given. The clinical outcome of dull ear, neck and jaw pain, has clicking in her jaw, and palsy was recovered on
13Mar2021""
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Bell's Palsy - right side of face is paralyzed, right eye doesn't close fully, teary right eye, blurry right eye, and
headache; This is a spontaneous report from a contactable healthcare professional (patient). A 72-year-old
female patient received her second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number:
EN6200), via an unspecified route of administration in right arm on 05Mar2021 10:00 as a single dose for
COVID-19 immunisation. Medical history included hypertension (HTN), hypothyroid, chronic achilles
tendonitis, pre-diabetic. The patient had no known allergies. Concomitant medications included losartan,
metoprolol; thyroid (NATURE THROID) reported as 'Zinc Berberine Nature Throid.' The patient was not
diagnosed with COVID prior to vaccination. She was not pregnant. No other vaccine was administered in four
weeks. The patient previously received her first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot
number: EL9262) via unspecified route in right arm on an unspecified date at 12:00PM. On 06Mar2021
12:00PM, the patient experienced Bell's palsy - right side of face was paralyzed, right eye doesn't close fully,
teary right eye, blurry right eye, and headache. Events resulted in Doctor or other healthcare professional
office/clinic visit, Emergency room/department or urgent care. Treatment received included CT scan of brain,
prednisone 60 mg total, and valaciclovir (VALTREX) 1. Outcome of the events was not recovered. The patient
had not been covid tested post vaccination.; Sender's Comments: Based on temporal association, the causal
relationship between BNT162B2 and the event facial paralysis cannot be excluded. The information available
in this report is limited and does not allow a medically meaningful assessment. This case will be reassessed
once additional information becomes available. The impact of this report on the benefit/risk profile of the
Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including the review and
analysis of aggregate data for adverse events. Any safety concern identified as part of this review, as well as
any appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics Committees,
and Investigators, as appropriate.
facial drooping/Bells Palsy; This is a spontaneous report from a contactable consumer (patient). A 46-year-old
female patient (not pregnant) received dose number 1 of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE,
lot number EN6206) via an unspecified route of administration, administered in the left arm, on 11Mar2021
08:15 AM at a single dose for COVID-19 immunisation. Medical history included diabetes, thyroid, and
hernia. The patient had no known allergies. Concomitant medication(s) included metformin hydrochloride
(METFORMIN ER); levothyroxine; and omeprazole. The patient had no other vaccine in four weeks. On
12Mar2021 at 2AM, the patient woke up and had facial drooping; went to the ER and was admitted for
possible stroke. It was further clarified that it was not a stroke but she has Bell's palsy. The adverse event
(AE) resulted in doctor or other healthcare professional office/clinic visit, emergency room/department or
urgent care, and hospitalization (duration for 1 day, from 12Mar2021 to 13Mar2021). AE treatment included
medicine, methylprednisolone, valacyclovir, eyedrop. The patient had no COVID prior to vaccination. The
patient underwent lab tests which included COVID test type post vaccination (nasal swab, rapid test):
negative on 12Mar2021 (COVID tested post vaccination). The outcome of the event was not recovered.
Bell's Palsy. Examined on 3/29/2021, he had moderate weakness, House-Brackmann Grade III
Had vaccine about 9:35 am on 3/20/21. In the middle of the night about 2:30 am 3/21/21 He should signs of
paralysis on right side of his body and was not able to walk. Went to the emergency room on 3/21/21.
Admitted to the hospital. MRI was done about 8:00 pm on 3/21/21 and results were blood clot on left side of
the brain caused a stroke. Paralysis of right side of his body and changes in speech. Transferred
Rehabilitation Hospital 3/24/21. Possibility of second stroke, and another scan done 3/29/21. Waiting for
results
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Suspect 6th Nerve Palsy; Double Vision; This is a spontaneous report from a contactable consumer (patient).
A 72-year-old male patient received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), second dose via an
unspecified route of administration, administered in Arm Left on 10Mar2021 10:30 AM (Batch/Lot Number:
EN6208) as SINGLE DOSE for covid-19 immunization. Medical history included High Blood Pressure (controlled
by medication) from an unknown date and unknown if ongoing. The patient had no known allergies. The
patient has no COVID prior to vaccination, and not COVID tested post vaccination. No other vaccine in four
weeks. Other medication in two weeks was noted (reported as yes) but it was unspecified. The patient
previously vaccinated of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE) first dose, lot number: EN6200 on
17Feb2021 12:30 PM at the left arm single dose for COVID-19 immunization. It was reported that the patient
experienced Double Vision and Suspect 6th Nerve Palsy on 11Mar2021 at 08:00 AM. The outcome of the
events was recovering. There was no treatment for the event.
paralyzed with no sensation at all in her legs till her waist; headache; fever 101.2; weakness; chills; fell; This
is a spontaneous report from a contactable Physician. A 69-year-old female no pregnant patient received
second dose BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of administration on
10Mar2021 10:30 AM at single dose for COVID-19 immunisation. No pregnant at time of vaccination. Medical
history included prior spinal cord trauma with rt foot drop. No Known allergies. No COVID prior vaccination.
The patient received the first dose BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) at 69-year-old, via an
unspecified route of administration at single dose for COVID-19 immunisation. The patient started the next
day on 11Mar2021 02:00 PM, after the 2nd shot with headache, fever 101.2 and weakness. Took Tylenol and
went to have a nap. She woke up with still fever and chills, when she tried to get up she fell. She was
currently in the hospital, paralyzed with no sensation at all in her legs till her waist. AEs resulted in
Emergency room/department or urgent care, Hospitalization for 5 days, disability or permanent damage. Lab
data included Nasal Swab on 11Mar2021: Negative. No COVID tested post vaccination. Solumedrol 1000mg
IV were received. Treatments were received for the events. Outcome of the event was recovering.
Information on the lot/batch number has been requested.; Sender's Comments: Based on the temporal
association, a possible contributory role of BNT162B2 to the development of reported events cannot be
excluded. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of
Pfizer procedures for safety evaluation, including the review and analysis of aggregate data for adverse
events. Any safety concern identified as part of this review, as well as any appropriate action in response,
will be promptly notified to Regulatory Authorities, Ethics Committees and Investigators, as appropriate.
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Bell's palsy; Sore Arm; This is a spontaneous report from contactable consumers (one is the patient). A 66year-old female patient received bnt162b2 (Pfizer-Biontech Covid-19 Vaccine) first dose, via an unspecified
route of administration, administered in Arm Right on 03Mar2021 11:40 am (Batch/Lot Number: EM9810) as
SINGLE DOSE for covid-19 immunisation. The patient was vaccinated at a hospital. Medical history included
Type 2 diabetes mellitus: Diagnosed one year ago; Gastrooesophageal reflux disease (GERD) Diagnosed 2
years ago; Hashimoto's disease Diagnosed 5 or more years ago; High cholesterol and blood pressure
abnormal (reported as Blood pressure); all from an unknown date and unknown if ongoing. No history of all
previous immunization with the Pfizer vaccine considered as suspect. No additional vaccines administered on
same date of the Pfizer Suspect. No prior vaccinations within 4 weeks, also no Family Medical History
Relevant to the adverse events. Concomitant medications included metformin 500 mg once a day by mouth
taken for diabetes (reputed Has been taking that about a year); pravastatin sodium (PRAVACOL) 40 mg once
a day by mouth taken for High cholesterol; levothyroxine sodium (SYNTHROID) 50 mcg once daily by mouth
taken for an unspecified indication; omeprazole 20 mg once a day by mouth taken for an unspecified
indication; and losartan 50 mg once a day by mouth taken for blood pressure; all start and stop date were
not reported. It was reported that the patient is calling about the COVID Pfizer vaccine shot. The patient
took the first dose of the shot on Wednesday 03Mar2021. The patient now has been diagnosed with Bell's
Palsy and she believes that it is from the shot. The patient's speech is impaired because of the bells palsy.
The only thing the patient had was a sore right arm on 04Mar2021. Then on 10Mar2021 the left side of her
neck started to really hurt and behind her ear, it was severe pain, frequently she would get a jolt of pain on
top of the existing pain. The patient had this pain 10Mar2021, 11Mar2021, 12Mar2021, and by Saturday
13Mar2021 her face started to distort, now she couldn't close her eye, her lips were numb, and her speech
was interfered. Monday (15Mar2021) morning the patient was seen by her primary care provider and her
doctor told her it was Bell's Palsy. Blood was drawn at that time, but the patient doesn't have the results
yet. The patient was given prednisone and an anti-viral which after she took them it helped with the pain
significantly. The patient's face still has the paralysis on the left side of her face. No other parts of her body
were affected other than a sore arm at the site on the right side, which was not a big deal. It was reported
that the patient is taking COVID vaccine as she heard she should get it and her husband had the shots and
was fine. The patient mentions that her husband had one bad day after the vaccines but he was fine, so she
decided to get it. The patient wanted to know, she is going to follow up with her primary care provider on
22Mar2021 but she was scheduled for her second Pfizer shot on 24Mar2021, should she get the second dose.
The patient read that 40,0000 people were given the vaccine and 4 people had bell's palsy and because of
that they discounted it as a side effect, and the placebo group did not develop this. It was noted that the
patient did not required emergency room visit but to the Physician's office (Primary Care Provider). The
patient does not have the results of her blood work back yet. The outcome of the event a sore right arm was
recovered on 06Mar2021; for the other event was not recovered. The relatedness of drug to
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Bell's Palsy partial facial paralysis on both sides; Eyesight is dimmed; throbbing pain mostly in right eye/
Occasional shooting pain in eye; Eyes watering; Groggy; Dizzy; Extreme fatigue; Brain foggy; Forgetful; Sleep
cycle distorted; Essential tremors in hands; Dull pain in back of head near neck; slightly garbled/ voice
difficult to understand; Sensitive to loud noises; This is a spontaneous report from a contactable Other-HCP
(patient). A 73-year-old female patient received second dose of BNT162B2 (PFIZER-BIONTECH COVID-19
VACCINE), at same age, via an unspecified route of administration, administered in arm left on 01Mar2021
16:30 (Batch/Lot Number: en6198; Expiration Date: 01Mar2021) as single dose for covid-19 immunisation.
Medical history included COPD. Concomitant medication included salbutamol (VENTOLIN [SALBUTAMOL]);and
fluticasone propionate/ salmeterol xinafoate (ADVAIR). The patient previously took first dose of BNT162B2
(PFIZER-BIONTECH COVID-19 VACCINE, lot number: em9809) on 07Feb2021 04:00 PM, in left arm for covid-19
immunisation at age of 73 years old. The patient experienced eyesight was dimmed, even when she can
manage to open her eyelids, occasional shooting pain in eye, eyes watering, throbbing pain mostly in right
eye, Bell's Palsy partial facial paralysis on both sides: can't smile, voice difficult to understand, slightly
garbled, groggy, dizzy, brain foggy, forgetful, extreme fatigue, sensitive to loud noises like dog's bark, sleep
cycle distorted, essential tremors in hands are greater than usual, and dull pain in back of head near neck
and all on 02Mar2021 05:00 PM. AE resulted in Doctor or other healthcare professional office/clinic visit.
Patient is not pregnant. The treatment was received. No covid prior vaccination and no covid tested post
vaccination. The patient underwent lab tests and procedures which included MRI (magnetic resonance
imaging): unknown result on unspecified date. The outcomes of events were recovering.; Sender's Comments:
Based on a plausible temporal association, the company cannot completely rule out a causative role of
BNT162B2 to the onset of facial paralysis. The impact of this report on the benefit/risk profile of the Pfizer
product is evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of
aggregate data for adverse events. Any safety concern identified as part of this review, as well as any
appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics Committees and
Investigators, as appropriate.
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her stomach was bothering her; her daughter told her the right side of her tongue looked swollen; allergic
reaction to the COVID-19 Vaccine; heaviness with her headache; stroke; Facial droop; Numbness / left half of
her face was numb /numbness in her left hand/numbness and tingling all over her body; Tingling; Tiredness;
Pain; Headache; This is a spontaneous report received from a contactable consumer, the patient. A 55-yearold adult female received the first dose of BNT162b2 (solution for injection; Lot EN6202 and expiry
information not provided) via unspecified route in the left arm on 03Mar2021 between 17:10 and 17:30 (at
55-years-old) for COVID-19 immunisation. Relevant medical history included Frozen shoulder (2020-2020), and
severe migraines (especially in the past ten years). The patient further stated that she has always had
migraines. She said sometimes when her migraines escalate, her blood pressure goes up, and her left side
tingles. She said several times in the past, she thought her migraine symptoms may have been a stroke. She
said she her doctor is checking her for any kind of things like rheumatoid arthritis, mast cells, constant
(chronic) fatigue, and fibromyalgia. She said right before the COVID-19 Virus pandemic she had passed out
unexpectedly. She said she doesn't know what caused her to pass out. She said she needs another
neurological test done. She said she had a neurological test that maybe showed that veins were dying in her
brain, but she wasn't sure. She said her doctor had been doing heart tests too, but because of the pandemic,
it was taking longer to have the tests done. The patient also mentioned that her last blood work was
probably in/around Nov2020. There were no concomitant medications or past drug history reported. The
patient denied receiving any other vaccination within the four weeks prior to the vaccination. The patient
also denied receiving any other vaccination on the same date as the vaccination. The patient reported that
on 04Mar2021, approximately seventeen hours after she received the COVID-19 vaccine, she had what she
thought was a kind of severe reaction. She said she had an inside numbness and tingling all over her body.
She said the left side of her body, especially, had a very strong numbness and tingling, like a stroke. She said
the numbness was in her left hand, and outside left shoulder. She said the left half of her face was numb. She
said at the time she felt weird. She said she was speaking to her friend on a video call and did not want her
friend to think she was a cry baby. She said then her friend told her there was something happening with
her face. She said the right side of her face had dropped. She said her right eye and the right side of her
mouth were drooping. She said she told her friend she thought she had an allergic reaction to the COVID-19
Vaccine. She said it took about three hours for her symptoms to pass. She said afterward she was so tired,
had pain, and a headache. She said it was strange for her to have a headache because she was used to
migraines. She said she still had a headache today (08Mar2021). She said she had a heaviness with her
headache. She said if she had a migraine, she would not be able to do anything, but with the headache she
had, she was able to go about her everyday things. She said her stomach was bothering her too, but she was
not worried about how her stomach felt. The events did not require any visits to a physician's office nor the
emergency room. Treatment for the events included drinking a lot of water and moving around. The
outcome of the events, inside numbness and tingling all over her body, very strong numbness and tingling,
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onset of symptoms of left-sided Bell palsy (twitching, paralysis, lost of taste/sensation of tongue, lid lag etc). I
knew I had Bell palsy; Awakened with brief episode (10 min) severe abdominal pain; Severe muscle aches;
Head pain; Neck pain; Developed sore on left side of tongue; Neck/mastoid pain; Swollen gland lasted a few
days; This is a spontaneous report from a contactable other HCP (patient). A 63-year-old (non pregnant)
female patient received second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for
injection, Batch/lot number: EN6200, Expiry Date: unknown) via an unspecified route of administration in left
arm on 24Feb2021 13:30 at single dose for COVID-19 immunisation. Patient had historical vaccine at 63-yearold BNT162B2, lot number: EL9262 at left arm on 03Feb2021 13:30 at SINGLE DOSE for Covid-19
immunization. Patient did not receive any other vaccines within 4 weeks prior to the COVID vaccine.
Patient's medical history included penicillin and neomycin allergy. Patient's concomitant medications
included ergocalciferol (VIT D), rosuvastatin calcium (CRETOR) (medications the patient received within 2
weeks of vaccination). On 25Feb2021, the patient experienced onset of symptoms of left-sided bell palsy
(twitching, paralysis, lost of taste/sensation of tongue, lid lag etc). I knew I had bell palsy, awakened with
brief episode (10 min) severe abdominal pain, severe muscle aches, head pain, neck pain, developed sore on
left side of tongue, neck/mastoid pain, swollen gland lasted a few days. Event was reported as on 25Feb,
patient awakened with brief episode (10 min) severe abdominal pain. Later, severe muscle aches, head and
neck pain, lasted until following Wednesday (03Mar). Patient developed sore on left side of tongue,
neck/mastoid pain, swollen gland; lasted a few days, then noted onset of symptoms of left-sided Bell palsy
(twitching, paralysis, lost of taste/sensation of tongue, lid lag etc). By friday 12Mar she knew she had Bell
palsy. Medrol dosepak, OTC pain meds was received as treatment for adverse events. Patient was not
diagnosed with COVID-19 prior to vaccination and had not been tested for COVID-19 since the vaccination.
The outcome of event was not recovered.; Sender's Comments: Based on available information, a possible
contributory role of the subject product, BNT162B2 vaccine, cannot be excluded for the reported event of
Bell's palsy and other events due to temporal relationship. There is limited information provided in this
report. Additional information is needed to better assess the case, including complete medical history,
diagnostics including Head CT/MRI and viral serology, counteractive treatment measures and concomitant
medications. This case will be reassessed once additional information is available. The impact of this report
on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation,
including the review and analysis of aggregate data for adverse events. Any safety concern identified as part
of this review, as well as any appropriate action in response, will be promptly notified to Regulatory
Authorities, Ethics Committees and Investigators, as appropriate.
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Bells Palsy; Swelling in head/swelling from vaccine; headache; dizzy; sore arm; numbness left side of face; This
is a spontaneous report from a contactable healthcare professional (patient). A 46-year-old female patient
received second dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection, lot and expiry
were not reported), via an unspecified route of administration in left arm on 18Mar2021 13:00 (at the age of
46-years-old) as single dose for covid-19 immunisation. The patient was not pregnant at the time of
vaccination. The vaccination facility type was a public health clinic facility. No other vaccine in four weeks.
The patient received the first dose of bnt162b2 (lot not reported) in left arm on 24Feb2021 at 14:00 (at the
age of 46-years-old) for COVID-19 immunization. Medical history included known allergies: Sulfa. The
patient's concomitant medications were not reported. The patient did not have covid prior vaccination and
was covid tested post vaccination by nasal swab on 03Mar2021 with result of negative. The adverse events
were swelling in head, headache, dizzy, sore arm, numbness left side of face and Bells palsy, all on
19Mar2021 at 01:00. On day 4, went to hospital no stroke or heart attack was told swelling from vaccine.
The events were reported to have resulted in doctor or other healthcare professional office/clinic visit,
emergency room/department or urgent care, hospitalization for 1 day. Treatment for the events included
pain meds, nausea meds. The outcome of the events was not recovered. Information on the lot/batch
number has been requested.; Sender's Comments: Based on the compatible temporal association, there was
a reasonable possibility that the vaccination with BNT162B2 played a contributory role in triggering the
onset of the reported events. The impact of this report on the benefit/risk profile of the Pfizer product is
evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate
data for adverse events. Any safety concern identified as part of this review, as well as any appropriate
action in response, will be promptly notified to Regulatory Authorities, Ethics Committees and Investigators,
as appropriate.
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6th cranes nerve palsy; This is a spontaneous report received from a contactable consumer (patient). A 59years-old male patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of
administration, administered in upper arm on 24Mar2021 03:45 as single dose for covid-19 immunisation.
Medical history included high blood pressure and cardiomegalia. Known allergies was none. None other
medications in two weeks. No other vaccine in four weeks. Patient experienced 6th cranes nerve palsy.
Unable to look laterally with the right eye two days following vaccine administration on 25Mar2021. Double
vision on the day immediately following the covid 19 vaccine on 25Mar2021. CT scan and blood work are
normal ruling out possible stroke or brain tumors. AE resulted in doctor or other healthcare professional
office/clinic visit and emergency room/department or urgent care. No Covid prior vaccination. No Covid
tested post vaccination. Treatment were taken as a result of 6th cranes nerve palsy and double vision
including steroid (prednisone). The event outcome for event was not recovered. Information about lot and
batch number was requested.

1 day

Paralysis of right upper eyelid impaired motility of right eye and eye pain.; Paralysis of right upper eyelid
impaired motility of right eye and eye pain.; Paralysis of right upper eyelid impaired motility of right eye
and eye pain.; This is a spontaneous report from a contactable physician. A 73-year-old male patient received
bnt162b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE, Lot Number: EN6207), first dose intramuscular,
administered in Arm Right on 09Mar2021, single dose for covid-19 immunisation. Patient had no relevant
medical history. Concomitant medicine included an unspecified vitamin. On 10Mar2021, patient experienced,
paralysis of right upper eyelid impaired motility of right eye and eye pain. It was unknown if treatment was
given for all adverse events. The outcome of the events was unknown. The events was assessed as serious,
disability criteria. No other vaccine given in four weeks. No Covid prior vaccination. Not Covid tested post
vaccination. No known allergies.; Sender's Comments: Considering the plausible temporal association and
lacking any reported alternative explanation, a causative role of BNT162B2 vaccine for the reported
paralysis of right upper eyelid, impaired motility of right eye, and eye pain cannot be excluded. The impact
of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for
safety evaluation, including the review and analysis of aggregate data for adverse events. Any safety
concern identified as part of this review, as well as any appropriate action in response, will be promptly
notified to Regulatory Authorities, Ethics Committees and Investigators, as appropriate.
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The symptoms were moving from my jaw to my cheek and impacting my vision; feeling feverish accompanied
with body aches; feeling feverish accompanied with body aches; Moderate (level 3) case of Bell's Palsy/I
began to feel more intense symptoms in my face, losing the ability to move/control muscles in the right side
of my face; Fatigue; a stiff jaw/slight discomfort in my jaw; This is a spontaneous report from a contactable
consumer (patient). A 38-year-old male patient received the second dose of BNT162B2 (PFIZER-BIONTECH
COVID-19 VACCINE, solution for injection), via an unspecified route of administration, administered in left
arm on 24Mar2021 09:45 (Batch/Lot Number: EP6955) as single dose for COVID-19 immunization. Medical
history included high blood pressure from an unknown date. The patient did not receive any other vaccines
within 4 weeks prior to the COVID vaccine. Prior to vaccination, the patient was not diagnosed with COVID19. Since the vaccination, the patient has not been tested for COVID-19. Concomitant medications included
indapamide, and fexofenadine hydrochloride (ALLEGRA) taken for an unspecified indication. The patient
previously received the first dose of BNT162B2 (Lot number: EL3248) on 04Mar2021 11:45 AM on left arm for
COVID-19 immunization. The patient reported that on 24Mar2021 he received his 2nd dose of COVID 19
vaccine. On 25Mar2021 he woke up at 6:30am with fatigue and a stiff jaw. At around 2pm he began feeling
feverish accompanied with body aches and it continued until 3:30am of 26Mar2021. During that time, he did
not notice any face or jaw discomfort. On 26Mar2021 and 27Mar2021 he had little to no symptoms other
than slight discomfort in his jaw. On 28Mar2021 he began to feel more intense symptoms in his face, losing
the ability to move/control muscles in the right side of face. The symptoms were moving from his jaw to my
cheek and impacting his vision. He reported that this was out of the norm, and it prompted him to contact
his healthcare provider. On 29Mar2021 at 1:40, he sought care from his healthcare provider. After a full
examination he determined that he had a moderate (level 3) case of Bell's Palsy (reported started on
25Mar2021 07:00). Bell's palsy resulted in Doctor or other healthcare professional office/clinic visit. He was
prescribed 80 MG/day of Prednisone for 7 days. The patient has not recovered from the events at time of
report. No follow-up attempts are needed. No further information is expected.
Intermittent facial palsy on left cheek, about one inch below the eye; This is a spontaneous report received
from a contactable consumer (patient). A 44-year-old male patient received the first dose of BNT162B2
(PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection, Lot number EN6205), via an unspecified route of
administration in the left arm on 03Mar2021 16:00 (at the age of 44-years-old) at single dose and second
dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection, Lot number EB8727), via an
unknown route, in the left arm on 25Mar2021 08:00 (at the age of 44-years-old) at single dose for COVID-19
immunization. Medical history included Slight gluten interance. Concomitant medications were not reported.
The patient experienced Intermittent facial palsy on left cheek, about one inch below the eye on 04Mar2021
and intensified after second dose. Therapeutic measures were taken as a result of event are not reported.
Treatment received was reported as no. The outcome of the event was not recovered.
PMH of CAD, HTN, DM2, atrial fibrillation on Eliquis who was last seen normal at 2330. Family heard a thud
in pt's bedroom and found him on the ground with left gaze. EMS called, placed pt on a C-collar and brought
to ED as a stroke code activation. On presentation, pt with left gaze and right hemiparesis and LLE
weakness. He was non-verbal and not following commands. Head CT showed no acute hemorrhage. CTA with
perfusion did not show a large vessel occlusion or significant hypoperfusion. Clinical picture suspicious for ictal
event so he admitted to the NSICU for further workup.
First Dose received 3/1/21: Patient had severe arthritic reaction in neck for 4 days Second Dose received
3/22/21: Patient was having balance problems, facial droop, slurring speech and left leg and arm weakness.
Taken to the Emergency room and diagnosed with a right basal ganglia stroke. Patient was in the hospital
as an IP until 4/2 and is currently in an Inpatient Rehab facility with mod-max assist, learning to walk and
eat. He still does not have use of his left arm. Patient was completely independent prior to this event and
his mental capacities are intact.
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28 hours after 2nd Pfizer vaccine administered: First symptom was inability to suck from a straw. Lips could
not be closed together on left side of mouth. Second symptom noticed was left eye not blinking or closing all
the way compared to right eye. Third symptom was drooping smile on left side of face. We did not connect
the timing of vaccine to this event until the following morning. It was Saturday morning and the symptoms
still existing. We observed and monitored through the weekend and called the Doctor's office on Monday.
The Doctor asked us to go to Emergency Room right away for possible stroke.
Presented to ER on 4/8 with slurred speech, left sided weakness, and facial droop. Was diagnosed with right
posterior cerebral artery occlusion and started on Alteplase for tPA and transferred to Medical Center on
4/9.
facial drooping; chills; nauseated; tired; stomach cramping; a little wheezy; This is a spontaneous report from
a contactable consumer (patient). A 58-years-old female patient received bnt162b2 (PFIZER-BIONTECH COVID19 VACCINE, Solution for injection, Lot Number: ER8727), dose 1st via an unspecified route of administration,
administered in Left arm on 23Mar2021 14:00 as single dose for covid-19 immunisation. Medical history
included Immunocompromised. Concomitant medications included levothyroxine sodium (SYNTHROID),
amlodipine, eszopiclone (LUNESTA), rabeprazole. The patient previously took hydrocodone, oxycodone,
augmentin and experienced Known allergies. On 24Mar2021 13:00, patient experienced facial drooping,
chills, nauseated, stomach cramping, tired, a little wheezy. There was no treatment received for the adverse
events. The patient had no COVID prior vaccination and nasal swab was tested post vaccination. The
outcome of the event was recovering.
Bell's palsy; Foggy brain; Loss of feeling in lips and tongue; This is a spontaneous report from a contactable
consumer (patient, self-reported). A 56-year-old male patient received second dose of BNT162B2 (PFIZERBIONTECH COVID-19 mRNA VACCINE; Solution for injection, lot number and expiry dates were not provided)
via an unspecified route of administration, in Arm Left, on 30Mar2021 at 17:30 (age at vaccination was 56
years), as a single dose for COVID-19 immunisation. Patient's medical history included diabetes and cancer
survivor. The concomitant medications were not reported. Historical vaccine included first dose of BNT162B2
(lot number and expiry dates were not provided) via an unspecified route of administration, in Arm Left, on
09Mar2021 at 03:00 PM (age at vaccination was 56 years), as a single dose for Covid-19 immunisation. On
31Mar2021 at 09:00, the patient experienced bell's palsy, foggy brain and loss of feeling in lips and tongue.
Patient did not receive other vaccines within 4 weeks or prior vaccination. Patient's treatment medications
included unspecified steroid for the adverse events. The patient was hospitalized for the events on an
unknown date in 2021 (for two and half days). Seriousness of the events was reported as hospitalization.
Outcome of events was not recovered. Information on the lot/batch number has been requested.
Paralysis; Right lip swelling; This is spontaneous report from a contactable consumer (patient). A nonpregnant 35-year-old female patient received the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19
VACCINE; Lot Number and Expiration Date were not reported), via an unspecified route of administration in
left arm, on 01Apr2021 at 05:15 PM (17:15), at a single dose, for COVID-19 immunization. The patient's
medical history and concomitant medications were not reported. The patient previously took the first dose
of BNT162B2 on 04Mar2021 for COVID-19 immunization (left arm). The patient had no known allergies to
medications, food, or other products. Prior to vaccination, the patient was not diagnosed with COVID-19. The
patient did not receive any other vaccines within 4 weeks prior to the COVID-19 vaccine. The most recent
COVID-19 vaccine was administered in a pharmacy or drug store facility. On 02Apr2021, the patient
experienced right lip swelling and paralysis. The events were considered non-serious. No treatment was
received for the adverse events. Since the vaccination, the patient has not been tested for COVID-19. The
outcome of the events was unknown. Information about lot number and expiration date for the suspect
product will be requested in follow-up attempts.
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Bell's Palsy that affects the right side of his face; This is a spontaneous report from a contactable consumer
(patient). A 50-year-old male patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19
VACCINE, lot number: EP6955), via an unspecified route of administration on 28Mar2021 at 16:45 (at the age
of 50 years) at a single dose in the right arm for COVID-19 immunization. Medical history included
overweight and high blood pressure. The patient's concomitant medication included an unspecified
multivitamins. The patient had no known allergies. Prior to vaccination, the patient was not diagnosed with
COVID-19. The patient did not receive any other vaccines within 4 weeks prior to the COVID-19 vaccine. On
29Mar2021 at 17:00, the patient was diagnosed with a case of Bell's Palsy that affects the right side of his
face. The event resulted in emergency room/department or urgent care. Prescription medications were
given as treatment for the event. Since the vaccination, the patient has not been tested for COVID-19. The
outcome of the event was not recovered.
anaphylaxis; very tired; infection; lump that was very itchy on his elbow; bottom lip was really swollen;
bumps on his back and they were really itchy; the muscle became painful for the itchiness.; thing on his ankle
looked like a ring, looked like ring worm; Rashes; on the right side of his face, he lost all muscle control and
urgent care thought it was Bell's palsy/facial paralysis/facial issues; redness and itching and a little bit of
swelling behind his right ear; redness and itching and a little bit of swelling behind his right ear/itchy
spots/foot and ankle being very itchy/ intense itching on his foot; redness and itching and a little bit of
swelling behind his right ear; This is a spontaneous report from contactable consumers (patient and patient's
mother) and from a contactable healthcare professional (physical therapist, patient's father) via medical
information team. A 29-year-old male patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE),
first dose via an unspecified route of administration on 20Mar2021 (lot number and expiration date were not
reported) as single dose for COVID-19 immunisation. Medical history and concomitant medications were not
reported. The patient got his first dose of the vaccine on 20Mar2021. He was very tired at first, on Sunday
(21Mar2021) at night he noticed redness and itching and a little bit of swelling behind his right ear. He saw a
dermatologist on Tuesday (unspecified date) and gave him clindamycin but they think it may be an infection
of some kind. That same night, he had a lump that was very itchy on his elbow and the next morning it was
flat and completely gone. The next day on the right side of his face, he lost all muscle control and urgent care
thought it was Bell's palsy and had him go to the ER. By the time he got to the ER the symptoms resolved
enough that they weren't concerned. A few days after, he woke up and his bottom lip was really swollen
and that has never happened before. He took BENADRYL and that resolved. The patient got bumps on his
back and they were really itchy, which resolved overnight. A couple days after, he got a patch on his palm
and has been getting itchy spots on him that clear up. Last night (07Apr2021), he noticed his foot and ankle
being very itchy and the muscle became painful for the itchiness. It subsided overnight and then woke up
with intense itching on his foot. The thing on his ankle looked like a ring, looked like ring worm. The patient
wanted to know if there was an increased chance of fungal infection. The patient wanted to know if these
were normal reactions and what should he do. The patient's father was concerned about his son's (patient)
reaction and was concerned with anaphylaxis after 48 hours and wanted to know if that could happen. The
father added that the patient had rashes and facial paralysis. The patient saw his primary care provider who
told the patient to go to an allergist. It has been 3 weeks since the patient's injection but the father was
worried and does not know if the patient was in the clear of anaphylaxis. The father stated that the facial
issues were 3 days after the vaccine (23Mar2021). The father wanted to know if the patient was in danger
now from this one and was wondering if the patient should take the second vaccine. The patient's allergist
said no until they decide if the patient was allergic to something within the vaccine. The events were
considered non-serious by the reporters. The patient recovered from Bell's palsy on 23Mar2021; recovered
from ""bottom lip was really swollen"" and ""bumps on his back and they were really itchy"" on unspecified
dates. The outcome of the remaining events was unknown. Information on the lot/batch number has been
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Bell's Palsy; right side of mouth felt numb; freezing cold; This is a spontaneous report from a contactable
consumer (patient). A 60-year-old female patient received the second dose of bnt162b2 (PFIZER-BIONTECH
COVID-19 MRNA VACCINE, lot number: EN6207), via an unspecified route of administration administered in
right arm on 01Apr2021 15:15 (at the age of 60-year-old) as SINGLE DOSE for COVID-19 immunisation. The
patient was not pregnant at the time of vaccination. The patient had no other vaccine in four weeks. The
patient had no COVID prior vaccination and was not COVID tested post vaccination. Medical history included
high blood pressure. The patient had known allergies with Allegra. Concomitant medications included
pravastatin; ascorbic acid, betacarotene, cupric oxide, tocopheryl acetate, zinc oxide (PRESERVISION);
cetirizine hydrochloride (ZYRTEC [CETIRIZINE HYDROCHLORIDE]); and bupropion. Historical vaccine includes
first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE, lot number: EN6199), administered in
the left arm on 14Mar2021 at 04:00 PM for COVID-19 immunisation. On 02Apr2021 at 13:00, the patient got
freezing cold. The patient was cold for several hours. On 03Apr2021, the patient woke up and right side of
mouth felt numb. The patient went to urgent care and was diagnosed with Bell's Palsy on 03Apr2021. The
events resulted in doctor or other healthcare professional office/clinic visit, emergency room/department or
urgent care. Therapeutic measures were taken as a result of bell's palsy, freezing cold, and right side of
mouth felt numb. The patient had not yet recovered from the events.
diagnosed with Bells Palsy; fever; muscle aches; headache; throwing up; chills; swollen lymph nodes/swollen
glands; swollen injection site; tired; mouth ulcers; extreme nerve pain; This is a spontaneous report from a
contactable consumer. A 47-year-old female patient received BNT162B2 (PFIZER-BIONTECH COVID-19
VACCINE, solution for injection), dose 2 via an unspecified route of administration, administered on left arm
on 08Apr2021 15:00 (Batch/Lot number was not reported) at single dose (at the age of 47 years old) for
COVID-19 immunisation. Medical history included ""if covid prior vaccination: Yes"". Concomitant
medications included potassium, vitamin c [ascorbic acid] (VITAMIN C [ASCORBIC ACID]), cetirizine and
chlorthalidone, all taken for an unspecified indication, start and stop date were not reported. The patient
previously took BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection), dose 1 for COVID-19
immunisation. The patient reported, ""fever, muscle aches, headache, throwing up, chills, swollen lymph
nodes, swollen injection site, tired. After chills, fever, throwing up, mouth ulcers. On day 7 I have extreme
nerve pain, swollen glands, and paralysis on left side of face. Went to DR and they diagnosed with Bells
Palsy. Left side of face does not move at all"", 09Apr2021 09:00. The patient received no treatment. The
outcome of bells palsy, extreme nerve pain, mouth ulcers and swollen lymph nodes/ swollen glands were not
recovered and other events was recovering. Information about lot/batch number has been requested.""
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Bells Palsy; This is a spontaneous report from a contactable consumer reporting for husband. A 58-year-old
male patient received the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE) (lot
number EW0153/expiration date: 31Jul2021), via an unspecified route of administration, on 11Apr2021 (at
the age of 58 years old) as a single dose in the left arm for COVID-19 IMMUNIZATION. The patient previously
patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE) (lot number
EM8727/expiration date: 31Jul2021), via an unspecified route of administration, on 21Mar2021 (at the age of
58 years old) as a single dose for COVID-19 IMMUNIZATION. Relevant medical history included ongoing
hypertension, when he was about 45, probably 10 years and was recovering from leukemia onset 2 years
ago, in 2019 and he has been recovering from leukemia since about 2020; the patient had an ongoing history
of being a little overweight, with onset unknown other than over 10 years ago. Concomitant medication
included nebivolol hydrochloride (BYSTOLIC) 10mg tablet taken by mouth once daily for hypertension. The
patient did not receive any other vaccines within 4 weeks prior to the COVID vaccine. On 12Apr2021, late
afternoon the patient experienced swelling in his face, couldn't blink, drooping and was diagnosed with Bells
Palsy which required an emergency room visit. He was not admitted to the hospital for this event, was kept
under observation only in the emergency room on 12Apr2021. He was given some medication and then
discharged. Bell's Palsy affected his right side of his face. The outcome was improved, the pain was a little
less; but he still does not have, nothing works on the right side of his face. His right eye does not blink,
eyebrow does not move, and he still can't speak very good. Treatment was received for the event. The
outcome of the events Bells Palsy was recovering. Since the vaccination, the patient had not been tested for
COVID-19.

1 day

Right side of face freezes (possible Bell's palsy) upon awakening from sleep; This is a spontaneous report from
a contactable consumer (patient). A 57-year-old male patient received BNT162B2 (PFIZER-BIONTECH COVID19 VACCINE; Lot Number: ER20150), via an unspecified route of administration in right arm, on 12Apr2021 at
07:00 PM (19:00), at a single dose, for COVID-19 immunization. The patient had no medical history and
concomitant medications. No other vaccine was administered in four weeks. On 13Apr2021 at 06:30 AM, the
patient's right side of face freezes (possible Bell's palsy) upon awakening from sleep. No treatment was
administered for the event. The patient has not been tested for COVID-19 post-vaccination. The outcome of
the event was unknown.
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left leg was paralyzed; muscle aches; vertigo; fell; This is a spontaneous report from a contactable other
health care professional(patient). This 51-year-old female patient (not pregnant) received 2nd dose of
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) at single dose on 19Jan2021 11:30 via an unknown route in
left arm for Covid-19 immunization. Medical history included diabetic (diagnosed during hospitalization) and
chronic pain. Concomitant drug was not provided. Historical vaccine included 1st dose of BNT162B2 (PFIZERBIONTECH COVID-19 VACCINE) at 29Dec2020 11:30 AM in left arm for Covid-19 immunization. Patient had no
other vaccine in four weeks, no other medications in two weeks. Patient had no covid prior vaccination.
Patient had no known allergies. Patient started to have muscle aches on Wednesday morning (20Jan2020
08:00) the day after second COVID shot. Patient felt worse on Thursday. Patient went about daily activities
to prepare for 24 hr shift on Friday. went to bed at 8:00pm because she had to get up at 04:00am for her
shift. She tried to get out of bed and when she stood up and tried to take a step, left leg didn't move and
patient fell forward on face. Patient thought she might of had vertigo. Patient struggled to get to the
kitchen where she called of if work to her boss. Her left leg was weak. On Saturday the same thing
happened. On Sunday she did the same thing. This time when she fell, left leg was paralyzed. She tried for 6
hours to get it to move. She called the ambulance and was taken to Hospital. She was admitted for 3 days.
She had multiple tests and had been off work since then. Lab data included CT, MRI, and bloodwork.
Treatment included IV fluids. Outcome of the events was resolving. Covid tested (Nasal Swab) post
vaccination on 24Jan2021 was negative. Information about lot/batch number has been requested.; Sender's
Comments: Based on the information currently available and due to a plausible temporal relationship, a
possible contribution of the suspect drug administration to the reported events cannot be excluded. The
impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures
for safety evaluation, including the review and analysis of aggregate data for adverse events. Any safety
concern identified as part of this review, as well as any appropriate action in response, will be promptly
notified to Ethics Committees and Investigators, as appropriate.
Initially he noticed some soreness in the left arm but it progressed overnight and now had increased
weakness and difficulty standing or walking. Because of his symptoms he was brought into the emergency
room for evaluation. They confirmed fairly significant weakness where he requires assistance to get in and
out of his chair and bed. Laboratory testing was unremarkable as per cause of his weakness as well as his
diagnostic tests were negative. This point is felt that he may be having an adverse reaction to the Covid
vaccine where he had an active Covid infection just over a month ago. He is being admitted to the hospital
for strengthening monitoring and further evaluation. He was brought into the hospital and treated with
steroids and supportive care as well as continuation of his home medical regimen. After a good night sleep
he actually looked better in the morning with less tiredness and drooping of his facial expressions. He also is
able to walk with therapy with what they described as adequate for return to living at his independent
living center.
Bell's palsy, left-side facial droop
Dizziness, double vision, Rt mid brain stroke, third nerve palsy, begin shortly vaccine, hospitalization began
04/03/2021
Friday morning after the shot, I noticed I had a sore on the roof of my mouth and on my lip. As the day went
on, I had more sore in my mouth. Saturday morning, I had more blisters. On Tuesday, I went to my PCP, he
felt like I was turning the corner and thanked me for coming in. Tuesday night, it was bad. I called the
pharmacy and they advised calling my doctor. I called the doctor and talked to the nurse but my doctor was
out of town. Late Wednesday night, I picked up a script to rinse my mouth with. On Friday, I went to the ED
and was diagnosed with Shingles and went to a different doctor for treament and was given medicine. I had
pain even when using the ear drops. I stopped the ear drops as directed. I developed paralysis on the right
side of my face. I went to an UC you was diagnosed with Ramsey Hunt Syndrome.
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Two days past after reciveing the COVID vaccination she devepoled herpes zoster on the right side of her
mouth and face. They then spread into her right ear canal. She states on the next Friday she awoke with her
face drawn. She had developed Bell Palsy.
Onset of left-side facial drooping (mimicking Stroke symptoms; 54 hours after injection
on the third day began to feel headache, body aches, and extreme fatigue. On day 9 I saw that my face was
drooping and mouth was crooked, my L eye did not close, L ear pain, L buzzing in ear. I was taken to
emergency room and admitted to the hospital on 4/5/21. Was diagnosed with Bell's Palsy. Was discharged
back home on 4/8/21
Facial paralysis/Bell's Palsy
Patient developed mild case of Guillain Barre Syndrome 34 hours after injection of the Johnson and Johnson
vaccine. Patient has severe extremity pains. The patient has a personal history of being diagnosed with
Guillain-Barre after a yellow fever vaccination.
Around 8:00 pm on Tuesday April 13, 2021 I started to get a really bad headache that was like sharp
stabbing pains that would come and go. The next morning I woke up with sharp stabbing pains in the left
side of my head and numbness/tingling in the left side of my face. As the day went on I started to feel worse
so I went to the emergency room. The doctor there checked me out and stated that I had Bell's Palsy and
prescribed me three different medications. I am currently on these medicines trying to get better.
Headache, Bell's Palsy
Patient had initial onset of headache which worsened to left facial droop and left sided weakness prompting
his presentation and subsequent admission to the hospital. The patient's left sided weakness has resolved,
however, his left sided facial droop persists. It includes significant left obicularis muscle weakness and
tearing suggestive of LMN etiology (Bell's)
12/25/2020 08:00AM patient awoke with left eye twitching, mouth drawn to left side. Neck severely aching
from right earlobe to the back of neck, severe headache. Unable to close left eye. ER visit 12/26/2020 in
the morning - discharge diagnosis, Bell's palsy. Prescription Valacyclovir hcl 1 gram tablet, Butalbital,
Acetaminophen, Caffeine Oral tablet 50-325-40mg , solution eye drops , Azithromycin cream

COVID19 VACCINE

MODERNA

0920769-1

65+ years

2 days

COVID19 VACCINE

MODERNA

0928313-1

Unknown

2 days

COVID19 VACCINE

MODERNA

0935995-1

50-59 years

2 days

COVID19 VACCINE

MODERNA

0941920-1

18-29 years

2 days

COVID19 VACCINE

MODERNA

0953842-1

60-64 years

2 days

COVID19 VACCINE

MODERNA

0955241-1

50-59 years

2 days

COVID19 VACCINE

MODERNA

0968026-1

30-39 years

2 days

COVID19 VACCINE

MODERNA

0970504-1

18-29 years

2 days

( I am a physician )First 24-36 hours noted minimal site discomfort. On 1/1/21 @ 6 PM with dinner noted
some difficulty chewing food and minor sensation on right lower lip. As evening progressed it was noticeable
a small right facial droop and distorted smile. By 1/2/21 5 AM, facial droop was more noticeable as well as
distorted smile. So I decided to to ED to be checked out.ED MD was contemplating between unusual
presentation of Bell's Palsy, small stroke or COVID 19 presentation. Vitals except for slightly elevated BP
(145/85) were NLas well as lab ( see below). PEx: tender area posterior to R Jaw. So left with Right madibular
trigeminal inflammation ( limited Bell's Palsy) and consideration for steroids. I opted NO steroids since I
wanted to COVID vaccine response. Since it was a holiday weekend, I finally got to talk to my PCP on 1/4/21
( Dr, from Internal Medicine at Hospital) who agree with me n no steroids. Also no vaccine until we see
course and newer recommendations over next few weeks from CDC. I am being monitored with CDC text
messaging but have not received a call from them yet. since 1/1/2021 there has been improvement in that
there tenderness behind the right jaw is gone. There are no new symptoms but he weakness of right lower
lip and eating issues persists. When a move water around in my mouth with closed lips , it tends to leak on
right side. I am hoping for full recovery but time will tell. Summary of ED physician assessment from 1/2/21
Medical Decision Making Patient seen by me on: 1/2/2021 Assessment: 72 year old male presenting with
right sided facial weakness. No paralysis on exam but mildly notably weaker on R side. Otherwise,
neurologically intact on exam. Differential diagnosis: Bell's Palsy, Incomplete Bell's Palsy, CNS lesion, vaccine
adverse effect, lymphadenopathy Considered CVA, not a TPA candidate based on timing and minor deficits.
May need to obtain MRI to evaluate. Plan: EKG, basic labs Discussed with patient, who is a physician, given
risk factors and not classic Bell's Palsy, will proceed with MRI brain. ED Course and Disposition: MRI
unremarkable. I feel this adequately rules out stroke and CNS lesion as a cause of facial weakness. CBC, CMP
unremarkable. Patient's exam remains stable. We discussed risks/benefits of steroids. Concerns being his
diabetes as well as blunting immune response to vaccine. He has mild facial asymmetry but not complete and
will hold off on steroids unless worsening symptoms. COVID testing sent as discussed with patient. He will
return to ED or see PCP if symptoms worsen. Dx- Bell's Palsy 01/02/21 1231
2nd day after getting the vaccine I woke up and my joints were hurting especially my knees. 1/2 My arms
started hurting and the injection site swelled up about the size of my arm and it turned red, hard and itchy. I
also felt very tired. The symptoms went away about a week later.
The employee reports that she developed symptoms consistent with Bell's Palsy about 48 hours after
receiving the vaccine. She states that the left side of her face is swollen and itchy. The employee has been
takin Benadryl every 4 hours to keep the swelling down.
Patient reported cold sores in her mouth on 1/9/2021 and then on 1/12/21 was seen in Dr. office and
diagnosed with Bells Palsy. Patient was started on antivirals and prednisone.
Bell's Palsy (mild left facial droop)
I woke up with severe headache, body ache, and chills on Wednesday morning. I was so sick that I had to
take pain killer all day long around the clock. Luckly it went away by Thursday morning but I had lower
back pain around my tail bone as a new symptom. I still have hard time walking and changing postures
freely. I ended up going to ER. ER doctor confirmed that it was a reaction to covid vaccine. I was dischared
witih pain killers and muscle relaxant. Today is Jan 19, I still have same symptoms.
Patient states he started having sudden onset of left facial droop, left-sided arm and leg 15 minutes prior to
arrival on 1/23 while driving. Pt got the Moderna vaccine second dose 2 days ago (1/21). Patient denies any
history of stroke, DVT, PE. tPA was administered. Found to have clot in the Right MCA territory and taken
for mechanical thrombectomy to remove the clot. Patient remains hospitalized and further workup is going.
Bell?s palsy in left side of face Pain and tightness from under injection site to forehead Burning pain in left
nostril when breathing in that travels up into left eye to left eyebrow
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12/29: severe joint pain which prevented me from working (used OTC ibuprofen for symptom management),
moderate sore arm, mild headache, mild nausea 12/30: severe facial nerve pain in right cheek onset in
evening when I laid down in bed followed by a pins and needles tingling feeling. Went to clinic in morning of
12/31 due to lingering facial paresthesia. Was tentatively diagnosed with a mild/incomplete Bell's Palsy or a
trigeminal neuralgia. Important to note that I did NOT have facial weakness or drooping. Was advised to not
get the 2nd dose of vaccine. Did not receive any prescription medications. Facial paresthesia resolved within
two days.
Bells Palsy left face. left facial numbness and partial paralysis
Pt. woke up on 1/13/21 throwing up, this continued throughout the day about 5 episodes total. Pt. had no
appetite that day and drank or ate very little. During the night on 1/13/21, he woke up and when his
caregiver tried to help him to the bathroom, he had weakness on the right side of his body. Caregiver called
on 1/14/21 letting us know the pt. has increased weakness. Caregiver encouraged to take pt. to Er. Pt.
refused. Pt. seen in clinic on 1/15/21 and examination found pt. to have right hemiparesis including foot
drip, right arm weakness, loss of motor control on the right upper and lower extremities. Facial droop on the
right with disarticulation of speech and control of the tongue.
Resident was hospitalized on 1/17 after having multiple falls and change in condition. Resident returned to
facility on 1/20- continued to be unable to ambulate as previous baseline. Son brought resident back to
Hospital on 1/21 for further testing. Resident now being treated for Guillan Barre after having lumbar
puncture and MRI. She has received IV IG treatments. Resident remains hospitalized.
BELL'S PALSY RIGHT SIDE OF FACE
Facial paralysis; A spontaneous report was received from a pharmacist concerning a patient between 51 to
55 years of age, who received Moderna's COVID-19 Vaccine (mRNA-1273) and developed facial paralysis.
The patient's medical history was not provided. No relevant concomitant medications were reported. On 04
Jan 2021, approximately two days prior to the onset of the event, the patient received their first of two
planned doses of mRNA-1273 intramuscularly for prophylaxis of COVID-19 infection. On 06 Jan 2021, the
patient began having symptoms of facial paralysis and the symptoms got progressively worse. On 08 Jan
2021, the patient sought medical attention where they received an official diagnosis of facial paralysis. No
treatment information was provided. Action taken with mRNA-1273 in response to the event was not
reported. The outcome of the event, facial paralysis, was unknown.; Reporter's Comments: This case
concerns a patient between 51 to 55 years of age of unknown gender. The medical history is not provided.
The patient experienced a medically significant and unexpected event of Facial paralysis approximately two
days after receiving their first of two planned doses of mRNA-1273 (Lot unknown). Based on the current
available information and temporal association between the use of the product and the onset of the event, a
causal relationship cannot be excluded and the event is considered possibly related to the vaccine.
Bell's palsy stage 4/partial face paralysis; A spontaneous report was received from a female consumer who
received Moderna's COVID-19 vaccine and diagnosed with Bell's palsy stage 4. The patient's medical history
was not provided. No relevant concomitant medications were reported. On 23 Dec 2020 prior to the onset
of the events, the patient received their first of two planned doses of mRNA-1273 intramuscularly for
prophylaxis of COVID-19 infection. On 25 Dec 2020, after receiving the vaccine the patient was diagnosed
with stage 4 Bell's palsy. She has a partial face paralysis. Treatment for the event was not provided. Action
taken with the mRNA-1273 in response to the event was not reported. The outcome for the event was Not
recovered/Not resolved.; Reporter's Comments: This case concerns a female patient of unknown age. The
medical history is not provided. The patient experienced a medically significant and unexpected event of
Facial paralysis approximately two days after receiving their first of two planned doses of mRNA-1273 (Lot
unknown). Very limited information regarding this event has been provided at this time. However, based on
the current available information and temporal association between the use of the product and the onset of
the event, a causal relationship cannot be excluded and the event is considered possibly related to the
vaccine.
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Patient reported facial paralysis on one side two days after her Moderna covid19 vaccine. Her school nurse
(she works at a local school) confirmed that it looked like Bell's Palsy. We and the nurse recommended that
she go to the emergency but she wanted to wait until the next morning to see her physician.
Patient was noted to be sitting on the floor and not responding to staff. Right sided facial drooping was
observed by RN. Patient was unable to stick tounge out and was only able to open left side of mouth. Patient
was unable to squeeze RN hand with right hand, only the left. Vital Signs were taken T 99.1 P 104 R 16 BP
133/88 SpO2 97%. She was taken to the hospital for further work up
Patient developed Belly palsy with right side facial droop after receiving 2nd shot of her Moderna vaccine
Major side effect: Paralysis in left foot. Weak left leg. Second vaccine - Jan 28, 2021 at 4:00 PM. Typical side
effects were noticed on Jan 29, that being chills, fever, dizziness, weakness in both legs, itchy arm at vaccine
site. Jan 30 side effects were dizziness, stumbly, chills and trouble walking with left leg. Legs were still
weak, left was worse. I had paralysis in my left foot. My left foot would not move back, only forward so
when I walked my toes drug the ground. I called Doctor. He told me to see a neurologist and go to ER if
symptoms progressed. I have made the appointment for Feb 16, 2021. Foot is slowly improving. Left leg is
still weak and there is some numbness in left leg and left foot.
Two days later I had chest tightness for less than 1 minute. Two weeks later I had loss of sensation in both
arms that lasted for 6 hours. All resolved now.
Paralysis swelling. Seizure, lost eye sight, partial speech ! And is bed riding and loss of balance
left side facial drooping, unable to close left eye, mouth droop
Right sided weakness and right facial droop
Debilitating Stroke; Affecting the left side of her body; A spontaneous report was received from a consumer
concerning an 85-year-old, female patient who received Moderna's COVID-19 vaccine (mRNA-1273) and
experienced debilitating stroke (cerebrovascular accident), affecting the left side of her body (hemiplegia).
The patient's medical history was not provided. No concomitant medications were reported. On 23 Jan
2021, prior to the onset of the events, the patient received their first of two planned doses of mRNA-1273
(Lot number: 029L20A) intramuscularly for prophylaxis of COVID-19 infection. On 25 Jan 2021, the patient
experienced debilitating stroke, affecting the left side of her body. Treatment information was not provided.
The reporter stated that the patient was now in hospice care. Action taken with mRNA-1273 in response to
the events was not provided. The outcome for the events, debilitating stroke, affecting the left side of her
body, was unknown.; Reporter's Comments: This case concerns a 85-year-old, female patient who
experienced debilitating cerebrovascular accident and hemiplegia 3 days after the first dose of mRNA-1273
(Lot number: 029L20A). Very limited information regarding this event has been provided at this time.
Further information regarding patient's medical history and comorbidities has been requested.
Developed stroke like symptoms with hypertension on 2/19/2021. treated on 2/22/2021 for bells palsy with
left sided facial droop and severe hypertension at dr office.
I received my vaccination on Friday, February 19th. On Sunday, February 21st, my tongue felt like I had
scalded it with a hot drink, and my taste buds were very sensitive. My tongue also felt thick and there
were bumps on the sides of it. On Tuesday, February 23rd, I noticed I couldn't whistle, and I couldn't spit
correctly when I brushed my teeth. On Wednesday, February 24th, I noticed my right eyebrow was lower
than my left, and my mouth was drooping on the right side. I couldn't put my lips together to put my
chapstick on, and my smile was very crooked. Additionally I felt my eyelid twitching and the right side of
my face felt very strange in general. So I contacted the nurse who administered the vaccine. She said that
Bell's Palsey could be symptom from the vaccine, and that I should contact my physician. So I called Dr. office
and they did a virtual appointment with me on Wednesday afternoon. He immediately told me I have Bell's
Palsey as a result of the vaccine and sent in some prescriptions for me to take. They are Toradol Oral,
Prednisone, and Erythromycin Ointment for my eye because it won't close all the way, and it doesn't blink
properly.
Lot # 011L20A- patient reported L arm reddness, swelling and warmth. Lot # 031L20A- patient reported L
arm reddness, swelling and warmth, along with palsy of the L side of her face.
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38 year old male presented to the ED with weakness to the left side of the face beginning 45 minutes prior
to arrival. He stated that he had his COVID vaccine 2 days prior. He states the day after he began to lose
his sense of taste and he has a weird feeling in his right arm as well. Diagnosed with Bell's Palsy. Started
on valacyclovir as well as a prednisone taper.
Bells palsy developed 2 d later.
Bells palsy, patient tested + for covid at the time of my evaluation, she is symptomatic and was symptomatic
at the time of the vaccine. pt developed right Bells palsy 2 days after vaccine given
02/18/2021 developed Bells Palsey on left side of head and face Dr prescribed steroids and viral infection
meds which I started 02/19/2021 and 02/20/2021 for 7 days Symptoms have receded
My left leg from knee down is half numb, odd sensations. I developed weakness and a drop foot. I have
decreased muscle strength. I went to the doctor and he tested me and said it is definitely weaker. I never
had this before. I have nothing else that would cause this.
Right sided Bell's Palsy
Bells Palsey extreme tiredness headaches lymphatic pain soreness bodyaches
Felt feverish and achey starting 12 hours after injetion, lasting a total of 54 hours. At 36 hours after injection
I felt like I was going to faint. I sat down and put my head on the table. According to my husband, my eyes
briefly rolled back into my head and I was convulsing for a brief period of time (5 seconds). I then sat straight
up, sweating profusely, white a sheet and with a terrified look on my face started hyperventilating for a
short period of time. My husband said I never actually fainted, but I don't have memory of this incident.
After this episode passed I continued to feel feverish and achey. Temp about 100.7. Started to feel a little
better 54 hours after injection.
Guillain Barre Syndrome that lasted for 4 weeks. Prickling, pins and needles sensations in arm, fingers, leg,
feet numbness/loss of feeling in arm and hand for weeks Difficulty with facial movements, including speaking,
chewing or swallowing Severe pain, achy, shooting or cramplike Rapid heart rate Difficulty breathing
Adverse events: Right side facial droop, onset of 3/5, worsened to the point of ED visit on 3/8. Patient
reports numbness around her mouth, difficulty blinking her right eye, and noting right eyebrow droop when
trying on some glasses. Treatment: Gave Rx for valacyclovir and prednisone to treat Bell's Palsy
Extreme fatigue for two weeks, change in gait and hand tremors over that time - culminated into - inability
to walk, hand tremors, drooping face and slurred, garbled speech - I thought he was having a stroke and
called 911
Joint pain in elbow and wrist paralysis in fingers
Bell's Palsy House-Brackmann class V 2 days after 1st dose
Pain in right ear and bump behind ear on Wednesday (less than 48 hours). Woke on Thursday with right ear
swollen, went to urgent care and diagnosed with ear infection. Developed face paralysis on right side of
face on Saturday. Sharp bolts of pains from ear intermittently radiating up to head. Went to Doctor who
said both outer and middle ear were infected and perhaps swelling was pressing on nerve causing paralysis.
Given medication. Returned to doctor on 3/8. Ear infection had cleared. Paralysis remained. Diagnosed
with Bells Palsy. Eye will not close, prescribed eye drops. Cannot smile, frown, raise eyebrows, scrunch
nose, etc. Began steroids and antiviral medications on 3/9.
Typical bells palsy flare for individual with severe headache , right side facial droop, right eye also crosses.
at 6am 2 days after shot, he had slurred speech, face droop, confusion, weak left side, couldn't stand up. He
went to the emergency room.

COVID19 VACCINE

MODERNA

1096508-1

30-39 years

2 days

COVID19 VACCINE

MODERNA

1099075-1

65+ years

2 days

COVID19 VACCINE

MODERNA

1100271-1

65+ years

2 days

COVID19 VACCINE

MODERNA

1103677-1

60-64 years

2 days

COVID19 VACCINE

MODERNA

1115960-1

50-59 years

2 days

COVID19 VACCINE

MODERNA

1116828-1

65+ years

2 days

COVID19 VACCINE

MODERNA

1123779-1

60-64 years

2 days

COVID19 VACCINE

MODERNA

1126222-1

60-64 years

2 days

Adverse Event: Bell's Palsy on left hand side ~48H after 2nd dose of vaccine Treatment: Prednisone and
Valacyclovir Description: I received the second dose of the Moderna vaccine on Wednesday morning. I did
not feel any side effects until later that night which included chills and body aches. However, throughout
that evening and Thursday I had twitching of my eyes. On the morning of Friday, 3/12 at around 9am (~48H
after 2nd dose), I noticed it was weird to move my lips and remember that drinking coffee from the straw
felt weird. It wasn't until 2:30pm when my husband and I were eating lunch that my husband noticed a
drooping of the left side of my face. We went to Emergency Department at 5:30pm and were seen by
doctor who confirmed that it was Bell's Palsy on the left side of the face, the same side as the injection site.
Occipital Palsy in right eye : pain in right eye and restricted movement of eye lid and eye ball and blurry
vision
Lost control of muscles; ended up blacking out; could not move; could not talk; A spontaneous report was
received from a Consumer concerning about a 82 years old female patient who received Moderna's COVID-19
vaccine (mRNA-1273) and experienced Paralysis, Syncope, Mobility decreased and Aphasia. The patient's
medical history was provided as diabetes, dementia as current illness. Relevant concomitant medication was
reported as blood thinner for blood clots. On 08 FEB 2021, prior to the onset of event, the patient received
their first dose of two planned doses of mRNA-1273 (lot/batch: unknown) for prophylaxis of COVID-19
infection. On 10 FEB 2021, the patient experienced Paralysis, Syncope, Mobility decreased and Aphasia. Due
to these events patient's required hospitalization and on oxygen. Laboratory details was not provided.
Treatment information was not provided. Action taken with mRNA-1273 in response to the events was
unknown. The outcome of the event's Paralysis, Syncope, Mobility decreased, and Aphasia was as
unknown.; Reporter's Comments: The events were consistent with increased risk of cerebrovascular
complications associated with elderly age of patient. Company assessed the events to be unlikely related to
company product.
Brain fog, fatigue increasing over 3 days resulting in 2 episodes of sleep paralysis. First lasting about 2
minutes, second lasting about 15 minutes
Left face Bells Palsy
I had a painful nodule on the left side of my neck, I applied pressure to it and I had complete loss of sensation
and paralysis in my right arm that lasts 5-7 hours. MRI confirmed I had a small stroke. 85% recovered.
fatigue and loss of energy.
Was diagnosed with bell's palsy; A spontaneous report was received from a physician concerning a 64-yearold, female patient, who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced one weak eye
and was diagnosed with Bell's palsy. The patient's medical history and concomitant medications were not
provided by the reporter. On 26 Dec 2020, prior to the onset of the events, the patient received the first of
two planned doses of mRNA-1273 (lot/batch number: unknown) intramuscularly in the deltoid muscle of an
unknown arm for prophylaxis of COVID-19 infection. On 27 Dec 2020, the patient had one weak eye. On 28
Dec 2020, the patient went to the urgent care, was diagnosed with Bell's palsy. The event Bell's palsy was
found to be medically significant. Treatment medications reported were steroids and valacyclovir. Action
taken with mRNA-1273 in response to the event was not reported. The outcome of Bell's palsy was
unknown.; Reporter's Comments: Based on the current available information and temporal association
between the use of the product and the start date of the event, a causal relationship cannot be excluded.
Patient admitted to hospital on 3/6/21 with sudden onset right-sided hemiplegia and aphasia. CT showed
acute intraparenchymal brain bleed. Family chose palliative care over neruosurgical intervention due to
sever neurologic impairment and inability to communicate. Patient was discharged to home hospice on
3/9/21.
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Cannot move his right cheek/Bell's palsy/Right side of his face was paralyzed; A spontaneous report was
received from a consumer concerning a 67-year old male patient, who received Moderna's COVID-19 vaccine
(mRNA-1273) and experienced Bell's palsy. The patient's medical history was not provided. Concomitant
medications were not provided by reporter. On 06 Mar 2021, 2 days prior to the onset of the events, the
patient received the first of the two of their planned doses of mRNA-1273 (Lot number: 029A21A) in the left
arm for prophylaxis of COVID-19 infection. Patient received the vaccine on 06 Mar 2021. On 07 Mar 2021,
the patient called to report biting of teeth and hard to swallow. On 08 Mar 2021 upon waking up he noticed
he could not move his right cheek. He went to his doctor and an MRI was done of the brain. Doctors
impression was Bell's palsy. On 09 Mar 2021, he noted that the right side of his face was paralyzed. He
cannot close his right eye; the right side of his mouth was always downwards and his ""eyeballs were not on
the same level"". The patient was prescribed with prednisone 20mg 3 tabs to be once a day for 7 days, 2
tabs to be taken once a day for 3 days, and 1 tab to be taken once a day for 3 days. Action taken with
mRNA-1273 in response to the event was not applicable. The event Bell's palsy was deemed medically
significant. The outcome of the events Bell's palsy was not recovered/resolved.; Reporter's Comments:
Based on the current available information and temporal association between the use of the product and the
start date of the event, a causal relationship cannot be excluded.""
Left side stroke, paralyzed left side
diagnosed with bell's palsy; A spontaneous report was received from a pharmacist concerning a 49-years-old
female patient who received Moderna's COVID-19 vaccine (mRNA-1273) and diagnosed with bell's palsy. The
patient's medical history was not provided. No relevant concomitant medications were reported. On 14 Jan
2021, prior to the onset of the events the patient received their first of two planned doses of mRNA-1273 (lot
batch: 013L20A) intramuscularly for prophylaxis of COVID-19 infection. On 16 Jan 2021, two days after
receiving the vaccination the patient diagnosed with bell's palsy. The event was considered to be medically
significant. No treatment information was provided. Action taken with mRNA-1273 in response to the
events was not reported. At the time of reporting, the outcome of event was not reported.; Reporter's
Comments: Based on the current available information and temporal association between the use of the
product and the start date of the events, a causal relationship cannot be excluded. Further information has
been requested
Patient came in the office with facial drooping of the left eye and left upper and lower lip. Differential
diagnosis of bells palsy. patient was treated with Prednisone 50 mg orally x 1 week, then prednisone 10 mg
orally x 2 weeks, valacyclovir 1 gm orally TID x 7 days. Condition has finally resolved 3/31/21, improvement
noted. Patient was placed on temporary disability for two weeks, deemed safe to return to work.
Face was drooping; Loss of taste; A spontaneous report was received from a physician concerning, a 58-yearold, male patient, who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced loss of
taste/ageusia and face drooping/facial paralysis. The patient's medical history included COVID-19
approximately six months prior to this event. Concomitant product use was not provided by the reporter. On
09 Jan 2021, approximately 3 days prior to the onset of the events, the patient received their first of two
planned doses of mRNA-1273 (Lot number: unknown) intramuscularly for prophylaxis of COVID-19 infection.
On 11 Jan 2021, after receiving mRNA-1273, the patient experienced loss of taste buds. On 20 Jan 2021
patient noticed that his face ""felt funny"" while drinking water and went to the mirror where he saw the
right side of his face was drooping. Patient was seen by PCP on 25 Jan 2021. Treatment for the events
included high dose steroid therapy and valacyclovir 1 gm by mouth twice daily for ten days. Action taken
with mRNA-1273 in response to the events was unknown. The outcome of the events, ageusia and face
dropping, were considered unknown.; Reporter's Comments: Based on the current available information and
temporal association between the use of the product and the start date of the events, a causal relationship
cannot be excluded. Further information has been requested.""
Headache and dizziness on 26MAR21. Taking tynenol on 27MAR21 and 28MAR21. Loss of balance on
29MAR21. Drooping face and slurred speech on 30MAR21. Sent to emergency room the evening of
30MAR21.
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Stroke,treated by neurologist,Dr. Discharged on Feb. 15th 2021 and am taking therapy.Loss of blood
circulation and oxygen in left side of brain.After the stroke,an ambulance was called to transport me to the
E.R. E.R. then transported to the Medical Center
Patient received 2nd dose of vaccination on 03/01/2021 and developed symptoms on 03/03/2021. He
presented with bilateral numbness in feet ascending to his mid shins and weakness complicated with
multiple falls due to severe ataxia. He did not report any head injury or loss of consciousness. He also
reported mild dysphagia, changes in voice and left arm weakness. Neurological examination showed bilateral
leg strength 4/5 and numbness. The patient was admitted to hospital and given IVIG for 7 days before
transfer to an acute inpatient rehab facility. The patient was discharged from rehab facility on 04/05/2021
and still has some residual weakness and numbness.
a 58 yr old female who presents with Facial Droop (since Covid shot Moderna first dose done on 4/22/21,
Eyes watery, face drop mostly left side, ), Blood Pressure (would like to increase her Losartan to 2x a day),
Health Maintenance (declines all HM dues for now) She reports that she had her first Moderna COVID-19
vaccine 4 days ago. The following day she developed some drooping and the left side of her face and some
watery eye. By her report the symptoms are staying about the same without any improvement noted. She
has not had any fever
Headache and general fatigue
12/20 - symptoms presented as possible right ear infection. 12/21 - began taking Amoxicillin 875MG 2xdaily
12/25 - presented in urgent care, for treatment of worsening ear infection. In addition to Amoxicillin,
Prednisone was prescribed. Did not fill or take the prednisone on 12/25 due to Christmas Holiday and no
open Pharmacies. 12/26 Awoke with Bells Palsy on right side of face. Went to ER. Was diagnosed with Bells
Palsy and potential ear swimmers ear. Placed on and began taking the following medications on 12/26/2020.
Prednisone 10MG Tablets taking 4 tablets every day for 2 days, 3 tablets every day for 2 days, 2 tablets
every day for 2 days and 1 tablet every day for 2 days CIPR/DEXAMETH 0.3-0.0% OTIC SUSP - instill 2 drops
into right ear twice daily for 7 days. AMOX-CLAV 875MG VALACYCLOVIR 500NG Bells Palsy impacting right
side of the face. Symptoms began 12/20, presenting as possible right ear infection.
On Dec 21 got covid vaccination 2 days after left eye was bothering her/dry
Then Saturdays Dec 26
was eating a bowl of cereal and then spilling the food and was drooping
No headache, no fever.
Has Bell?s Palsy
She has chronic urticarial and Because of Hives from Sulfa and NSAids
Prednisone 20 mgs BID x 5 days before the shot.
Subjective left facial muscle weakness/numbness two days after vaccine. Treated with prednisone,
valacyclovir for presumed Bell's Palsy.
Bell's Palsy system, left side of face and tongue numbness and tingling. primary care Dr. visited, prescribed
Medrol( steroid), slightly numbness and tingling is better but it's still there and effecting daily life.
Numbness, drooping mouth and nose area.....Bells Palsy
Development of Bells Palsy approximately 48 hours after initial (dose 1) vaccination with Pfizer vaccine.
I received a call from the pharmacist at the clinic at 10:30 am on 1/8/2021, to let me know that a staff
member at the facility we were at on Tuesday 1/5/2021 developed Bell's Palsy on 1/7/2021. Half of his face
went numb and they feared the patient had a stroke. They rushed the patient to urgent care where it was
determined it was Bell's Palsy and NOT a stroke. The patient is back home and recovering well.

COVID19 VACCINE

PFIZER\BIONTECH

0932322-1

30-39 years

2 days

COVID19 VACCINE

PFIZER\BIONTECH

0932421-1

65+ years

2 days

COVID19 VACCINE

PFIZER\BIONTECH

0933636-1

18-29 years

2 days

COVID19 VACCINE

PFIZER\BIONTECH

0935924-1

18-29 years

2 days

COVID19 VACCINE

PFIZER\BIONTECH

0938830-1

50-59 years

2 days

COVID19 VACCINE

PFIZER\BIONTECH

0940475-1

50-59 years

2 days

COVID19 VACCINE

PFIZER\BIONTECH

0941120-1

30-39 years

2 days

COVID19 VACCINE

PFIZER\BIONTECH

0949816-1

50-59 years

2 days

COVID19 VACCINE

PFIZER\BIONTECH

0950174-1

50-59 years

2 days

COVID19 VACCINE

PFIZER\BIONTECH

0954736-1

30-39 years

2 days

COVID19 VACCINE

PFIZER\BIONTECH

0954840-1

50-59 years

2 days

Anaphylaxis Please note previous VAERS report of Bell's Palsy 8 days following the first dose and
subsequently treated with prednisone and valacyclovir. This neurologic diagnosis was not reported by the
patient during the consent process with the COVID19 vaccination center staff. Confirmed following review of
the consent form. Documentation from Emergency Department Provider: Patient is serially reassessed
following treatment for anaphylaxis. Patient has significant improvement in diffuse erythema and hives
within 20 minutes. He has gradual improvement in his sensation of throat swelling. He is observed while in
the emergency department serially over 4 hours with no recurrence of symptoms. He does not require any
repeat dose of epinephrine and feels at baseline. Discussed my suspicions that patient may have had a
reaction to COVID-19 vaccine as he has had no other new medications or exposures that he is aware of. As
he will not be receiving another vaccine there is nothing to necessarily stay away from. Make sure he
notifies individuals about this for any new vaccine should he receive them. Patient is observed for sufficient
time but discussed possibility for biphasic reaction. Recommend he return should he have recurrence of
symptoms. Recommend he take EpiPen as prescribed for any throat swelling or progressive shortness of
breath. Recommend follow-up with a primary care provider for this visit..
2-3 days after the shot , blurred vision, slurred speak, couldn't smile, it shifted up to the left, couldn't chew
food, tired, sun sensitivity, tearing of eye. Stated Bells Palsey.
Left sided facial drooping, facial numbness, visual changes. Diagnosed with Bell's Palsy related to Covid
vaccine. Onset 1/1/2021.
R side facial paralysis starting 48 hours after second dose of vaccine, diagnosed through ED visit as Bells Palsy
Pain on left side of neck starting 2 days after first dose of Pfizer-BioNTech COVID-19 vaccine 0.3 mL IM in right
deltoid. Pain progressed over the next 5 days to arm and left eye. Dizziness, mouth drooping, and numbness
developed. Went to ED and diagnosed with Bell's Palsy. Evaluated in ED for possible causes. Vital signs
stable. CVA ruled out. Patient given ketorolac, droperidol, and IV fluids for her headache. Prescribed steroids
and acyclovir for Bell's Palsy treatment. Prescriber instructed patient to return to ED immediately if
symptoms worsen or additional symptoms develop. Follow up with patient on 1/5/21 with patient reporting
some improvement in symptoms. Patient reported having a headache for 2 weeks straight prior to
presenting to the ED on 1/3/21. Vaccine was administered on 12/28/21. Unsure if the Bell's Palsy was a
result of the vaccine or some other inciting factor.
Less than 2 days after having the 1st shot of the COVID-19 vaccine, I woke up at 2am and experienced Bell's
palsy on the left side of my face...and had minor heart pain...was dizzy...had loss of balance...slurred speech, I
had all of the symptoms of a stroke. Later in that same morning the swelling starting going down, so I
waited to go to the emergency room...did not want to spend the money for all of the tests. I woke up the
next morning and still had heart pain, so I decided to go to emergency room .
Less than 24 hours of receiving the vaccine I started to experience my jaw locking. Later in the day it began
to get worst. I could not blink my left eye and my face started to drop. I went to the ER and they stated that
due to vaccine I have Bells Palsy. I was given medication. It is now 4 days in and the symptoms are getting
worst. My left eye is now dry due to can not blink. I have serve headaches behind my left eye. I can not eat
or chew without having issues.
1st covid vaccine received on 12/31/2020. On 1/2/2001 in the am had her right eye and cheek swollen,
headache and chills by afternoon mouth and right eye was drooping. Was prescribed RX prednisone on
1/15/2021. Current symptom (1/15/2021) is mouth drooping, other swelling and eye drooping resolved.
Reports has occurred twice before. About 7 years ago with unknown etiology, lasted for about 6 months,
Occurred again about 5 years ago with unknown etiology and lasted about one month.
Bell's Palsy
Quick onset of Left sided numbness/tingling turning into facial paralysis, unable to close eye, headache, ear
ringing, etc.
Went to Urgent Care 01/17/2021. High blood pressure and sent to ER. R/O stoke. Gave 3 steroids and
antiviral for 10 days. Was diagnosed with Bells Palsy. Has facial and facial drooping. Left eye will not blink
and has to use omit to keep eye moist.
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On 1/17/2021 I woke up with my face drooping. I went to the ER and was diagnosed with Bells Palsy.
Patient developed left sided facial droop and left eye droop/paralysis on 1/17/21. No medical treatment was
necessary. Hospice and family were notified. Symptoms continued on 1/19/21 and the nurse practitioner
ordered Refresh tears to left eye three times a day x 14 days, tape eye shut at night as tolerated and start
Prednisone 40mg orally x 4 days then 20mg orally x 3 days.
Reports he has been diagnosed with Guillain Barre syndrome. Symptoms started with 2 fingers tingling
1/11/21. Progressively increasing in severity. Now has numb fingers and toes. Initiating IV therapy 1/22/21.
Progressive Burning of fingers and toes followed by worsening tingling and hyperasthesia . Notable
Symptoms started 48 hrs post second dose of covid 19 vaccination , worsened over the next 7-10 days. Basic
metabolic lab work done. Seen by neurology on 1/21/2021. Started on IV therapy on 1/22/2021. Ongoing
transfusion treatment in an outpatient setting
On 1/22/21 when I woke up my left arm were paralyzed for a few seconds. I went back to sleep for a few
minutes and again the left arm became paralyzed for a few seconds then I got feeling back.
Received the first COVID shot on 1-17-21 and began to feel pain in the back of my neck on the right side in
the afternoon of 1-19-21. On 1-20-21 I lost part of my taste and neck started to cause headaches. On 1-21-21
symptoms continued to get worse. On 1-22-21 I began to lose control of the right side of my face. Face began
to droop and eye was unable to close. I went to the ER on the evening of 1-22-21 and was diagnosed with
Bell's Palsy.
Inmate seen in health services with complaint of left ear pain extending into left cheek and around his
mouth. He has some drooping of the left side of his mouth and he is not able to blink or close his left eye. He
noticed symptoms on 1-23-2021, the Saturday after getting the COVID 19 vaccine on 1-21-2021 (Thursday).
Had some trouble swallowing liquids without having them dribble out the left side of his mouth and he says
that he is not able to chew on the left side without biting his tongue. Says that his left ear is causing him a
great deal of pain.
1/18/2021- injection right arm 1/19/2021- mild pain at injection sight. Body aches. 1/20/2021- mild pain and
muscle stiffness at injection sight. Chills and body aches. 1/21/2021woke up with itching on left side of face a
scalp. 1/22/2021 itching subsided 1/23/2021- left side face drooping started.
bells palsy left
Vaccine given 01/17 R-sided neck pain 01/19 Decreased taste, tongue numbness right sided 01/20 Lip and
facial numbness right sided 01/21 Droopy right eye and face 01/22 ED on 01/22, given 7 day course of
prednisone and valtrex Ongoing right sided facial droop, right sided eyelid droop. Unable to close right eye
fully. Eye dryness. Diagnosed with Bell's Palsy in ED, confirmed in clinic
Raspy voice in the morning; The right side of his mouth is droopy. The droopiness is not excessive, but it is
odd.; Right eyelid puffiness/ on the right side of patient's face, the eyelid was puffy; Right eye full of
fluid/Under that eyelid is full of fluid; Can't hardly see out of right eye due to swelling; This is a spontaneous
report from a contactable consumer. A 71-year-old male patient (reporter's husband) received BNT162B2
(PFIZER-BIONTECH COVID-19 VACCINE, lot number: EL3299) via an unspecified route of administration on the
left arm on 13Jan2021 14:00 at a single dose for COVID-19 immunization at a clinic/ used empty offices.
Medical history included being diabetic, had heart attacks and blood clots on unspecified dates. It was
confirmed that all of this occurred years ago prior to COVID-19 vaccination. The patient had no relevant
family medical history and no relevant tests. The patient takes a number of medications (unspecified). The
patient previously received Flu shot at least six weeks ago in Nov2020 and had no adverse events. The
patient had no additional vaccines administered on the same date as BNT162B2. The reporter and her
husband (patient) got their shots on Wednesday afternoon. That morning, on 15Jan2021 at 08:00, on the
right side of patient's face, the eyelid was puffy/ right eyelid puffiness. He can hardly see out of it. He can
see. Under that eyelid was full of fluid/ right eye full of fluid. The right side of his mouth was droopy. The
droopiness was not excessive, but it was odd. The reporter also stated that the ""patient had a raspy voice
in the morning anyways."" The outcome of the events was unknown.""
Left sided Bell's palsy.
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Developed Bell?s Palsy
Bells Palsy after 2nd dose given on Jan 27th. Onset that Friday night with full effects of BP that Saturday
Stroke within 48 hours of shot on 1/22/2021. L sided weakness, facial droop, slurred speech, confusion, . to
this writing (2/4/2021), symptoms persist.
Guillain Barre syndrome/Symptoms started with 2 fingers tingling; This is a spontaneous report from a
contactable nurse reporting for a patient. A 40-year-old male patient received the second dose of BNT162B2
(PFIZER-BIONTECH COVID-19 VACCINE, Lot number: EK4176), via intramuscular on 09Jan2021 at single dose in
left arm for COVID-19 immunization. The patient medical history and concomitant medications were not
reported. The patient previously received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE,
Lot number: EJ1685), via intramuscular on 22Dec2020 at single dose in left arm at the age of 39-year-old for
COVID-19 immunization. Reported he was diagnosed with Guillain Barre syndrome. Symptoms started with 2
fingers tingling on 11Jan2021. Progressively increasing in severity. Now had numb fingers and toes. Initiating
IV therapy on 22Jan2021. The adverse event result in Doctor or other healthcare professional office/clinic
visit. The outcome of the event was unknown.; Sender's Comments: As an individual case report there is not
enough evidence to establish a causal relationship with the suspect vaccine. Currently there is no clear
biological plausibility between the vaccine use and the even onset. More information such as complete
medical history and concomitant medications are needed for fully medical assessment. The impact of this
report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety
evaluation, including the review and analysis of aggregate data for adverse events. Any safety concern
identified as part of this review, as well as any appropriate action in response, will be promptly notified to
Regulatory Authorities, Ethics Committees and Investigators, as appropriate.
Bells Palsy. receiving Prednisone 20 mg
Temporary paralysis right side (face, arm & leg). Lasted approximately 4 hours.
Diplopia due to left 6th (abducen) cranial nerve palsy; Diplopia due to left 6th (abducen) cranial nerve palsy;
This is a spontaneous report from a contactable physician. A 57-year-old male patient received bnt162b2
(PFIZER-BIONTECH COVID-19 VACCINE, solution for injection, lot number and expiry date were not reported),
intramuscular, in the left arm, on 05Jan2021 07:30 at a single dose for covid-19 immunization. Medical
history included type 2 diabetes. Concomitant medications were unspecified. The patient took unspecified
medications in two weeks. The patient did not have any other vaccine in four weeks. The patient was not
diagnosed with covid-19 prior to vaccination and was not tested for covid-19 post vaccination. The patient
had no known allergies. On 07Jan2021, the patient experienced diplopia due to left 6th (abducen) cranial
nerve palsy. The event resulted in doctor office/clinic visit, and emergency room visit. Therapeutic measure
was taken as a result of the event which included fresnel prism on current glasses to alleviate diplopia.
Outcome of the event was not recovered. Information on the lot/batch number has been requested.;
Sender's Comments: The Company cannot completely exclude the possible causality between the reported
diplopia due to left 6th (abducen) cranial nerve palsy and the administration of COVID-19 vaccine, BNT162B2,
based on the reasonable temporal association and lacking alternative explanations. The impact of this
report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety
evaluation, including the review and analysis of aggregate data for adverse events. Any safety concern
identified as part of this review, as well as any appropriate action in response, will be promptly notified to
RA, IEC, as appropriate.
Right face drooping. Diagnosed as Bell's Palsy.
Patient had no discomfort following vaccination until 2 days later on 2/5. She began to have extreme pain, a
hard knot, and redness at the injection site. On 2/6, she had diarrhea, altered vision in the right eye. and
""face hung down"" Symptoms lasted about 36 hours. By Monday 2/8/2021, symptoms were completely
resolved with no residual effect.""
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right sided facial paralysis; headache/migraine from base of R skull radiating to R Ear and top of head; This is
a spontaneous report from a contactable nurse. This 34-Year-Old female nurse (patient) received 2nd dose of
BNT162B2 (lot number=EL3247) Intramuscular on 21Jan2021 00: 00 AM (reported as 20Jan2021 12:00 PM) on
Right arm for covid-19 immunization. Medical history and concomitant drug were not reported. Past drug
was Known allergies to doxycycline. Historical Vaccine was 1st dose of BNT162B2 (lot number=EL1284, on
31Dec2020, 12:15 PM, administrator route=Intramuscular, vaccine location=Right arm). No other vaccine in
four weeks. Patient received vaccine on Wednesday 20Jan2021, went to ER on Sunday 24Jan2021 with right
sided facial paralysis and headache/migraine from base of R skull radiating to R Ear and top of head from
23Jan2021 10:00 AM with outcome was Recovering. Treatment was medications prednisone and antiviral.
No covid prior vaccination. No covid tested post vaccination. No follow-up attempts possible. No further
information expected.; Sender's Comments: Based on available information, a possible contributory role of
the subject product, BNT162B2 vaccine, cannot be excluded for the reported events of facial paralysis due to
temporal relationship and current drug safety profile. This case will be reassessed once additional
information is available. The impact of this report on the benefit/risk profile of the Pfizer product is
evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate
data for adverse events. Any safety concern identified as part of this review, as well as any appropriate
action in response, will be promptly notified to RAs, Ethics Committees, and Investigators, as appropriate.
right side of face drooping, diagnosis Bells Palsy; This is a spontaneous report from a contactable consumer
(patient). A 68-year-old female patient received 2nd dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE,
lot: El8982), via an unspecified route of administration on 29Jan2021 09:00 at single dose on right arm for
COVID-19 immunisation. The patient medical history and concomitant medications were not reported.
Historical vaccine included 1st dose of BNT162B2 (lot: El3246) received on 08Jan2021 at 03:00 pm on left arm
for COVID-19 immunization. The patient experienced right side of face drooping, diagnosis as bell's palsy on
31Jan2021 06:00 with outcome of not recovered. Treatment received for the event included prescriptions.
This event resulted in emergency room/department or urgent care. Patient was not diagnosed with COVID19 prior to vaccination. Patient had not been tested for COVID-19 since the vaccination.
Bell's Palsy/right side of my face is completely paralyzed; This is a spontaneous report from a contactable
consumer (patient). A 51-year-old female patient received first dose of bnt162b2 (PFIZER-BIONTECH COVID-19
VACCINE; lot EL1283), via an unspecified route of administration on 21Jan2021 17:45 at single dose (left arm)
for COVID-19 immunization. The patient's medical history and concomitant medications were not reported.
The patient had no allergies to medications, food, or other products and patient was not pregnant. On
23Jan2021, the patient experienced Bell's Palsy about 48 hours after receiving the vaccine. The right side of
her face was completely paralyzed. The patient was treated with prednisone and valacyclovir. The event
resulted in doctor or other healthcare professional office/clinic visit. The patient did not receive any other
vaccines within 4 weeks prior to the COVID vaccine and prior to vaccination, the patient was not diagnosed
with COVID-19. Since the vaccination, the patient had not been tested for COVID-19. Outcome of event was
not recovered.
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phrenic nerve damage resulting in unilateral diaphragm paralysis; phrenic nerve damage resulting in
unilateral diaphragm paralysis; This is a spontaneous report from a contactable consumer (patient). A 22year-old female non-pregnant patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE,
solution for injection) via unspecified route of administration at the left arm on 03Feb2021 11:45 (lot number
EN9581 and expiry date unknown) at single dose for Covid-19 immunization in the physician office (doctor's
office/urgent care). Medical history included anxiety, scoliosis, milk thistle allergies, laundry detergent
fragrance allergies. The patient has no covid prior vaccination. Concomitant medication included clonazepam
(KLONOPIN), ascorbic acid, colecalciferol, copper gluconate, cyanocobalamin, durapatite, folic acid,
glucosamine hydrochloride, magnesium oxide, manganese sulfate, phytomenadione, sodium borate
decahydrate, zinc amino acid chelate (BONE UP) and ""multi-vita""; all from unspecified date for unspecified
indication. The patient previously took diflucan and experienced allergies. The patient had no other vaccine
in four weeks. On 05Feb2021 (two days after receiving vaccination), the patient experienced phrenic nerve
damage resulting in unilateral diaphragm paralysis. The event resulted in doctor or other healthcare
professional office/clinic visit. The patient did not receive treatment due to the events. The patient was not
covid tested post vaccination. The outcome of the events was recovering. Follow-up activities are possible,
information on the batch number has been requested.""
nausea, vomiting, fatigue, HA, dizziness, Bel's Palsy
Numbness and tingling on R side of the face with drooping of eyelids and face currently on day7 diagnosed
Bells Palsy
Per patient, he received his second dose of Pfizer COVID-19 vaccine on 02/20/2021. Approximately 48 hours
later, he developed left-sided lip paralysis. He went to his doctor that day, no medications were prescribed
and no tests were ordered. Over the next 24 hours, he states that his symptoms progressively worsened
and now the left side of his face seems ""completely paralyzed."" He described left ear pain, increased
sensitivity to loud sounds, runny nose, and inability to close his left eye. He saw another doctor the next
day, who diagnosed Bell's Palsy and prescribed valacyclovir for 7 days. Patient also noticed a transient
""crooked smile"" after his first dose of Pfizer vaccine, but did not relate this""
Guillian Barre Syndrome with asystole for 20 seconds
On 02/09/2021, the patient received his first dose of the Pfizer COVID-19 vaccine. Two days later, the
patient presented to ER at Hospital on 02/11/2021 after noticing right arm weakness, slurred speech and
facial droop while in the shower at home. Patient was evaluated and determined to have an ischemic
stroke, treated with tPA. Patient transferred to hospital ICU for monitoring on 02/12/2021. Patient
transferred to step down care on 02/12/2021 and then was discharged home on 02/13/2021 with
improvement in his right sided weakness and the ability to ambulate independantly.
Two days after the shot, I developed Bells Palsy
bells palsy
tingling above lip on Sunday, went into left cheek, tightness in eye muscle, lymph node pain, lt-headache in
occipital bone -2/26 went to hospital, paralyzed in left side of face, bells palsy
Developed Belle's Palsy within 48 hours; This is a spontaneous report from contactable consumers. An 85year-old male patient received first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE; lot number and
expiration date unspecified), via an unspecified route of administration on 03Feb2021 16:00 at single dose
(left arm) for COVID-19 immunisation. Medical history included prostate cancer from 1994. The patient was
not diagnosed with covid prior vaccination and since the vaccination, patient was not covid tested. Patient
was not aware of any known allergies. Concomitant medication included bisoprolol. The patient did not
receive no other vaccine in four weeks prior to Covid vaccine. On 05Feb2021, 15:00, the patient developed
bell's palsy within 48 hours. The patient was treated with a prescription of prednisone 5mg. The event
resulted in doctor or other healthcare professional office/clinic visit. Outcome of event was not recovered.
Information on the Lot/batch number has been requested.
Bell's Palsy
Partial CN 3 Palsy, right side Symptoms: Diplopia, Ptosis
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had total paralysis of the left side of his face; This is a spontaneous report from a contactable consumer
(Patient). A 61-year-old male patient received 2nd dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE,
Solution for injection, LOT/Batch number and expiration date unknown) via an unspecified route of
administration at arm left on 20Feb2021 11:00 AM at the age of 61-year-old at single dose for COVID-19
immunisation. Patient previously received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE,
Solution for injection, LOT/Batch number and expiration date unknown) via an unspecified route of
administration at left arm on 30Jan2021 11:00 AM at the age of 61-year-old for COVID-19 immunisation.
Patient had no COVID-19 prior vaccination. COVID-19 was not tested post vaccination. There was no known
allergies. Other relevant medical history was reported as none. Concomitant medications were not reported.
There was no other vaccine in four weeks. Patient had total paralysis of the left side of his face on
22Feb2021 at 07:00 AM. It was reported that the event resulted in disability or permanent damage.
Outcome of the event was not recovered. No treatment for the event was received. Information on the
lot/batch number has been requested.
No adverse reaction or allergic reaction in the 30 minutes following the vaccination. Also none in the 36
hours following the vaccination. Roughly 48 hours later, sensitivity to light and difficulty blinking one eye
appeared along with severe headache. In the 24 hours following symptoms' first appearance, the entire left
side of the face became numb and tingly with difficulty chewing, blinking, making any faces or smiling. Sound
perceived from the left ear also changed. Subsequently diagnosed with Bell's Palsy on 03/10/2021.
Woke up and face numb and worsened throughout day and by next day went to ER on 2-9-2021and was
diagnosed with Bell's Palsy.
abrupt onset dysarthria, left facial droop and left hemiparesis on 03/10/2020 (2 days after vaccine admin)
concerning for ischemic stroke. Found to have right ICA and M1 occlusions on imaging suggestive of large
vessel occlusion as etiology of stroke.
Woke up day after vaccine and face was numb-went to ER on 3-8-21 and was diagnosed with Bell's Palsy and
was given medication (steroids and anti-viral meds) for treatment.
Bell's palsy of right face - slight symptoms occurring 2 days after vaccination and worsened until noticed and
taken to local ED 5 days after vaccination.
Numbness on left side of face.
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areflexia throughout/decreased sensation to pinprick; B/L CN 7 weakness; areflexia throughout/decreased
sensation to pinprick; Bilateral lower extremity weakness and pain/patchy weakness in RLE > LLE; Bilateral
lower extremity weakness and pain; paresthesia in bilateral hands and legs; acute inflammatory
demyelinating polyneuropathy (AIDP or Guillain Barre syndrome); lumbar puncture showed no WBC and
significantly increased protein to 107; lumbar puncture showed no WBC and significantly increased protein to
107; This is a spontaneous report from a contactable physician. A 65-year-old male patient received first dose
bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection, lot number: EL9261), intramuscular on
24Jan2021 at single dose for Covid-19 immunization. Facility where the most recent COVID-19 vaccine was
administered was hospital. Medical history included 'Cryptogenic cirrhosis s/p liver tx 20Jun2020, T2DM on
insulin, Factor V Leiden, CAD s/p stent x3 (2008), hyperlipidemia', NSAIDS allergy. Prior to vaccination, the
patient was not diagnosed with COVID-19. Concomitant medications included amlodipine, acetylsalicylic acid
(ASPIRIN), bupropion hydrochloride (WELLBUTRIN), carvedilol, citalopram, ergocalciferol, insulin glargine
(LANTUS), melatonin, metformin, omeprazole, senna alexandrina (SENNA). The patient previously took
atorvastatin and experienced Allergies to Atorvastatin, promethazine and experienced Allergies to
promethazine, tolmetin and experienced Allergies to tolmetin, INSULIN for T2DM (Type 2 diabetes mellitus).
The patient did not receive any other vaccines within 4 weeks prior to the COVID vaccine. Bilateral lower
extremity weakness and pain and paresthesia in bilateral hands and legs on 26Jan2021. Symptoms began
two days after first dose of the Pfizer vaccine (received on 24Jan2021) and have continued to progress over
the last 2.5 weeks. His neurological exam now (10Feb2021) includes areflexia throughout, patchy weakness
in RLE > LLE, decreased sensation to pinprick and B/L CN 7 weakness. His lumbar puncture showed no WBC
and significantly increased protein to 107 in 2021. This is all consistent with acute inflammatory
demyelinating polyneuropathy (AIDP or Guillain Barre Syndrome) likely secondary to COVID vaccination
given temporal association in 2021. The patient underwent lab tests and procedures which included lumbar
puncture: no WBC and significantly increased protein to 107 in 2021, neurological examination: areflexia
throughout, patchy weakness in RLE > LLE and B/L CN 7 weakness on 10Feb2021, Rapid SARS-CoV-2 (COVID19) by PCR Nasopharyngeal swab on M4 (NASO): negative on 06Feb2021, skin test: decreased sensation on
10Feb2021. The adverse events result in Emergency room/department or urgent care. Hospitalization for all
the events. Therapeutic measures were taken as a result of events (IVIg). The outcome of the events was not
recovered.; Sender's Comments: Based on the information provided, patient developed signs and symptoms
which were consistent with acute inflammatory demyelinating polyneuropathy (AIDP or Guillain Barre
Syndrome) likely secondary to COVID vaccination given temporal association. In addition, a contributory role
of patients co-morbidities cannot be excluded. The impact of this report on the benefit/risk profile of the
Pfizer drug is evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis
of aggregate data for adverse events. Any safety concern identified as part of this review, as well as any
appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics Committees and
Just 38.5 hours after receiving my 2nd dose of the Pfizer Covid-19 Vaccine I suffered a Cerebral Vascular
Accident, a CVA, a Stroke @ 5:05a.m. in our home. My entire right side was paralyzed & unable to speak.
My husband alerted #911 & fortunately @ the hosp. I received immediate life saving care. I had a C.T. Scan
which revealed #2 blood clots in the left side of my brain. Intravenous T.P.A. was administered & then a
thrombectomy was performed. Hospitalized approx. 5:45a.m on Sun., Feb. 28th, 2021 till my discharge on
Wed., March 3rd, 2021@ 5:30pm.
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This is a spontaneous report from a contactable consumer. A 66-year-old female patient received her second
dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: EN6206) at the age of 66-years-old, via
an unspecified route of administration in left arm on 07Mar2021 at 11:00 at single dose for COVID-19
immunization. Medical history included high blood cholesterol and triglycerides. The patient was allergic to
medications, food, or other products (unspecified). She was not pregnant. Prior to vaccination, the patient
was not diagnosed with COVID-19. The patient's concomitant medications were not reported. She received
her first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number and expiration date were not
provided), via an unspecified route of administration on an unspecified date at single dose for COVID-19
immunization. The facility where the most recent COVID-19 vaccine was administered was at a hospital. On
09Mar2021 at 15:00, the patient presented with Bell's palsy which required a doctor or other healthcare
professional office/clinic visit and was treated with BETAMETASONA 5.0 mg. Since the vaccination, the
patient has not been tested for COVID-19. The outcome of the event was not recovered.
Extreme exacerbation of CIDP symptoms. Weakness and paralysis of extremities, inability to walk, loss of
sensation in hands and feet, marked increase in neuropathic pain
I had a Covid vaccine from my job on 3/4/2021. I started feeling symptoms 2 days after my vaccination and
everyday I am experiencing new symptoms. I was in the ER one week after the vaccine with numnes on the
entire left side of my body, when I was admitted to the hospital I had many tests done, I tested positive for
Covid , i had MRIs , everyday I would lose feeling in different parts of my body. After staying in the hospital 5
days I was diagnosed with GBS and sent home. Three days after I came home I had new symptoms I couldn?t
walk my legs w re paralyzed. I had to go back to the hospital. I stayed in the hospital 5 days.I was
diagnosed one more time with Post-Vaccination Guillain-BarrT Syndrome (GBS) .My symptoms are still
coming back to my spine and head. I am not able to keep my head up for long. They did all the test again and
the neurologists confirmed one more time that I have GBS syndrome after receiving the vaccine.
Right ear pain started on the Wednesday afternoon, two days after Vaccine shot. By Friday evening the ear
pain was intense and it had moved below the ear to lymphnode area. Saturday, his ear was really swollen
and red. He went to the Urgent Care and they prescribed an antibiotic Cephalexin thinking it could be some
sort of ear infection or insect bite. Sunday morning he woke up with his face droopy. We tried to get an
appt. with Urgent Care, but they sent us to the ER. The ER did a physical assessment and concluded he had
an ear infection and Bells Palsy. The prescribed another antibiotic Doxycycline, an antiviral Famciclovir and a
steroid of prednisone. By Monday he was extremely nauseas and had started having vertigo. We went to
Urgent Care and they prescribed him Ondansetron for nausea and made the assessment that he had Shingles
in his ear. We saw PCP on Wednesday and he assessed that this was a zoster ear infection causing facial
paralysis and vertigo, also known as a rare condition called Ramsay Hunt Syndrome and that it was most
likely attributed to his Covid vaccine shot and not to get the second vaccine shot. The Dr. took him off the
antibiotics and put him on a higher dose of prednisone, a different antiviral (valacyclovir) and Meclizine for
vertigo symptoms. He sent referrals for Neurology, ENT and Eye Dr. He saw the Neurologist that Friday and
he concurred Ramsay Hunt Syndrome, most likley from Covid Vaccine and do not get the second vaccine shot.
The neurologist referred him to Physical Therapy to treat his vestibular issues. He ordered an MRI and some
blood work. We are still waiting for the results. We saw an ENT an he had him have a hearing test which
showed moderate high frequency hearing loss. The ENT prescribed Gabapentin for the ear and face pain. He
started to see a physical therapist this week, he had his MRI on Wednesday and we see the ENT again on
Monday. He has no improvement yet, other than the nausea has subsided.
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Facial Paralysis of the left side, including the forehead of acute onset that occurred two days after receiving
the vaccine; moderate to severe pain on the left side of the back of the neck and head.; moderate to severe
pain on the left side of the back of the neck and head.; This is a spontaneous report from a contactable
consumer (patient). This 66-year-old male patient received the first dose of BNT162B2 (PFIZER-BIONTECH
COVID-19 VACCINE) (Lot Number: EL3247) at the age of 66 years via an unspecified route of administration at
single dose in the left arm on 28Jan2021 05:30 for COVID-19 immunisation. Medical history included
appendicectomy, prediabetes, aortic valve calcification, allergy to Sulfa. Concomitant medication included
pantoprazole. The vaccine was administered at Clinic. Prior to vaccination, the patient was not diagnosed
with COVID-19 and since the vaccination, the patient had not been tested for COVID-19. The patient
previously took codeine and experienced allergy. On 30Jan2021 07:00, the patient experienced facial
paralysis of the left side, including the forehead of acute onset that occurred two days after receiving the
vaccine (medically significant), moderate to severe pain on the left side of the back of the neck and head.
Primary Care physician prescribed Prednisone 20 mg BID (twice a day) for 5 days with improvement of neck
pain but no improvement on facial paralysis. Facial paralysis has improved in 60%, still with some degree of
compromise. The outcome of the events was recovering.
loss of taste; possible allergic reaction to the drug; Can't pronounce words right; can't close right eye; eyes
started to tear a lot; can't smile; right side of his face started drooping like that of a stroke; right side of his
face started drooping like that of a stroke; headache at the back of his head; mouth started to feel numb;
mouth started to feel numb; This is a spontaneous report from a contactable consumer (patient) via Medical
information team. A 61 year old male patient received first dose BNT162B2 (PFIZER-BIONTECH COVID-19
MRNA VACCINE) at the age of 60 years old, via an unspecified route of administration, administered in Arm
Left on 10Mar2021 (Lot Number: EL6205) as SINGLE DOSE for COVID-19 immunization. Medical history
included high blood pressure, mouth started to feel numb and allergies to tree pollen; and family history of
diabetic and heart disease (father); all from an unknown date and unknown if ongoing. Concomitant
medication included losartan potassium (TEMISARTAN), gabapentin, escitalopram oxalate (LEXAPRO),
furosemide, potassium, valproate semisodium (DIVALPROEX) and tizanidine; all taken for an unspecified
indication from an unspecified start date and ongoing. The patient received the first dose of BNT162B2. The
next day, he said his mouth started to feel numb, and he had a loss of taste. Then on Saturday, his eyes
started to tear a lot, and the right side of his face started drooping like that of a stroke. He also said he had
headache on the back of his head, and his eyes do not. The patient wanted to know if he should go to the
emergency room or if this is a normal reaction to the vaccine. The patient did have a sensation starting on
Thursday of numbness in his mouth. The patient describes it as a feeling like when he was younger and
would use chloraseptic spray, it feels like same numbness. He states that on Saturday his eyes started
tearing up, and he does have allergies to tree pollen. The right side of his face feels and looks like he had a
stroke, it is droopy on right side. The patient can't pronounce words right, can't smile, and can't close his
right eye. The patient was checked with heart rate and EKG with his little machine and his temperature, and
they all seem fine. The patient was also getting headaches at the back of his head. The patient took Advil for
headaches, but it is not improving. The patient ran out of the Advil and doesn't have the bottle anymore.
The patient took allergy pills, a knock off Benadryl, because he thought his eye tearing was possibly from
allergies to tree pollen allergy or possible allergic reaction to the drug. The patient underwent lab tests and
procedures which included body temperature: fine, CAT: not reported, EKG: fine, complete blood work: not
reported and heart rate: fine; all on 15Mar2021. The outcome of loss of taste was unknown. The outcome of
the rest of the events was not recovered. Information on the lot/batch number has been requested.
3/22 When administered shot body felt a little warm 3/24 Burning pain like a yeast infection or bladder
infection. Treated at urgent care for a yeast infection 3/25 Woke up with a fever and a rash on my back and
chest 3/27 Right side of face was droopy 3/28 Right side of face felt numb, more swollen, droopy, and tingly
went to the doctor immediately as worried about Bell's Palsy or worse case a stroke
I was diagnosed with diplopia; sixth nerve palsy
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I ultimately suffered from Acute Disseminated Encephalomyelitis and was hospitalized for 5 days due to brain
and spine inflammation. I had numbness in my feet 2 days after my vaccine, then suffered from dizziness and
nausea 3 days after my vaccine, and had face paralysis 4 days after my vaccine. I went to the ER 4 days after
the vaccine and was told I have Bell's Palsy and Vertigo. I was prescribed oral steroids and anti-nausea
medicine. In the following weeks, I had more tingleness/numbness of the legs, brain fog and confusion,
blurred vision, unsteady gait, loss of balance, blurred vision and leg muscle weakness, increased anxiety,
hearing sensitivity, lethargy, sleeplessness, 6th cranial nerve palsy, tingles in the face, and headaches. I
finally got an MRI and when doctor?s saw the MRI results 3 days later, I was told to go to the ER
immediately because I had brain and spine inflammation that needed treatment, and was diagnosed with
ADEM. I then spent 5 days in the hospital to receive intravenous steroids and monitoring. During this stay, I
had more MRIs and a lumbar puncture. I was released on oral steroids for 25 days, as well as follow up
appointments and monitoring progress in recovery. Inflammation has decreased. I continue to have
tingleness in lower extremities, headaches, pain in legs, and sensitive hearing.
I seem to be experiencing slight Bell's Palsy on the right side of my face.; This is a spontaneous report from a
contactable nurse reporting for himself. A 35-year-old male patient received the first dose of BNT162B2 (Lot
Number: EN6204), intramuscular, administered in left arm on 20Mar2021 14:00 (at the age of 35-year-old) at
single dose for COVID-19 immunization. Medical history included autoimmune encephalitis and obesity. No
known drug allergies. Concomitant medications included aripiprazole (ABILIFY); clonazepam; propranolol;
lithium carbonate (LITHEUM); naltrexone; benzatropine mesilate (COGENTIN); dexmethylphenidate
hydrochloride (FOCALIN XR ER); dexamethasone, ofloxacin hydrochloride (FOCALIN); desvenlafaxine succinate
(PRISTIQ); amoxicillin trihydrate, clavulanate potassium (AUGMENTIN BD); levothyroxine sodium (TIROSINT);
iron (FE 10); probiotics and multivitamins (MV). No other vaccine in four weeks. No Covid prior vaccination
nor tested with Covid post vaccination. The patient seems to be experiencing slight bell's palsy on the right
side of his face on 22Mar2021 08:30. It was unknown if treatment was received for the event. The outcome
of the event was unknown.; Sender's Comments: Based on the close temporal association, there was a
reasonable possibility that the vaccination with BNT162B2 played a contributory role in triggering the onset
of the event facial paralysis. The impact of this report on the benefit/risk profile of the Pfizer product is
evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate
data for adverse events. Any safety concern identified as part of this review, as well as any appropriate
action in response, will be promptly notified to Regulatory Authorities, Ethics Committees and Investigators,
as appropriate.
1st symptom 3/19/21 at 5:30 am - Weakness in fingers on right hand. Called nurse line, they recommended
calling EMT. EMT said no stroke but could go to urgent care for further evaluation. Urgent care recomended
ER. ER recommended appointment with Neurology 2nd symptom 3/21/21 slight droop on right side of mouth.
Went to ER in Hospital. MRI revealed clot. Additional ultra sound of heart and carotid arteries clear. Final
diagnosis: Subacute CVA-Lt Centrum Semiovale w/ right facial droop and right hand deficits. Recomendations:
Nuerology evaluation, Outpatient PT/OT for right hamd deficits. Hospitilization: 1 day Hospital Name:
Unnamed City: Unnamed State: Unnamed
I had a spontaneous case of foot drop due to acute compartment syndrome in the lower left leg that required
immediate surgery. The onset of symptoms had no cause and occurred two days following the first dose of
the vaccine. I had a similar event occur 10 years prior on the right leg, with no obvious cause, requiring
surgery. And since have been diagnosed with Mast Cell Activation Disorder in 2015.
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facial drooping/ Right Sided Bell's Palsy/ All the right side of his face is not moving; swollen face; his tongue
feeling fat; sore and swollen area behind his left ear on his neck; This is a spontaneous report from a
contactable consumer (patient's wife). A male patient of an unspecified age received first dose of the Pfizer
Covid19 Vaccine, (Formulation: Solution for injection, Batch/Lot number were UNKNOWN) via an unspecified
route of administration on 13Mar2021 as a single a dose for covid-19 vaccination. Patient medical history
included, Right Sided Bell's Palsy. Concomitant medications were unknown. On 15Mar2021, the patient was
sent to the ER. Monday morning after experiencing symptoms the night before and the morning of such as his
tongue feeling fat. He was tested for Lyme's disease which came back negative and was diagnosed with
Right Sided Bell's Palsy. The patient was discharged that day after 3 hours and was prescribed with
prescribed with Prednisone and Valtrex. Up until now, the patient still has symptoms such as numbness,
tingling, blurry vision, on and off headaches, a swollen face, facial drooping, his tongue feeling fat, difficulty in
swallowing and talking, drooling, and a sore and swollen area behind his left ear on his neck. All the right
side of his face was not moving. The patient received physical therapy 3 times as of calling. He was supposed
to receive his second dose this Saturday and is contemplating as their doctors have not given them a
straight answer. The outcome of the events were unknown. Information on the lot/batch number has been
requested.
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paralysis of right side of face (Bell's Palsy); This is a spontaneous report received from a contactable consumer
(patient himself). A 76-year-old male patient received BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA
VACCINE, Formulation: Solution for injection, Lot number: EMe205) via an unspecified route of administration
in left arm on 09Mar2021 at 17:15 (at the age of 76-year-old) as a single dose for COVID-19 immunization.
The patient's medical history included ADM II. The patient did not have allergies to medications, food, or
other products. Concomitant medications included insulin, carvedilol, furosemide, clopidogrel, simvastatin
(SIMVAS); All received within two weeks of vaccination. The patient did not receive any other vaccines
within 4 weeks prior to the COVID vaccine. The patient was not diagnosed with COVID-19 prior to
vaccination. The patient has not been tested for COVID-19 since the vaccination. The patient experienced
paralysis of right side of face (Bell's Palsy) on 11Mar2021. The adverse event resulted in doctor or other
healthcare professional office/clinic visit. The event was considered as serious (disability or permanent
damage) by the consumer. The patient was treated with physical therapy - heat, vibration for the adverse
event. The outcome of the event was not recovered. Information on the lot/batch number has been
requested.
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she got really tired; She started having problems on 12Mar2021 & went to the Emergency Room on
24Mar2021 & was diagnosed with Bells Palsy; he had a severe headache, as well. She said the headache felt
like major pressure and pain on the right side of her head, specifically behind her right ear; This is a
spontaneous report received from a contactable consumer (patient). A 69-year-old female patient received
first dose of BNT162B2 (BNT162B2, Formulation: solution for injection, Lot number - EN6206, expiry date- not
reported) via an unspecified route of administration in right arm on 10Mar2021 at 12:00 PM as single dose
for COVID-19 immunization. Medical history included ongoing type 1 diabetes mellitus Stated she has had
Type 1 Diabetes Mellitus for about 50 years, sleep apnoea syndrome for years, thyroid disorder and
influenza immunisation. Concomitant medication(s) included trazodone. On 12mar2021, the patient started
having problems on 12mar2021 & went to the emergency room on 24mar2021 & was diagnosed with bells
palsy and he had a severe headache. She said the headache felt like major pressure and pain on the right
side of her head, specifically behind her right ear and she got really tired. The outcome of bells palsy is
recovering whereas the outcome of headache and tired is recovered and unknown respectively. The patient
underwent lab tests and procedures which included computerised tomogram: normal on 24Mar2021 and
computerised tomogram head: normal on 24Mar2021. Therapeutic measures were taken with events. The
patient took Prednisone and Venlafaxine for Bell's palsy and myalgia pain and trazodone taken for sleep
apnoea syndrome. The other medication used for events were Valtrex, Tylenol and Acetaminophen.
Morning of 4/8 at 0615, patient was in shower, started feeling pressure on top of head, was struggling to
use arms, trouble using legs, unable to stand well. Wife noticed slurred speech, drooping left side of face.
Called 911. Was taken ED and transferred to another Hospital. Was found to be having ischemic Stroke.
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Bell's palsy; This is a spontaneous report from a non-contactable consumer (Patient). A 50-year-old female
non-pregnant patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Formulation:
solution for injection, lot number: ER8727, expiry date: unknown), via an unspecified route of administration
in right arm on 24Mar2021 at 09:00, (at the age of 50-year-old) as a single dose, for COVID-19 immunisation.
The patient medical history was not reported. Prior to the vaccination, the patient was not diagnosed with
COVID-19. Since the vaccination, the patient had not been tested for COVID-19. The patient concomitant
medication was none. The patient previously took codeine and experienced allergies (known allergies_
codeine). The patient did not receive any other vaccine within 4 weeks prior to the vaccine. The patient
experienced bell's palsy on 26Mar2021, at 07:00. The patient visited physician office and emergency room.
The patient received steroids as treatment to the event. The outcome of the event was recovering No
follow up attempts are possible. No further information is expected.
gullian barres
68-year-old male with history of tobacco use and left hip surgery of most a year ago on aspirin 81 mg daily
presents as a stroke alert left-sided weakness. His stroke scale on arrival was 9, due to left upper extremity
weakness, gaze preference to the right, dysarthria, and left facial droop. Symptom onset was 1600 this
afternoon. Patient was on a stool and fell due to weakness. Reports taking aspirin 81 mg every day but
denies taking any medications. States that he did have alcohol today-1 can of Budweiser only. Denies any
other medical history. Denies being on any other medication. Patient taken immediately for CT head and
found to have right temporal brain bleed.
Right Sided Bell's Palsy; This is a spontaneous report from a contactable Other-HCP reporting for a patient. A
54-year-old male patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), dose 1 intramuscular,
administered in Arm Right on 05Apr2021 (Batch/Lot number was not reported) as single dose for covid-19
immunisation. Medical history included Stargardt's Disease, Prediabetes, Low Testosterone, Chronic neck
pain, and covid-19. Concomitant medication included testosterone (AXIRON). No other vaccine received in
four weeks. The patient experienced right sided bell's palsy on 07Apr2021 06:00. The event resulted in
Doctor or other healthcare professional office/clinic visit. Therapeutic measures were taken as a result of
right sided bell's palsy included Prednisone. Outcome of the event was not recovered. No Covid tested post
vaccination. Information on the lot/batch number has been requested.; Sender's Comments: A causal
association between BNT162B2 and the reported Bell's palsy cannot be excluded based on a temporal
relation. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of
Pfizer procedures for safety evaluation, including the review and analysis of aggregate data for adverse
events. Any safety concern identified as part of this review, as well as any appropriate action in response,
will be promptly notified to RAs, Ethics Committees, and Investigators, as appropriate.
Developed Bells Palsy; This is a spontaneous report received a contactable consumer, the patient. A 58-yearold adult male received the first dose of BNT162b2 (solution for injection; Lot provided as unknown and
expiry information not reported) as a single dose via unspecified route in the left arm on 25Mar2021 at
13:00 (at 58-years-old), for COVID-19 immunisation. Relevant medical history allergies to [unspecified]
medications, food and/or other products. Concomitant medications included tetanus vaccine (lot unknown)
dose 1 in right arm on 12Mar2021. The patient denied any COVID diagnosis prior to the vaccine. The patient
reported that on 27Mar2021 at 12:00 he developed Bell's palsy; which was classified non-serious by the
reporter. The patient has not been tested for COVID since the vaccine. Treatment for the event included
prednisone regimen. The outcome of the event Bell's palsy was recovering. Information on the lot/batch
number has been requested.
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guillain barre syndrome; Paralysis from the waist down; This is a spontaneous report from a contactable
consumer (patient). A 74-years-old male patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE),
dose 1 via an unspecified route of administration, administered in Arm Left on 19Mar2021 09:00 (Batch/Lot
Number: EN6198) as single dose for covid-19 immunisation. The COVID-19 vaccine was administered at
Hospital. Medical history reported as none. The patient's concomitant medications were not reported. The
patient did not receive any other vaccines within 4 weeks prior to the COVID vaccine. The patient
experienced Guillain-Barre syndrome and Paralysis from the waist down on 21Mar2021 13:00. Adverse event
(AE) resulted in: Doctor or other healthcare professional office/clinic visit, Emergency room/department or
urgent care, Hospitalization, Life threatening illness (immediate risk of death from the event), Disability or
permanent damage. Therapeutic measures were taken as a result of events included Intravenous
immunoglobulin (IVIG) and now needing long term care. Prior to vaccination, the patient was not diagnosed
with COVID-19 and since the vaccination, it was unknown if the patient was tested for COVID-19. The
outcome of the events was recovering.
her mouth, her lip, her right eye was not cooperating/noticeable difference between both of her eyes; her
mouth, her lip, her right eye was not cooperating/noticeable difference between both of her eyes; her
mouth, her lip, her right eye was not cooperating/noticeable difference between both of her eyes; half of her
face is numb; ear infection; Bell's palsy/face droopiness; Ear ache/Ear pain; This is a spontaneous report from
a contactable consumer (patient). A 26-year-old female patient received bnt162b2 (PFIZER-BIONTECH COVID19 VACCINE, Lot Number: ER8734 and expiration date not provided), via an unspecified route of
administration, administered in Deltoid Left (reported as left shoulder) first dose on 01Apr2021 10:00 at
single dose for covid-19 immunisation. The patient medical history was not reported. The patient
concomitant medication includes Multivitamin at 2 gummies once a day for immune support, bone support,
and health reasons. The patient historical vaccine includes flu shot and experienced sore arm. On 03Apr2021,
the patient stated that two days after the vaccine the patient experienced earache, went to the ED
(emergency department) this Sunday diagnosed bell's palsy. On 11Apr2021, the patient experienced ear pain
that she thought was an earache or ear infection, then she went to the ER because she woke up with half of
her face numb. She says she was diagnosed with Bell's Palsy and she did some research. She says during the
trials people did get Bell's palsy but they didn't know if it was connected to the vaccine. She says she is
reporting it and she wants to get more information, she's due to get the second dose next Thursday. She
says it was a mild case but she was concerned it will come back and come back worse. She says she has a
meeting at 3 pm and it is currently 2:13 pm where she lives. The patient stated that now she was left with
the face stuff, the face droopiness. The patient was still taking the Bell's Palsy medications every day, she
thinks she is getting better. She says about her face being numb she woke up and felt it in her mouth, her
lip, her right eye was not cooperating, there was a very noticeable difference between both of her eyes. She
says she went to the ER where they did a couple of tests to see if it was a stroke or something else, they
didn't do any imaging, with what they aw on her face and the way they were testing the conclusion was
Bell's Palsy. She says she saw her primary care physician today because she needed to follow up and it looks
like a mild case of Bell's Palsy. She says her face is getting better with medications. She says she is taking
Prednisone 60 mg a day for 7 days. She is also taking Valacyclovir 1000 mg 3 times, she clarifies it says to
take 1 tablet 1000 mg total 3 times a day by mouth. The events prompted the patient to Emergency room
visit and physician office visit. The outcome of the event facial paralysis, hypoaesthesia was recovering. The
outcome of the event ear pain was Recovered with Sequel on 11Apr2021. The outcome of the remaining
events was unknown.

COVID19 VACCINE

PFIZER\BIONTECH

1269680-1

40-49 years

2 days

COVID19 VACCINE

PFIZER\BIONTECH

1288418-1

50-59 years

2 days

COVID19 VACCINE

UNKNOWN
MANUFACTURER

1100965-1

50-59 years

2 days

COVID19 VACCINE

JANSSEN

1160996-1

40-49 years

3 days

COVID19 VACCINE

JANSSEN

1175949-1

65+ years

3 days

COVID19 VACCINE
COVID19 VACCINE
COVID19 VACCINE

JANSSEN
JANSSEN
JANSSEN

1195033-1
1208756-1
1209477-1

18-29 years
30-39 years
18-29 years

3 days
3 days
3 days

Bell's palsy; Left wrist felt like it was jammed, stuck, or sprained; Left wrist felt like it was jammed, stuck, or
sprained; This is a spontaneous report from a contactable consumer (patient). A 41-year-old female patient
received BNT162B2 (PFIZER-BIONTECH COVID VACCINE, solution for injection, batch/lot number was not
reported), dose 1, via an unspecified route of administration, administered in the left arm, on 30Mar2021
11:00 (at the age of 41-years-old) as single dose for COVID-19 immunization. Medical history included thyroid
issues diagnosed maybe 7 years ago. The patient has no concomitant medications. The patient reported that
she had the first dose and the injection was given in her left arm about 11:00 AM on 30Mar2021, though
there were thousands of people there at her appointment at the vaccine center. Around midnight or 01:00
AM on 08Apr2021, the patient woke up with the left side of her face swollen and numb - which was still
swollen and numb. The patient can't move the left side of her face. The patient happened to have her
neurologist appointment that day, so she brought it to his attention, and he said it was a mild form of Bell's
palsy. The patient reported it has gotten worse, it was messing up her speech, she was slurring her words.
The patient had a magnetic resonance imaging (MRI) on 13Apr2021, but she doesn't have the results yet.
The patient reported that she will start physical therapy and was scheduled to have her blood work on
15Apr2021. The patient also reported that her left hand felt like around the wrist it was like jammed, stuck,
or sprained in Apr2021. The outcome of the event Bell's palsy was not recovered while the outcome of the
remaining events was unknown. Information on the lot/batch number has been requested.
Bell's palsy; This is a spontaneous report from a contactable consumer (the patient). This 51-year-old female
patient received BNT162b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE; Lot Number: UNKNOWN), via an
unspecified route of administration in the left arm, upper arm, on 06Apr2021 14:00 (at the age of 51-yearold) as single dose for COVID-19 immunization. The patient did not receive any other vaccines within four
weeks prior to the vaccination. The patient denied being sick at the time of vaccination. The patient's
medical history was not reported. No relevant family medical history was reported. There were no
concomitant medications. On the night of 08Apr2021, the patient was having intense pain down her neck
and behind her left ear, and it has been waking her up at night. On 09Apr2021, she went to Urgent Care and
they misdiagnosed her with a possible oncoming ear infection. On Saturday morning (10Apr2021), she woke
up and could not move the left side of her face so she went to the ER (emergency room) and they diagnosed
her with Bell's Palsy. On 10Apr2021 at the ER, blood test for Lyme disease was negative. The ER gave the
patient a steroid and antiviral pill and told her to follow up with her primary doctor in 8 days. The patient
went to her physician's office on 19Apr2021 to follow-up with her Bell's Palsy. The patient stated that
intense pain (down her neck and behind her left ear) was apparently a symptom of the Bell's Palsy. The only
improvement with the Bell's Palsy was that she can sip out of straw a little easier but lips are still to the
side. The clinical outcome of the event Bell's Palsy was resolving. The lot number for the vaccine, BNT162b2,
was not provided and will be requested during follow-up.
within 2 days of vaccine developed Bell's palsy L side of face
Patient received the J&J vaccine on 3/10. On 3/13 he developed slurred speech, unilateral lower facial droop,
weakness of extremities, generalized fatigue. On 3/15 he sought medical attention and was sent to ER -- >
diagnosed w/ TIA. Pt sent back to jail where simvastatin -- > atorvastatin, pt started lisinopril, ASA. Pt
denies deficits today
I had the shot on Tuesday and had a headache early friday morning, when I woke up my wife noticed that
my left side of my face looked like it was sagging. By saturday i was unable to close my eye and my speech
began to slur.I began to have a headache and my condition remanined the same through Sunday. I went to
urgent care on Monday 9/15/2021. I was diagnosed with Bells Palsy and perscribed Predinson and
Valacyclovir Iwnet to my primary Doctor o 9/16/21.When the medication ran out I contined to have
headaches and it was difficult to sleep at night do to the pain. On 9/31/21 got a refill fo the predinson (7
tablet). The headaches continued. I saw my doctor again ON 4/06/21. Perscriptions (x2) refill
Bell?s Palsy, right side of face
Severe headache, shortness of breath, fatigue
Slight muscle pain in both arms, shoulders, and upper back; sporadic headaches and general fatigue.
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After 4th day of receiving J&J Covid Vaccine to present, I have dull headache, fogged brain, equilibrium
seems off, slight loss of balance, increased heart rate of 170-190 BMP, my normal rate is 70 BPM, I took
25Mg of Metoprolol which brought my rate down to 70 BPM. I have increased wheezing and feeling
shortness of breath, whereby having to using my albuterol inhaler quite often and I also took 20MG of
Prednisone after which my breathing has improved.
My father had a massive stroke 3 days after taking his shot. He is now currently paralyzed on his right side
and not speaking
Vomiting/nausea, body aches, coughing spells, sneezing, congestion, chills/sweats, chest pain from coughing,
headache that won't go away Symptoms started 4/13, nausea and chills went away after 24 hours.
Headache, coughing, sneezing, etc all still present as of 4/16
tingling in hands and feet, headache, tired, bilateral bells palsy. Pain in arms and legs and weakness with
extreme fatigue. Went to the ER, twice and was admitted. . Diagnosed with guillain-barrT syndrome. Still
sick.
Patient has been very stable on anticoagulation with warfarin. On same dose since 2016 with only rare very
mild excursions in INR. He had appointment for routine INR check which happened to fall 3 days after his
vaccine, and INR was found to be 4.1. There were no other identified explanations for the unusually high INR
in him. He did not have any symptoms of bleeding or thromboembolism. He did have some arm pain so took
a few doses of ibuprofen (which should not cause the increase in INR and he has been using ibuprofen prn the
duration of his anticoag therapy) He was asked to hold 2 doses and returned 1 week later, which was 10
days after vaccine. At that time INR came down to 3.0 and CBC was ordered which came back normal for
him. He still did not have any symptoms of bleeding or thromboembolism.
Possible Bell's Palsy Rx of Prednisone 60mg Daily x7 days Valacyclovir 1000mg TID x7 days
Bells Palsy with right sided facial weakness
Patient started having right side facial dropping on. Patient went to ED and followed up with PCP on 1/6/21
and treated with oral steroids for 6 days.
Patient reported stroke-like symptoms as he was driving to work: started ""feeling funny"" with dizziness;
progressed to feeling weakness in left side of face with facial drooping; tingling in left hand progressed to
numbness and weakness in left arm and leg; difficultly coordinating motor movement in right arm; difficulty/
diminished speech ""tongue felt fat."" Symptoms resolved within appx 1+ hour from onset. Per patient, he
was given an injection at the hospital (unsure for what?) and was discharged with a prescription for
chlorthalidone 25mg daily, blood pressure was elevated.""
Bells Palsy. I had left sided facial paralysis starting 77 hours my injection. I called the Hospitalist at my
hospital and treatment of Valacyclovir 1000mg tid x7 days and Prednisone 60mg daily x7days. The next day I
had numbness around my lips and chin on the left side and the third day I had minimal paralysis around my
mouth. It was resolved by day 4.
The patient received her first Moderna COVID-19 vaccination on 12/29/2020. However the patient was
diagnosed with a positive COVID-19 test on January 4, 2021. Patient complained of nausea, vomiting, back
pain, and sharp chest pain. On January 13, the patient presented to the emergency department again
with shortness of breath and sharp, stabbing left-sided chest pain radiating to her back and right side. Initial
work up ruled out cardiac etiologies. CTA chest demonstrated COVID-19 pneumonia. The patient
complained of bilateral lower extremity weakness which had been progressing since her COVID-19
vaccination, per patient report. However, during her hospitalization the patient's bilateral lower extremity
weakness began to accelerate. On the 13th, the patient was able to ambulate to and from the bathroom
herself. Then on January 14 the patient required maximum assistance. Neurology was consulted and work
up initiated for suspected possible Guillain-BarrT syndrome (GBS) secondary to recent COVID-19 infection.
On January 15, 2021, the patient became obtunded and unable to protect airway. She was emergently
intubated for acute hypercapnic respiratory failure secondary to GBS. Neurology started GBS treatment with
IVIG. Patient also developed NSTEMI and Takotsubo cardiomyopathy. Patient remains critically ill requiring
mechanical ventilation.
Chills, fever, loss of appetite, Bell?s palsy , headaches
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right eye twitched and fluttered for 3 days and then on day 3 right jaw and part of right eye started going
numb, even causing a little speech stuttering; later on day 3 right arm and shoulder also went numb and was
painful. went to ER because doctor on demand instructed to. due to possibility of a stroke; ER dr ruled out
stroke and diagnosed bells palsy; signs/symptoms completely resolved next day
Moderna COVID-19 Vaccine EUA On 1/9/2021 I suffered a lacunar stroke, Symptoms of left sided paralysis .
The symptoms came and went. I was life flighted to Hospital. Underwent several test . CT,MRI,ECHO and
labs among other test I was in patient ICU for 3 days. Discharged home. The longest event lasted 4 hours .
My BP was extremely elevated. I had borderline HTN in past but never that high. Fortunately I have
regained the use of my left side and minimal side effects remain. Unsure if the vaccine could have elevated
my BP
Initially, no immediate problems other than slightly tender at injection site. Approximately 48 hours later
(evening 01/14/2021) started to notice increased inflammation about the size of a ""quarter"" on left side of
chin. I did have a pimple/ingrown hair at this site prior to the injection which was mostly healed but not
entirely healed. The next morning, 01/15/2021, I experience mild facial numbness to the left side of my chin
and mild facial paralysis resulting in an asymmetrical smile, and mild swelling to the left side of my face. Two
day later (morning 01/17/2021) with my symptoms not worsening but showing only a little improvement, I
went to my local urgent care for evaluation. Provider was not 100% sure of the diagnosis but felt this could
be a case of shingles or folliculitis. I was treated with a 7 day course of acyclovir and a 10 day course of
doxycycline hyclate. The numbness subsided 2-3 days after treatment began. The facial paralysis and swelling
showed much improvement (90-95%) after completing the acyclovir on 01/24/2021; however, I feel there is
still a little more improvement to go.""
Started on 1/16/21, noticed droopiness and slurring on the left side of her mouth, and the eyelid did not
want to shut properly, could not raise the eyebrow on that side. Stayed that way until yesterday, 1/28/21,
was able to raise the left eyebrow and her lip was starting to normalize, but still having some droopiness
from it. Called her provider and looked it up on the internet, and was told she had Bell's Palsy. Told her to
keep an eye on it, and if anything else happened to go into the hospital to see if it was a stroke. It did not
affect her limbs or have any other stroke symptoms, just the left side of her face.
Left arm tingling and numbness - continues today. Left eye droopiness - x 1.5 weeks. Resolved.
Diagnosed with Bells Palsey
Patient developed headache, sore, jaw and facial drooping on Friday 1/29 in the evening. On Monday 2/1
saw a local provider and was diagnosed with Bells Palsy.
Starting the next day, I had an increased sensitivity to motion sickness. This is unusual as I am a paramedic
and work in an ambulance for a living. I also suffered 2 nights of insomnia. On the evening of the third day, I
developed joint aches, fatigue, and a series of normal bowel movements (five in 2 hours). The next morning I
added a lost of balance and a slight right side facial droop around my eye (no numbness). Later that day I
developed nausea and vomiting, a single period of cold chills followed by a period of a hot flash. However, I
never developed a fever. By day five, all of my symptoms resolved with the balance issue being the last.
Also of note, early on, my blood sugar was elevated, blood pressure was elevated, and pulse elevated.
48 hours after vaccination, patient developed right sided facial droop, excessive tearing in right eye, inability
to close right eye fully, inability to raise right eyebrow. Patient advised to not take 2nd vaccine dose. He
was given oral corticosteroid prescription and advised to use eye lubrication ointment frequently and wear
eye patch at night. He was advised to see Ophthalmologist to make sure no injury to cornea since he is
unable to fully close eye and potential for eye drying at night when sleeping.
Bells Palsy Left side
3 d post vaccine hospitalized with orthostatic hypotension and vertigo 5 d post vaccine developed R face
Bells Palsey
Went to ER on 01/25, diagnosed with Bell's Palsy. Patient was having pain in jaw and terrible headaches.
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After the 3rd day from receiving the vaccine, both my ankles became very tender. The tenderness extends
from the top of the ankles to the toe on the top part of the foot. If I touch the area mentioned or if I push my
foot down it hurts. The pain has not gone away as of today. The pain is more on my left foot which is more
paralyzed than my right foot.
Patient reported to the ED with complaints of right sided facial drooping. Right eye watering. Inability to
close right eye. No motor weakness in her body. Right sided ear pain. loss of right nasolabial fold.
Paralysis legs intermittent; Disoriented; Malaise; Fatigue; Fever; A spontaneous report was received from a
consumer concerning an 85-year-old, Asian, male patient who received Moderna's COVID-19 vaccine (mRNA1273) and experienced fever (pyrexia), malaise, fatigue, disorientation, and intermittent leg paralysis
(diplegia). The patient's medical history included stroke and hypertension. No relevant concomitant
medications were reported. On 16 Jan 2021, the patient received their first of two planned doses of mRNA1273 (Lot number: 039K202A) intramuscularly for prophylaxis of COVID-19 infection. On the same day, the
patient experienced symptoms of fever, malaise, fatigue, disorientation, and intermittent leg paralysis.
Treatment for the event included acetaminophen. Action taken with mRNA-1273 in response to the events
was unknown. The outcome for the event fever and disorientation was reported resolved on 20 Jan
2021.The outcome for the event paralysis legs intermittent was reported resolved on 22 Jan 2021. The
outcome for the event fatigue and malaise was reported as resolved on 23 Jan 2021.; Reporter's Comments:
Very limited information regarding this events has been provided at this time. Further information has been
requested.
Bells Palsy right side of face, sx. almost gone on 2/23/2021
Bell's palsy treated with steroids
Day 1 pain in left arm vaccine site, fatigue. Day 4 pain in left arm grew to more intense pain and spread up
left shoulder to neck and left side of face and around eye area. Same exact feeling as Bell's Palsy. Day 5 - I
took Valtrex I already had 1 gm Day 6-13 doctor prescribed Prednisone 60 mg + Valtrez 1 gm for first day
(adjusted to 50 mg Prednisone days 7-12 due to Prednisone side effects, then 20 mg on day 13). After day 7
facial palsy began to decrease in eye area. Overall Bell's Palsy symptoms after full course of treatment have
finally subsided after day 20, for now. Hoping they will not return. Very scary and intense experience.
Exercise and PT helpful.
Patient with fever 100.7F and fatigue on 2/27/21. Okay next day, then in afternoon of 3/1/21 patient with
tingling in face and body for approximately 30 minutes and some facial drooping on right side for
approximately 5 minutes. Patient able to talk, no arm drift, 7th CN intact.
PATIENT DESCRIBED LEFT SIDE OF FACE FEELING FUZZY. WITH SMILE DROPPING ON THAT SIDE. PATIENT
WAS ADVISED TO BE EVALUATED BY ED
Bell?s palsy, systemic rash, allergic reaction. Patient woke up 02/27 with allergic reaction including copious
mucus in nose and throat and coughing which lasted 1 hour +. When recovered somewhat patient?s left
lower was swollen and it felt like she had received shot of Novocain. Symptoms resolved within about 2 hr
after taking 25 mg Benadryl. Sunday evening 2/28, patient noticed itchy rash over body (mostly torso and in
?hot spots?) and mild lip numbness also. She took more Benadryl thru the night (every 4hours) helped.
Monday all were worse. So patient called her PCP and they advised her to go to ER. She went to hospital.
There she was diagnosed with post dose reaction to covid vaccine (Moderna) and given prednisone, albuturol
inhaler and Pepcid prescriptions in addition to Benadryl around the clock.
Bell's Palsy per emergency department. Per ED note: ""She states initially she had some sore left arm that
got very sore by Saturday night but then she awakened with facial numbness on Sunday she describes it as
an inflamed feeling as if she is seen at at the dentist initially started on the right then went to the left by
Sunday night she had bilateral facial numbness and today however it is only on the left side. She describes
difficulty closing her left eye by last night and difficulty drinking and she drools."" Treated with Prednisone
.""
Patient developed Bells Palsy
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Bell's Palsy occurred on right side of face , beginning 3 days after injection. Treated with steroids by primary
care physician. Followed up with neurologist who ordered bloodwork and MRI (awaiting results). 3 weeks
later, palsy still has not resolved. It was advised to wait at least 6 weeks and until the palsy is resolved
before getting the second Moderna shot.
Bell's palsy
Shingles; Pain behind ear; Rash; Slight dropping in face on the side of vaccination; A spontaneous report was
received from consumer concerning a 63 Years-old female patient who received Moderna's COVID-19 vaccine
(mRNA-1273) and experienced events- Drooping of Face, Pain Behind Ear, Rash and Shingles. The patient's
medical history was not provided. No relevant concomitant medications were reported. On 13 Feb 2021,
prior to the onset of the events, the patient received their first of two planned doses of mRNA-1273
(lot/batch: 030MZ0A) intramuscularly for prophylaxis of COVID-19 infection. On 16 Feb 2021, the patient
noticed that she was experiencing slight dropping in her face on the side of the vaccination. The next day, on
17 Feb 2021, the patient began experiencing some pain behind her ear and a small rash on the same side.
She was diagnosed with shingles on 22Feb2021. Treatment information provided include Allergy Pills,
Tylenol, Prednisone, Anti-Bacterial medications. Action taken with mRNA-1273 in response to the events
was not reported. At the time of this report, the outcome of the event- Drooping of Face, Pain Behind Ear,
Rash and Shingles was unknown.; Reporter's Comments: Based on the information provided and a temporal
association between the reported events and the administration of mRNA-1273 vaccine, a causal relationship
cannot be excluded.
Within 1 hour of the shot (3/4 @ 13:00) I had significant dizziness and felt my heart flutter frequently.
Personal heart monitor showed arrhythmia. The following day (3/5) I had significant muscle aches causing me
to miss work. On 3/6 the pain had subsided. By 3/7 I had facial weakness to the point of difficulties eating
around 11 am, and difficulties talking. At 20:00 I realized when I smiled half of my face did not move. I
proceeded to the Emergency Room where I was diagnosed with Bells Palsy.
Bell's Palsy type of reaction, sagging on left side of face primarily at the chin line. some puffyness. Tingling
sensation from chin to temple. Tightness around the face. Blood pressure elevated. No adverse effects
prior to this. Have read that others having this reaction have had facial injections of Botox or fillers. I have
never had this. No treatment was given. I used a warm compress and exercised my muscles by trying to
whistle. Facial symptoms went away in 48-72 hours. Still working on the blood pressure.
I had a visual aura seizure four days after the first vaccine. It started with minor stars/auras in the right side
of my right eye and within about 5 minutes, half of my vision was gone. After resting and eating, my vision
was restored and the aura stopped. A couple of weeks later I had episodes of minor facial drooping, which
lasted for a few hours each.
Pt had facial paralysis on one side of face. Pt reporting right side of face was drooping.
Immediate recurrence of GBS post vaccination. This time around on Tuesday pt got a COVID vaccine and 6
hours after pt started feeling nauseous and 3 days after the vaccine had numbness in his feet b/l at first.
Numbness travelled upwards up to the knees. Next the weakness started extending upwards to his mid
thigh. Pt will not put any weight on his legs because he knows he is very unsteady. Today he has numbness
in his hands b/l. Pt had no symptoms before Tuesday. He lives at home (independent senior facility) and is
coming from there. Pt woke up this morning and went from his bed to his chair and since then pt was not
able to get up from the chair.
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Bell's Palsy; A spontaneous report was received from a consumer concerning a 85-years-old, male patient
who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced Bell's palsy. The patient's medical
history was not provided. No relevant concomitant medications were reported. On 08 Feb 2021,
approximately three days prior to the onset of the event, the patient received their first of two planned
doses of mRNA-1273 (Batch Number: 013M20A) in the left arm for prophylaxis of COVID-19 infection. On 11
Feb 2021, the patient experienced medically significant event Bell's palsy. Treatment details for event Bell's
palsy included antiviral medication. Action taken with mRNA-1273 in response to the event Bell's palsy was
not reported. The outcome of the event Bell's palsy was not recovered.; Reporter's Comments: Very limited
information regarding the events has been provided at this time. Further information has been requested.
one side of his face was paralyzed/ had bell's palsy; A spontaneous report was received from a consumer
concerning an 85-years-old male patient who received Moderna's COVID-19 vaccine (mRNA-1273) and one
side of his face was paralyzed (Bell's palsy). The patient's medical history as not reported. Concomitant use
was not reported. On 08-Feb-2021, the patient received their first of two planned doses of mRNA-1273 (Lot
number: 013M20A) intramuscularly in left arm for prophylaxis of COVID-19 infection. On 11-Feb -2021, three
days after receiving vaccine, one side of his face was paralyzed. They called the nurse line and was unsure if
he was having a stroke. They were instructed that he needed to go the emergency room and to call 911.
After several hours in emergency department, the healthcare professionals said he had Bell's Palsy. He was
given antiviral medication, prednisone, and eye drops as a treatment. Action taken with mrna-1273 in
response to the event was not reported. The outcome of event was not reported.; Reporter's Comments:
Based on the current available information which includes a temporal association between the use of the
product and the start date of the reported events, and excluding any other etiology, a causal relationship
with the event cannot be excluded.
pt stated that he got the covid vax he developed head ache and fatigue. Around the 4th day he started
having a tickling and numbness around the mouth area. On 3/1/2021 he felt a difference and could tell
something was going. He went to see his PCP on 3/2/2021. He was diagnosed w/ Bells Palsy. He did not
give him any meds that day. When he got home his symptoms got worse. He contacted his PCP which then
prescribed steroids and baclofen. Pt is applying warm compresses and messages. He has also had
acupuncture. His left eyebrow is downward and the left side of his mouth is drooping. He feels like he has
sand in left eye.
Progressive weakness and paresthesias in BLE and BUE over 3 weeks. Workup suggests guillain-barre
syndrome.
Arms, legs and body was paralyzed; Nerve pain that travel from her head to the back; Excruciating pain,Pain
is still remaining; Not being able to get up from bed; Lightning pain in the back; A spontaneous report was
received from a 76 year old female patient concerning herself, who received Moderna's COVID-19 vaccine
(mRNA-1273) and experienced excruciating pain and the feeling of not being able to get up from bed, because
her arms, legs and body was paralyzed, nerve pain that travel from her head to the back and patient had
lightning pain in the back. The patient's medical history was not provided. Concomitant medications were
not reported. On 26 Feb 2021, the patient received the first of two planned doses of mRNA-1273
intramuscularly on left arm for prophylaxis of COVID-19 infection. On 01 Mar 2021, after receiving the first
dose of the mRNA-1273, the patient experienced excruciating pain, feeling of not being able to get up from
bed, because her arms, legs and body was paralyzed (Other Important Medically Significant). This pain was
still remained, kind of nerve pain that travel from her head to the back and also the patient had lightning
pain in the back. Laboratory investigation details was not provided. Treatment details included Tylenol for
pain. Action taken with mRNA-1273 in response to the events was not reported. The outcome of events,
excruciating pain, feeling of not being able to get up from bed, because her arms, legs and body was
paralyzed, nerve pain that travel from her head to the back and lightning pain in the back was not
recovered/not resolved at the time of reporting.; Reporter's Comments: Based on the current available
information and temporal association between the use of the product and the start date of the events, a
causal relationship cannot be excluded.
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Bells palsy; Soreness; Neck pain; A spontaneous report was received from a consumer concerning a 44-yearsold, male patient who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced soreness/ pain,
bells palsy/ facial paralysis and neck pain. The patient's medical history was not provided. No relevant
concomitant medications were reported. On 8 Feb 2021, prior to the onset of the events, the patient
received the second of two planned doses of mRNA-1273 (Batch Number: 039K20A) intramuscularly for
prophylaxis of COVID-19 infection. On 11 Feb 2021, the patient experienced soreness, bells palsy , and neck
pain. No treatment information was provided. The patient received both scheduled doses of mRNA-1273
prior to the events, therefore action taken with the drug in response to the events was not applicable. The
outcome of the events, soreness, bells palsy, and neck pain was not reported.; Reporter's Comments: Based
on the current available information and temporal association between the use of the product and the start
date of the events, a causal relationship cannot be excluded.
Bell's Palsy, left side began drooping/complete drooping of left side, unable to close eye; taste as being off;
numbness; soreness, achiness; bad headache; A spontaneous report was received from a Health Care
Professional, concerning a female patient who received Moderna's COVID-19 vaccine (mRNA-1273) and
developed bell's palsy, bad headache, taste as being off, soreness, achiness, numbness. The patient had no
history of bell's palsy. Concomitant product use was not provided by the reporter. On 10 Mar 2021,
patient received her second of two planned doses of mRNA-1273 vaccine. (Batch number:027A21A)
intramuscularly for prophylaxis of COVID-19 infection. On Saturday 13 Mar 2021, patient had bad headache
and on 16 Mar 2021, patient reported taste being off, soreness, achiness, numbness and left side began
drooping. On 17 Mar 2021, patient went to emergency room due to complete drooping of left side and
unable to close eye. Treatment for the event included IV methylprednisolone sodium succinate and patient
was sent home with prednisone pack and valacyclovir (1g/5 days). The patient received both scheduled
doses of mRNA-1273 prior to the events; the action taken with respect to the drug in response to the events
is not applicable. The outcome of the events, bell's palsy, bad headache, taste as being off, soreness,
achiness/pain, left side began drooping/complete drooping of left side, numbness and unable to close eye
were considered as unknown.; Reporter's Comments: Based on the current available information and
temporal association between the use of the product and the start date of the events, a causal relationship
cannot be excluded.
Progressive symptoms highly consistent with guillian barre syndrome
On Saturday March 27,2021 the patient was fine on the actual day of second shot which she received at
approximately 11:30am. The next day she had a fever of 102, chills, body aches, and severe headache.
Tylenol was given with little relief. Symptoms persisted until Monday morning and she reported feeling
?much better.? On Tuesday 3-30-21 at about 3pm she passed out n was taken to an urgent care center
where a CT scan of the head was done and was negative. She was discharged to home. The next morning she
felt ok but as the day went on she developed facial drooping and slurred speech. She was taken back to the
ER and admitted where she remains. An MRI confirmed an ischemic stroke on 4-1 -2021
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Swollen lymph node; She was diagnosed with shingles; Left side of her face became droopy; This spontaneous
case was reported by a consumer and describes the occurrence of FACIAL PARALYSIS (Left side of her face
became droopy) in a female patient of an unknown age who received mRNA-1273 (Moderna COVID-19
Vaccine) for COVID-19 vaccination. The occurrence of additional non-serious events is detailed below. The
patient's past medical history included No adverse event (No medical history reported. ). On 13-Feb-2021,
the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On
16-Feb-2021, the patient experienced FACIAL PARALYSIS (Left side of her face became droopy) (seriousness
criterion medically significant). On 02-Mar-2021, the patient experienced HERPES ZOSTER (She was diagnosed
with shingles). On an unknown date, the patient experienced LYMPHADENOPATHY (Swollen lymph node). At
the time of the report, FACIAL PARALYSIS (Left side of her face became droopy), HERPES ZOSTER (She was
diagnosed with shingles) and LYMPHADENOPATHY (Swollen lymph node) outcome was unknown.
The
action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown.
Concomitant
product use was not provided by the reporter. The treatment information was reported as prednisone.
Based on the current available information and temporal association between the use of the product and the
start date of the events, a causal relationship cannot be excluded.; Sender's Comments: Based on the current
available information and temporal association between the use of the product and the start date of the
events, a causal relationship cannot be excluded.
I first noticed an increase in mucus in my lungs, causing me to cough up phlegm. The vision issues have
increased the MS Optic Nuritis problems, loosing vision in right eye! But its the headaches I can't stand.
They come and go, and sometimes its sooo bad that I can't move my head and body. Sitting in the dark
helps. Thus having MS and lowered immune system has the headaches causing me to be immobile during
episodes, sometimes lasting only an hour, sometimes all day! And chills, but not as bad as the headaches. I
don't want to lose my vision again due to having to do these vaccines every year with these side affects.
Pt is a 64yo F with no known PMH who presented today with Left side facial droop with left side neglect.
She reports that around 1230, she felt like her knees became weak and she fell to the ground. She notes
that the landlord found her and called EMS. Pt reports that she did not feel any other symptoms such as N/v,
CP, dizziness, lightheaded, slurred speech, abd pain, visual changes, seizure like activity, incontinence, sore
tongue, or SOB. It was noted by EMS that she had left side facial droop. Pt reports that she felt normal prior
to this event and was able to do all ADLs and ambulate without assistance. She does not report any medical
hx but admits to not seeing a PCP in years. She denies smoking and excessive etoh use as well as illicit drug
use. She notes that she has a family hx of MIs with her brothers and sister all in the ages of 60. Her father
had diabetes and HTN for which he passed from ""GI blockage"" and her mother passed from hemorrhage
giving birth. She does not recall a family hx of stroke or abnormal bleeds. In the ED, her vitals were
significant for a BP 231/114. She had an NIH of 12 and a HCT was ordered showing right basal ganglia
hemorrhage concerning for HTN cause. NSY has been called with patient started on cardene gtt and keppra.
CBC significant for hgb 12.6 and CMP with K low at 3.1. EKG was obtained showing LVH with potential
ischemia. Cardiology was called and noted that changes where likely in relation to LVH. A troponin was
obtained and negative. Lastly, she has had a Head and neck CTA without evidence of Carotid artery blockage
but an occlusion present at the distal P2 right PCA.""
I was dx with possible bell palsy mainly effecting my right eye. I was prescribed prednisone and famciclovir.
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Bell's palsy/facial paralysis; This is a spontaneous report from a contactable other Health Professional
(patient). A 28-years-old female patient received first dose BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE,
lot/ batch number: 33121, brand: EJ1685), via an unspecified route of administration at left arm on
18Dec2020 09:30 at single dose for covid-19 immunization at hospital. Medical history included anxiety,
depression, diagnosed COVID-19 prior vaccination. No known allergies. Concomitant medication included
fluoxetine hydrochloride (PROZAC) in two weeks. No other vaccine in four weeks. The patient experienced
bell's palsy/facial paralysis on 21Dec2020 19:00 with outcome of not recovered. The seriousness was
reported as no. The adverse event result in doctor or other healthcare professional office/clinic visit,
Emergency room/department or urgent care. The treatment received for the adverse event was reported as
unknown.; Sender's Comments: Based on available information, a possible contributory role of the subject
vaccine cannot be excluded for the reported event of Bell's palsy due to temporal relationship. However, the
reported event may possibly represent intercurrent medical condition in this patient. There is limited
information provided in this report. Additional information is needed to better assess the case, including
complete medical history, diagnostics, counteractive treatment measures and concomitant medications.
This case will be reassessed once additional information is available. The impact of this report on the
benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation,
including the review and analysis of aggregate data for adverse events. Any safety concern identified as part
of this review, as well as any appropriate action in response, will be promptly notified to Regulatory
Authorities, Ethics Committees and Investigators, as appropriate.
I received my vaccine on 12/18/2020. The side effects I experienced were initially as expected. Mild
headache, muscle pain at the injection site. However, the muscle issues have not subsided, and have
actually gotten worse. Day 3 I began having a burning sensation in my underarm area radiating back
towards my triceps. Muscle spasms continued to increase and spread to include deltoid, trapezius, and SCM
muscles. Yesterday I developed a fever and began having a burning sensation down my triceps muscles and
radiating into my forearm (radial side). No visible rash noted. Slight weakness in left arm.
Right sided jaw pain started 12/22/20 in the am progressed through the evening. When I woke up I had
numbness and weakness in the right of my tongue which I quickly realized included the right portion of my
face. Included tongue was numb and I couldn't move it. An Er trip and CT scan confirmed it was Bells Palsy.
Today, My symptoms continue. Top of my head all the way to the way to bottom of neck is experiencing
paralysis. Can move tongue now and it's partly numb but it's cooperating a bit more now. Nerve pain has
worsened all over all the right side of face. Feels like someone has kicked face and I have a deep bruise. It's
a deep ache. Nothing will take away the ache away. My eye doesn't lubricate like it should. So I have to
either manually close it and wet it manually or tape it closed.
Bell?s palsy, right side of face is numb, with difficulty closing eyes, smiling, raising eyebrows, eating,
drinking, swallowing.
Lightheadedness was the first 2 days after the vaccine (arm discomfort). Felt numbness on the left upper lip
2-3 hours after vaccine, but noted facial droop 3 days later. Numbness is improving at this time. Some
fatigue.
Headache, Fatigue- on day 2 Bels Palsy- Day 4
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ball palsy, facial dropping; painful shingles; This is spontaneous report from a contactable consumer reported
for herself. A 47-year-old female patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19
VACCINE; batch/lot number: EK5730; dosage form: injection) via an unspecified route of administration as
injection to left arm on 24Dec2020 at 7:30 am at a single dose for COVID-19 immunization. Relevant medical
history and concurrent conditions included slight hypertension from Jul2020 and ongoing. Concomitant
medications included lisinopril from Jul2020 and ongoing for slight hypertension. The patient developed ball
palsy, facial dropping which did not lasted long but she still had the painful shingles on 27Dec2020, after the
first dose. She wanted to know the recommendations for taking the second dose which is due in 10 days. The
patient wanted to know if she should receive the shingles vaccine. This caller was a lab tech who works in
the healthcare industry and manages a medical office; but clarified she did not call on behalf of a healthcare
professional. She was the patient who received her first dose of Pfizer SARS-CoV-2 Vaccine on 24Dec2020.
She reported onset of what the Urgent Care Physician believed was Shingles on 27Dec2020. She called to
ask if she should or should not receive the second dose of Pfizer SARS-CoV-2 Vaccine on 14Jan2021 as
scheduled due to the Shingles. The Urgent Care Physician advised her to still get the second dose, as there
was about a 1:10,000 chance of developing shingles with the vaccine. She reported shingles as a reaction
subsequent to the Pfizer SARS-CoV-2 Vaccine. Initially on 27Dec2020 she developed sites of what she thought
were canker sores or fever blisters in her mouth which had gotten pretty large and stopped her from being
able to eat on 29Dec2020. Then on 30Dec2020 she developed sites on her face which have gotten scarily
large; and was causing some deep nerve pain going to her eye and down her chin; the sites felt like lesions
on her face with roots. The sites in her mouth were now completely gone; but the sites on her face are
ongoing. Now it has kind of taken over her face. She saw the Urgent Care Physician regarding this who
believed the sites to be shingles. She had never had fever blisters or shingles before this event. She was still
kind of reeling. The report was reported as non-serious. The outcome of event ball palsy/facial dropping was
resolved and of shingles was unknown.
balls palsy headache arm sore
balls palsy headache sore arm
Received Phizer COVID 19 vaccine on Tuedsay, January 5, 2021. Friday am did not feel well, Congestion, HA
and CP. Friday evening shaking chills and fever with extreme fatigue. GI symptoms and congestion Saturday.
Feeling better by Saturday evening.
Following the first COVID vaccine dose on Dec/18/2020, I had headaches that started on the third day and
ended on the tenth day. The headaches were usually light, unilateral, and alternating from one side to the
other. I was usually functional except on the fourth and seventh days where the headaches were moderate
to severe, and I took naps to help with the headaches for those two days. I have never had an issue with
headaches before, and these symptoms were a new experience for me. I did not take any medications as
treatment for the headaches. Following the second COVID vaccine dose on January/7/2021, I felt fatigue and
generalized muscle aches within six to twelve hours, and these symptoms lasted for two days. On
January/10/2021, when I woke up that morning I again felt light, unilateral, and alternating headaches. In
addition, I noticed that I was unable to move the left side of my face. I felt moderate tingling sensations
associated with the distribution of the paralysis. When I looked in the mirror, I could quite noticeably see
asymmetry in my face. I immediately went to the emergency department at the hospital where my primary
care doctor is located. I was kept in the hospital into the next day for observation. After evaluation by a
neurology team and an MRI, I was provided with the diagnosis of Bells Palsy. I have never previously been
diagnosed with Bells Palsy, and I have never previously had a hospital stay before. The doctors prescribed
medications which I am currently taking. As of today January/12/2021, the symptoms have had some
improvement, but the symptoms still continue.
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Bell's palsy; Loss of taste; Can not close one eye, no muscle movement on one side of the face.; This is a
spontaneous report from a contactable nurse. An adult female (not pregnant) patient received first dose of
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), intramuscular in left arm on 05Jan2021 15:30 at single
dose for COVID-19 immunization. There were no medical history or concomitant medications. The patient did
not receive any other vaccines within 4 weeks prior to the COVID vaccine. The patient did not have COVID
tested post vaccination and did not have COVID prior vaccination. The patient had no known allergies. The
patient experienced Half face paralysis, Bell's palsy. Loss of taste. Can not close one eye, no muscle
movement on one side of the face. All on 08Jan2021 14:30 with outcome of unknown. No treatment was
received.; Sender's Comments: A possible causal association between administration of BNT162B2 and the
onset of Half face paralysis/Bell's palsy cannot be fully excluded, considering the plausible temporal
relationship and the known adverse event profile of the suspect product. The impact of this report on the
benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation,
including the review and analysis of aggregate data for adverse events. Any safety concern identified as part
of this review, as well as any appropriate action in response, will be promptly notified to Regulatory
Authorities, Ethics Committees and Investigators, as appropriate
2nd vaccine on Saturday. Sunday, burning feet, leg, thigh. Went to ER to check if it was cause by diabetes,
was told its probably not Gulliam Barre. Still having the symptoms. Worsen when laying down, better with
movement.
Slurred Speech Bels Palsy
Right sided facial weakness paralysis. Headache radiating from right base of skull to right ear to top of head.
Reporter received second COVID-19 vaccine on Wednesday 1/19 with no immediate side effects. On Friday,
1/22, reporter began experiencing issues blinking. Saturday morning, 1/23, side effects expanded to her
mouth. She called a 24/7 health hotline and was diagnosed with Bell's Palsy. She began prednisone
Saturday afternoon (1/23). Symptoms persist, but do not seem to be progressing. Has been to her PCP who
confirmed initial diagnosis and will schedule appt with endocrinologist to address change in blood sugars
with prednisone. Received the vaccine in her right arm, which is the same side of her face affected.
Patient is a 71-year-old female with PMH of type 2 diabetes, hypertension, hyperlipidemia, cataracts,
glaucoma who was transferred from Medical Center as a stroke code after she presented there for rightsided weakness, facial droop and visual changes. Patient was given TPA in the past she was within window
and she was then transferred here for further management. Patient's symptoms continue to resolve. She
was admitted in the ICU and managed by neuro critical care and neurology. Further imaging including CTA
head and neck, MRI brain did not reveal any stroke. An assessment of small vessel disease was made which
likely resolved after TPA was given. Patient was assessed by PMR and PT/OT and deemed safe to go home
with family care and no restrictions. Echo, telemetry and EKG showed no signs of cardiac involvement.
Patient was started Plavix x21 days and chronic baby aspirin. She was also started on Crestor 20 mg daily.
Patient is to follow-up with neurology in 3 months as she got TPA. She will also follow-up with her PCP on
discharge.
Bell Palsy
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stroke-like symptom; Left arm droop; no feeling on left side; loss of mobility in left arm; droop on left side of
face; This is a spontaneous report from a contactable consumer. An 83-year-old female patient received the
first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE; brand: Pfizer, lot number: Ek4176) via an
unspecified route of administration on 16Jan2021 at 10:00 AM at a single dose for COVID-19 immunization.
Medical history included blood pressure needs controlling and allergies: penicillin. It was unknown if the
patient received any other vaccines within 4 weeks prior to the COVID vaccine. Other medications the
patient received within 2 weeks of vaccination included nebivolol hydrochloride (BYSTOLIC), terazosin,
famotidine, olmesartan (reported as olmsartan), amlodipine, and atorvastatin calcium (ATORVASTIN). Facility
where the most recent COVID-19 vaccine was administered at nursing home/senior living facility. The
patient was not pregnant at the time of vaccination. On Tuesday 19Jan2021 at 5 am, patient had stroke-like
symptom: left arm droop, no feeling on left side, loss of mobility in left arm, droop on left side of face. The
event resulted in emergency room/department or urgent care, and hospitalization. The event was reported
as serious with seriousness criteria of caused/prolonged hospitalization. It was unknown if treatment
received for event. The outcome of event was unknown. Prior to vaccination, the patient was not diagnosed
with COVID-19. Since the vaccination, the patient had not been tested for COVID-19.
Noticed facial drooping on the left side starting on Friday night and symptoms increasing. Went to urgent
care on Monday morning. facial drooping increased over the weekend also lift eye was irritated from lack of
moister and did not close or blink without extra effort. wore a patch and lubricated over the weekend.
Diagnosed as Bellys Palsy at Lander urgent care medical clinic. Prescribed course of prednisone. Also
Erythromycin op mgigm oin akor for the left eye and wear a patch until eye will blink and close normally.
Bell's Palsy
3 days after second dose of Pfizer vaccine, (01/30/2021), went to emergency room for facial droopiness and
numbness on the left side. Was diagnosed with Bell?s palsy in the ED. Currently taking prednisone (60 mg once a day). Valtrax (1mg - 3x a day), Erythromyocin eye ointment (.5% - 4x daily)
Bell?s palsy
Left fourth cranial nerve palsy and double vision.
On 2/6/2021 woke with neck pain and droopy eyelid on the left side of the face. Went to the ER and was
diagnosed with Bell's Palsy.
Second COVID vaccine on 1/14/21 - The patient is received her second dose of Pfizer vaccine at Hospital.
Post dose she experienced intermittent sensation of tingling on left posterior neck area with no paresthesia
and difficulty lifting bilateral extremities. Three days after administration of the vaccine she began noticing
weakness in her legs that eventually progressed to her arms bilaterally. She developed pitting edema and
SOB. Per infectious disease MD, the main suspicion is for GBS Guillain-Barre Syndrome given exam findings.
Pt's weakness and resulting inability to ambulate may have pushed pt into CHF exacerbation. Patient
received 3 days of IVIG which was discontinued due to worsening mental status. Naranjo scale score of 2
indicates possible ADR.
Droopy right side of face and right eye starting 02/07/21. Inability to close lid on right eye. This began
Sunday 02/07/21 around 4:00 pm. Got worse Monday effecting both sides of face. Today, Wednesday back to
just right side of face and right eye. Just had video appointment with Doctor, he believes could be Bell's
Palsy, possibly from the vaccine shot. He advised me to report to CDC. He also has ordered two prescriptions.
On February 4, 2021, patient woke up at 3 a:m, left eye kept opening and closing, vision was blurry, and left
side of face numb by lips and jaw. She took 2 Benadryl and took a nap Thursday afternoon. She went to the
ED later and was told it may be Bells' Palsy but was referred to PCP. She is on 5 mg Prednisone but
rheumatologist increased dose and put on 5 day regimen. She saw PCP and he told her she had Bell's Palsy
and just to follow regiment prescribed by rheumatologist.
paralysis in left side of face (eye and mouth)
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cranial nerve 3 palsy. Ptosis of the left eye, it was completely shut; cannot hear; This is a spontaneous report
from a contactable physician. A 93-years-old male patient received the first dose of BNT162B2 (PFIZERBIONTECH COVID-19 VACCINE), via an unspecified route of administration on 22Jan2021 at a single dose for
COVID-19 immunization. Medical history included atrial fibrillation, hypertension, hyperlipidaemia, diabetes,
and chronic kidney disease. Concomitant medications were not reported. No additional vaccines
administered on the same date of the vaccine and no prior vaccinations within 4 weeks. The reporter is the
family's physician, who stated that the patient received the first dose of the Pfizer COVID vaccine on
22Jan2021 and three days later (25Jan2021), his left eye had ptosis - he was unable to open his left eye and
it was completely shut. The patient came to him and when he would try to lift the eyelid up, it would just
drop down. He then called a neuro ophthalmologist, he thought to himself that the patient could be having a
stroke. The patient was sent to the Emergency Room and kept overnight to do CT of brain, MRI of brain, CT
of orbits and MRI of neck. All tests came back normal, there was no stroke. The patient was discharged and
was told to go see an ophthalmologist; the eye doctor diagnosed him with Cranial Nerve 3 Palsy. The
reporter had read the consultation notes; the eye doctor ""wrote 1-2 days after he had COVID and had this
happen"". The reporter clarified that the patient never had COVID, maybe this was a misunderstanding or
typo with the doctor, but the patient just had the vaccine. The point is that the patient was diagnosed. The
reporter further added that the patient can't hear, and so he will provide the patient's son's phone number.
The reporter would like to know if this is a possible side effect of the vaccine and if he should receive the
second dose of the vaccine as he is due in two days (Friday at 8:30AM on 12Feb2021). It was also reported
that the ptosis has not gotten worse and has not resolved. The reporter added that the patient was
admitted to the hospital for a full day. The patient underwent lab tests and procedures which included
computerized tomography (CT) of the brain, CT of the neck, magnetic resonance imaging (MRI) of the brain
and MRI of the orbits-all of which resulted normal in Feb2021. The events cranial nerve 3 palsy and 'Ptosis of
the left eye, it was completely shut' had not resolved while the outcome of the rest of the events was
unknown. Information on the batch/lot number has been requested.; Sender's Comments: By close temporal
relationship, the company cannot completely exclude that the reported cranial nerve 3 palsy' is related to
BNT162b2 administration, even though medical history including atrial fibrillation, hypertension,
hyperlipidemia, diabetes, and chronic kidney disease, in the setting of elderly age, can be considered
confounding factors in the overall clinical evaluation of this event occurred three days after the vaccination.
Conversely, even though cannot be excluded as reportable event based on the information provided, the
company deems there is not a reasonable possibility that the reported deafness is related to BNT162b2
administration, but, at the present time, evaluated as an intercurrent condition that cannot be also excluded
as already present before the vaccination. The impacts of this report on the benefit/risk profile of the Pfizer
product is evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of
aggregate data for adverse events. Any safety concern identified as part of this review, as well as any
To whom it May concern: I want to report that after the first dose of Pfizer's COVID-19 vaccine I suffered
from peripheral facial paralysis and it affected my mouth. My right upper lip does not rise and I have trouble
eating, drinking, and washing my mouth. This is the first time something like this has happened to me.
Thanks for your attention.
Major Trigeminal Neuralgia flare, starting day 4, peaking day 6. Severe pain in right side of face, facial
droop/non-responsiveness. Other existing neurological issues exacerbated and breaking through current
maintenance regimen -migraine, major dizziness, vertigo, involuntary twitching, & muscle weakness. Day 7 is
better than day 6, but incrementally over the course of the day.
On the 26th, I started noticing it was hard to close my right eye and when I woke up for work on Saturday
the 27th, I realized I was completely numb and after visiting the Emergency Room it was determined that I
had developed Bell's Palsy.
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Bell's Palsy caused the side of my face to swell up and droop on one side; Eyes have been bothering him and
he is blinking; Can't talk very good because his lips are swelled up/hard to talk; This is a spontaneous report
from a contactable consumer reporting for himself. A 78-year-old male patient received the first dose of
BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE) (lot number EM9809/expiration date: not provided),
via intramuscular route of administration, on 04-FEB-2021 at 14:30 (at the age of 78 years old) 0.3mL as a
single dose in the right arm for COVID-19 IMMUNIZATION. Relevant medical history included patient was
diabetic since an unknown date and has psoriatic arthritis. Concomitant medication included infliximab
(REMICADE) infusion every 8 weeks for psoriatic arthritis and cetirizine hydrochloride (EQUATE ALLERGY
RELIEF). The patient had infliximab infusion the morning of 04Feb2021, prior to receiving the vaccination and
was told that infliximab would not be a problem with receiving the vaccination on the same day. On
07Feb2021, the patient went to the emergency room due to Bell's palsy, which was described as swelling of
lips, nose, mouth, and side of face and stated that he can't talk very good because his lips are swelled
up/hard to talk and his eyes have been bothering him and he is blinking. The patient stated, ""I went to the
emergency room at a hospital and what they said is totally unrelated to the COVID shot I got. In the
meantime, few days after I had the shot, I had somehow got Bell's palsy caused the side of my face to swell
up and droop on one side. I just wanted to get back to you so you knew that was not some reaction to the
COVID shot, it was something else."" Treatment for the event Bell's palsy included took Allergy Relief Equate
25mg ultra tablet and another allergy pill and it did not help swelling of lips, nose, mouth, and side of face.
Relevant tests included blood work on an unspecified date in 2021 ""two weeks ago"" that was all good. The
outcome of the events Bell's palsy, eyes have been bothering him and he is blinking and hard to talk was
unknown.; Sender's Comments: Based on the current available information and the plausible drug-event
temporal association, a possible contributory role of the suspect product BNT162B2 to the development of
event Bell's palsy cannot be totally excluded. The case will be reassessed if additional information becomes
available. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of
Pfizer procedures for safety evaluation, including the review and analysis of aggregate data for adverse
events. Any safety concern identified as part of this review, as well as any appropriate action in response,
will be promptly notified to Regulatory Authorities, Ethics Committees and Investigators, as appropriate.""
2/19/21 patient notice lump under Lt arm (painful), which resolved in 1 week. On 2/25/21 she felt tightness
and pressure on Lt side of the neck and behind Lt ear which was progressing to numbness. On 2/28/21 she
noticed LT facial droop and consulted her MD, who diagnosed her with Bell's Palsy and informed her that
could be a side effect from Covid 19 vaccine.patient says that her Lt side of face is still numb and she cannot
close her Lt eye, which causes dryness and discomfort. She was started on antiviral medication and steroids
by mouth.
Bell's Palsy - left facial droop 3 days after administration. Went to primary dr. and got rx for Valtrex and
Prednisone.
Sunday, February 28, 2021 around 7:30 to 9:00 consumer said the left side of his mouth felt different. Then as
time went by we both noticed the left side was different. Couldn't smile on left side like the right side. His
right eye blinked a lot more than the left eye. We did FAST testing for strokes. He was fine with his arms &
legs. We went to the medical center around 2:00 p.m. They checked him out did a CAT Scan, they seem to
think it is Bell's Palsy. The put him on Prednisone and Valacyclovir and Eye Lubricant Drops. Consumer had a
follow up with Dr on Tuesday March 2, 2021 at 8:45. He agrees with the diagnosis, however Dr wants
consumer to Have an Ultra Sound on Neck and MRI Wednesday March 3, 2021 at 3:00 for US and 4:00 for
MRI.
On 2/28/21 I began feeling numbness on the right side of my tongue and mouth. 3/1/21 numbness/weakness
began spreading to my right cheek and right side of lips. By 3/2/21 the numbness weakness covered the
entire right side of my face and caused mouth and eye droop. Went to the ER and was diagnosed with Bell?s
Palsy.
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Patient received her second covid 19 vaccine on the 18th of February - about four hours after she developed
some soreness, fatigue and had a hard time moving her arm. Continued for a couple of days. Sunday 2/21
patient woke up without taste and her tongue was numb. That evening she began having some neck pain,
below her ear, she massaged and didn't help all that well. At around 3 am that night, the pain was entirely
on the right side of her neck and face, she took ibuprofen which mildly helped at night it was the entire neck.
Monday 2/22 patient massaged area and it helped a little. She continued to have pain Tuesday 2/23 Around 9am that morning patient noticed right sided facial drooping and her tongue was not working
properly. She also noticed that her eye would not respond like her left eye. It was sluggish. When she went
to brush her teeth, she noticed that the water would not stay in her mouth and it came out. At around 7pm
that evening she went to the emergency room
On 2/4 patient recieved 1st dose of COVID vaccination and experienced headache and arm pain. On 2/23
patient received 2nd dose of COVID vaccination at 12:47 p.m. Noticed headache at base of head and took
Ibuprofen for relief. On 2/26 at 1:30 pm patient noticed that her right eye was not closing well. Had to force
eye closed. On 2/27 early in the morning patient's eyebrows were not moving and it was still hard to close
right eye. Stated that the right side of her face was 'not working'. Presented Emergency Department
around 8:30 a.m. with complaints of facial numbness. Full workup led to diagnosis of Bell's Palsy. Initiated
Acyclovir and Prednisone and discharged to home.
Loss of failing left side stroke like symptoms with seizures
She is worried it might be Bell's Palsy; had a knot at the injection site of her left arm; Tingling sensation on
her upper back which went up to her neck and head/tingling in my neck, face, lips and eyes; Burning and
tingling in my neck and in my face and in my lips and in my eyes; Burning and tingling in my neck and in my
face and in my lips and in my eyes; This is a spontaneous report from a contactable consumer. A 49-year-old
female patient received second dose of BNT162b2 (PFIZER-BIONTECH COVID-19 VACCINE, lot no: EH9899,
Expiration date: not provided), intramuscular on the left arm on 19Jan2021 at a single dose for COVID-19
immunisation. The patient medical history and concomitant medications were not reported. The patient
previously took first dose of BNT162b2 (PFIZER-BIONTECH COVID-19 VACCINE) at the age of 49-year-old for
COVID-19 immunization. The patient was worried it might be bell's palsy (medically significant) on an
unspecified date. she experienced side effects on 22Jan2021 after receiving the vaccine on 19Jan2021. She
had a knot at the injection site of her left arm on the first day. After 3 days, she experienced a tingling
sensation on her upper back which went up to her neck and head. It was not excruciating pain but had
presence to be noticed. It had been there since that day and was not going away. She had been feeling it
around her eyes and on her lips. She was worried it might be Bell's Palsy. She was asking for advice and if
this had been reported. As soon as she get the second Covid Shot at the 19Jan it was about 2-3 days
afterwards, it was on the Friday and it was about 2' O'clock, well she had the knot in my arm, her left arm
where she received the IM (Intramuscular) vaccination (Covid Shot) and she had started having the
symptoms of like burning and tingling in my neck and in my face and in my lips and in my eyes and that is not
gone away and I still have that knot in my arm, I still have the burning and tingling. she had some blood
work done like last Thursday to see if she had any kind of like rheumatoid problems to see arthritis or
something but other than that no. Consumer stated, ""Well I work in the doctor office and the Physician the
one he told me to get the blood work and it goes to the doctor office because I work in one. For treatment
consumer stated, she had only been taking an Advil and it did not seem to help her. The outcome of the
events was not recovered. Comments/Narrative: Patient will follow up with Physician next week. She is
currently on vacations.""
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facial drooped right side of face; headache; dry eye, right side; cannot taste anything; tired; This is a
spontaneous report from a contactable consumer reported for self. This 73-year-old male received the first
dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: el9269), via an unspecified route of
administration, left arm on 10Feb2021 12:45 at single dose for COVID-19 immunisation. Medical history was
none. No covid prior vaccination. No known allergies. Concomitant medications included Pantoprazole and
Lisinopril. No other vaccine in four weeks. He experienced facial drooped right side of face; dry eye, right
side; cannot taste anything; tired; headache on 13Feb2021 10:00 AM. Ae resulted in doctor or other
healthcare professional office/clinic visit, Emergency room/department or urgent care. No covid tested post
vaccination. No treatments were received. Outcome of the events were not recovered.
Headache in back/right of head began on 3/5/2021, on 3/7/21 began experiencing facial paralysis in lips
which progressed to the rest of right side of face. Went to Emergency Department that evening. CT scan was
""unremarkable"" and blood work was normal. Was diagnosed with Bells Palsy. Prescribed Valtrex and
Prednisone. 3/10/2021 still experiencing partial facial paralysis and headache in same location.""
Bell's Palsy (facial nerve paralysis) started 3/10, 3 days after vaccination . Patient had history of same so had
video visit. started on prednisone
Patient reports that about 3-4 days after receiving the first dose, she started experiencing difficulty in
chewing and drooling out of the left side of her face. She then noticed a mild facial droop. On March 7th,
2021 she was evaluated in the Emergency room and diagnosed with Bells' Palsy. Shewas discharged home
the same day and was prescribed Valtrex and Prednisone. On March 9th, 2021 she consulted with a
neurologist. She came in for consultation with us (infectious disease) on March 10th, 2021.
Bell's palsy; This is a spontaneous report from a contactable healthcare professional. A 46-year-old female
patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection, lot
number/expiration date not reported), via an unspecified route of administration, administered in left arm on
26Feb2021 as single dose for COVID-19 immunisation. The patient's medical history and concomitant
medications were not reported. The patient experienced bell's palsy on 01Mar2021. The event was reported
to have resulted in emergency room/department or urgent care visit. The outcome of the event was
unknown. Information about lot/batch number has been requested.; Sender's Comments: Based on the
reasonable temporal association, the known safety profile of the COVID-19 vaccine, and lacking alternative
explanations, the Company cannot completely exclude the possible causality between the reported bell's
palsy and the suspect administration. The impact of this report on the benefit/risk profile of the Pfizer
product is evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of
aggregate data for adverse events. Any safety concern identified as part of this review, as well as any
appropriate action in response, will be promptly notified to RA, IEC, as appropriate.
experiencing facial paralysis in lips which progressed to the rest of right side of face; Bell's Palsy; Headache in
right back portion of head; This is a spontaneous report from a contactable consumer (the patient). A 43-yearold male patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Lot #: EN6202)
via an unspecified route of administration, in the right arm on 02Mar2021 at 14:30 PM (at the age of 43
years). Medical history included high blood pressure. Prior to the vaccination, the patient was not diagnosed
with COVID-19. Concomitant medication taken within two weeks of vaccination included hydrochlorothiazid.
The patient did not receive any other vaccines within four weeks prior to the vaccination. The patient
previously took ibuprofen and experienced hypersensitivity. It was reported that the patient experienced
headache in right back portion of head which started in PM on 05Mar2021. On 07Mar2021 the patient
began experiencing facial paralysis in lips which progressed to the rest of right side of face. The patient went
to the hospital emergency department. Bloodwork was normal. Computerized tomogram (CT) scan was noted
as ""unremarkable"". He was diagnosed with Bell's Palsy and prescribed Valtrex and Prednisone. On
10Mar2021 he was still experiencing facial paralysis and headache. The clinical outcome of the events was
not recovered. It was also reported that since the vaccination, the patient had not been tested for COVID19.""
Seizure, aphasia, facial droop 3 days after receiving vaccination.
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hurting from her hand to her chest; stress; nausea and threw up that night; nausea and threw up that night;
Bell's palsy; arm on the side she got her shot was hurting; This is a spontaneous report from a contactable
consumer (patient). A 34-year-old female patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE,
solution for injection) (at 34 years of age), dose 2 via an unspecified route of administration, administered in
Arm Left on 26Jan2021 (Batch/Lot number was not reported) as a single dose for COVID-19 immunisation.
Medical history included asthma wherein she doesn't take medication, it was usually when she was cold; she
had this diagnosis since her childhood. She was diabetic and was diagnosed when she was 16 years old
(2002). Concomitant medication included insulin human injection, isophane (HUMULIN N) and insulin human
(HUMULIN R), both for diabetes mellitus. Historical vaccine include PFIZER BIONTECH COVID 19 VACCINE first
dose on 06Jan2021 for COVID-19 immunisation. She got the second dose and her arm on the side she got her
shot was hurting from her hand to her chest for about 10 days. Then she got diagnosed with Bell's Palsy. The
left side of her face has been twitching and droopy and not right. She got the second dose on 26Jan2021.
Three days later was when she started experiencing the pain on left arm (29Jan2021). The shot was given in
the left arm. It took 10 days to heal. Then after that was when she started to feel her face. She tried to call
the doctor and they couldn't see her until 08Mar2021 to get diagnosed. She had been on medication for two
days. She started one medication on Monday. There had been no improvement yet. One of the medication
was Acyclovir 800mg tablet. She was taking it five times per day. She started it on 09Mar2021. The other
medication she takes three at the time for the first six days. Then two at a time. It was a steroid. She
started it on the 08Mar2021. She added that she was a diabetic and being on the steroid had her blood
sugars high now. They said it was stress and not eating right. Investigations included blood work and
checked her thyroid, both with unknown result. Then when she got in to the doctor she was diagnosed
because it had been going on for five weeks. The arm pain started a couple of days after the vaccination
(29Jan2021). It was after 10 days when she developed Bell's Palsy (Feb2021). The day that she got it she had
nausea and threw up that night (Feb2021). She had gone to the emergency room for the arm pain as she was
in bad pain and didn't go to work for 2 days. The ER told her it could take 10 days. She doesn't remember
the exact date. It was sometime the first week of Feb2021. The outcome of vaccination site pain was
recovered on 08Feb2021, chest pain was recovered on an unknown date; while unknown for other events.
Therapeutic measures were taken as a result of Bell's palsy and vaccination site pain. Information on the
lot/ batch number has been requested.
body heated up from stomach to brain, vision went gray, and legs gave out; body heated up from stomach to
brain, vision went gray, and legs gave out; body heated up from stomach to brain, vision went gray, and legs
gave out; thighs ached; This is a spontaneous report from a contactable consumer (patient). A 73-year-old
male patient received first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection, lot
and expiry were not reported), via an unspecified route of administration in left arm on 03Mar2021 14:55 (at
the age of 73 -years-old) as single dose for covid-19 immunisation. The vaccination facility type was a clinic
and the vaccine was not administered at a military facility. There were no vaccines administered on same
date of the Pfizer suspect. The patient had no medical history, no family history and no concomitant
medications. The patient got the first dose of the Pfizer vaccine on 03Mar2021, states it went well for a
couple of days and on the 3rd day (06Mar2021) his thighs really ached really bad, that lasted 2 days and
cleared up. On Saturday night (13Mar2021) he went to his grandsons soccer game, all of a sudden it was like
his body heated up, from stomach to brain and could not see anything, vision was gray and black, and then
legs started to give out. The episode lasted about 15 minutes, he did not pass out, the same thing happened
again yesterday. The patient talked to the family physician and heart doctor office, they told him to call and
report the event. The events did not require emergency room visit. The outcome was recovered on
08Mar2021 for pain in extremity and on 14Mar2021 for diplegia, body temperature increased and
chromatopsia. Information on the lot/batch number has been requested.
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3 days after receiving the Pfizer COVID-19 vaccination, the patient reported numbness in her bilateral toes
that progressed to numbness and weakness of her bilateral legs. 5 days after the onset of her initial
symptoms, the patient noted bilateral numbness in her fingers and her mouth, that also progressed to
weakness in her bilateral arms. A few days later, the patient noticed a right-sided facial droop that brought
her to the ED. Given the patient's symptoms and elevated protein in the patient's CSF (obtained via lumbar
puncture), the patient's symptoms are concerning for Guillain-Barre syndrome. The patient was started
today on 5 days of immune globulin (PRIVIGEN) 10 % IV infusion 25 g.
Myasthenia gravis; double vision, cannot focus; left eye droop/right eye droop; Bell's Palsy came back with
left eye droop/right eye droop; Bell's Palsy came back with left eye droop/right eye droop; This is a
spontaneous report from a contactable consumer (patient). A 51-year-old male patient received the first dose
of bnt162b2 (BNT162B2 reported as PFIZER COVID-19 VACCINE), via an unspecified route of administration in
the left arm on 09Mar2021 08:48 am (lot number: EN6199) as a single dose for covid-19 immunisation.
Medical history included facial paralysis from 20Jan2021 to an unknown date diagnosed initially as bell's
palsy but now is diagnosed as myasthenia gravis and gastric reflux. Concomitant medication included
unspecified gastric reflux medication and unspecified vitamins. The patient did not receive other vaccines
within 4 weeks prior and did not receive other vaccine on the same day. The patient previously he was put
on prednisone 60 mg tablets by mouth times 7 days, then 10 mg tablets for an additional 7 days. The patient
mentioned he received the vaccine in a vaccination center. The patient reported that prior to his first shot
towards the end of Jan2021, his doctor thought he had Bell's Palsy. On 20Jan2021, he stated that he was put
on a high dose of steroids to clear it up. He stated that on 09Mar2021, he had his first Covid vaccine with no
issues. On 12Mar2021 between 5-6 pm, he mentioned that it came back (the Bell's Palsy) with a vengeance,
near his eye and with eye droop. He specifies left eye droop. He added that the Monday after (15Mar2021)
over the weekend, it got worse. He mentioned that he talked with his neurologist who told him to speak
with his ophthalmologist who the patient spoke to on Tuesday. The patient mentioned that both doctors
came up with the diagnosis of Myasthenia Gravis. He inquired since one of his doctor's is concerned about
him taking the second vaccine and the other doctor was ok with it. He mentioned that one doctor had a
feeling of some bias, and the other doctor. He did some research in an association with people diagnosed
with it. One of his doctors said that he is immunocompromised, so he looked at autoimmune information, and
the information says it is ok. He reached out to the local medical center that is doing the vaccination and
they are unwilling to talk with him over the phone. He has read on the association site and they seem to
recommend to take it. He did not want to rebel against his doctor, so he wants to be sure. He inquired if it
was safe for him to take his second dose and wanted to get good factual information that can give him a
good starting point that is related. He mentioned that his second dose schedule was on 30Mar2021. He also
stated that initial onset of Bell's Palsy with left eye droop, he was on a high dose steroid regimen and that
seem to help which he finished up early Feb2021. It was mentioned that the event initial onset was not after
the vaccine. The Ophthalmologist checked him on Tuesday and his left eye which he could barely open, and
his doctor also noticed right eye droop. He stated without medication, it is worsening but with his
medication, it is definitely helping to transmit between nerves. He stated before the medication this time of
day he could not lift his left eye longer throughout the day, the more difficult it is for the muscles as they
become weaker. There was noticeably drooping of the right eye. The ophthalmologist exam on his right eye
was drooping which was ongoing. It is still there, his wife and he were comparing their eyes and how much
he could open it, and it surprised them how little he could open it. It was different and strange. The time
65yo male presented to ED with left eyelid droop, blurred vision, and headache. Pt reported that HA began
3 days after COVID-19 vaccination (Pfizer); pt presented to ED 10 days after dose #1. Unknown where patient
received vaccine, but able to pull lot #, etc. from Shots Registry. Pt discharged from ED, but then returned 3
days later with worsening HA. At this time, he was admitted for 4 days for extensive work-up. Of note, pt
with hx of R-sided Bell's palsy in the past. Per discharge summary from Neurology: ""Despite extensive workup, pt ultimately deemed to have a pupil-sparing CN III palsy likely related to either recent COVID
vaccination or his history of DM.""""
Left side facial weakness due to Bells Palsy
Vomiting, severe headache, 2 seizures , muscle aches and weakness in the legs, unable to walk, knee
paralysis
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Saturday March 13 Evening . Stroke symptoms, facial drooping, weakness in legs, difficulty walking, speech
difficulty, loss of use of left arm, rash on hands. TPA administered. Situation resolved. Hospitalized 4 days.
Note: My brother who resides in a different state suffered a stroke March 12. He also received the Pfizer
vaccine date unknown.
tongue felt numb on third day after receiving second shot for about 3 days then woke up 4/5/21 with no
movement to left side of face. went to urgent care and was diagnosed with bells palsy .
I received the first Pfizer vaccine on 3/16/21 in the afternoon. I am a young, healthy woman with no preexisting health conditions: I don't smoke, am under 120 lbs., no allergies, etc. Two days after the vaccine, I
started to experience an eye twitch, which progressed into Bells Palsy by the following week: by 3/23/2021.
I went to an urgent care clinic and was diagnosed as such, and they contributed to the vaccine and told me
not to get the second shot. They also advised I get a CT scan to rule out a stroke, which I did, on 3/24/21. I
expect that they also reported this. I have facial paralysis on the left side of my face, and developed an ear
infection a week after this...I don't have allergy issues, and have not had an ear infection since I was a small
child. This has been traumatic, uncomfortable and very scary because I thought I was having a stroke.
Doctors believe my wife has developed Gillian-Barre Syndrome as a result of the covid vaccine. We have
visited the ER, 2 different Nuerologist, 2 different Internalist, a eye specialist (optometrist) and today the a
spine Center. Healthy 35 year old pre vacine, post-first vaccine shot developed numbness and shooting pain
in feet, it has spread to fingers, mouth and rectum. Eye prescriptions have changed drastically in last 3
weeks, extreme weight loss (down 20lbs), insomnia
Bell's palsy
On Saturday, 27Mar, it was Bell's Palsy paralysis of the right side of my face.; By Tuesday, 23Mar, I had an
earache and sore throat.; This is a spontaneous report received from a contactable consumer (patient, selfreported). A 67-year-old female patient (who was not pregnant at the time of vaccination), received second
dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection, lot number: EN6204 and
expiry date was not provided), via an intramuscular route of administration, in left arm on 20Mar2021, at
14:30 as single dose for COVID-19 immunisation. Patient's medical history included breast cancer in 2009, gall
bladder disorder in 2020, tonsillectomy in 1965, hysterectomy in 1986 and patient had known allergies to
Latex, nail polish remover and sensitivity to fragrances. Concomitant medications were not reported.
Historical vaccine included first dose of BNT162B2 (lot number: EN6198, and expiry date was not provided),
via an intramuscular route of administration in left arm on 27Feb2021, at 12:30 PM as single dose for COVID19 immunisation. No other vaccination received in past four weeks and no other medications in past two
weeks of vaccination. Patient stated that by Tuesday, 23Mar2021 at 05:00, she had an earache and sore
throat. On Saturday, 27Mar2021, it was Bell's Palsy paralysis of the right side of her face. As a result, the
patient had to visit Emergency room/department or urgent care and physician office visit. The patient has
been tested for COVID, post vaccination, on 27March 2021, which resulted as negative. The patient was
treated for the adverse events with Prednisone and antiviral medicine. Outcome of the events was not
recovered.
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Stroke symptoms; Facial drooping; weakness in legs; difficulty walking; speech difficulty; loss of use of left
arm; rash on hands; This is a spontaneous report from a contactable consumer (patient herself). A 54-year-old
female patient received BNT162B2(Pfizer-BioNTech COVID-19 mRNA vaccine), dose 2 via an unspecified route
of administration, at age 54 years, administered in the right arm on 10Mar2021 11:15 (Batch/Lot Number:
EN6199) as single dose for COVID-19 immunization. Relevant medical history include Hashimoto's thyroiditis
from an unspecified date, allergies to shellfish and tree nuts. Patient is not pregnant. Patient did not have
COVID prior to vaccination. Concomitant medication include levothyroxine sodium (SYNTHROID). No other
vaccines administered in four weeks. Patient previously took amoxicillin and cefalexin and experienced
allergies. The patient historically took first dose of BNT162B2 (lot number: EM9810) at age 53 years on
17Feb2021 at 10:45 AM on the right arm for COVID-19 immunization. On 13Mar2021 at 19:45, evening,
patient experienced stroke symptoms, facial drooping ,weakness in legs, difficulty walking, speech difficulty,
loss of use of left arm, rash on hands. Treatment for the events was TPA. The patient was hospitalized for 4
days. COVID was not tested post-vaccination. Vaccination facility type was at a public health department.
The outcome of the events was recovered on an unspecified date.
Patient presented to the emergency room with right sided facial droop including foreheady, +bells sign, no
sensation deficits, no other focal numbness or weakness. Patient also reports dry eye which cannot close. In
rhe ER he received 60mg prednisone and, 1000mg valtrex. He received prescription for prednisone
(60mg/day for 5 days), valtrex (3 grams/day for 7 days) and hypromellose artifical tear drops). He as
instructed to with PCP and neurology.
Bells Palsey symptoms have returned. Right side of my face twitching and drooping
on 3/22/2021 pt developed altered mental status, right sided weakness, right sided gaze, aphasic. Patient
was administered 65 mg IVPB alteplase 3/22 1245 with last known well 3/22 1000. Received Covid vaccine
3/18/21. Pt was usual state of health prior to stroke with no illnesses. initial NIH score was 18. post tpa
NIH of 12 am of 3/23.
Bells Palsey - right side. Has had 3 episodes of left bells palsey in the past.
I received the dose on March 12. On March 16 I got sick, throwing up and head ache. Since then I have had
no energy with a slight head ache. My right knee has arthritis and I get cortisone shots. However that knee
started really hurting after the vaccination.
severe headaches on almost daily basis toward end of day, have needed to take my migraine perscription
medication to alleviate pain
Strong dizziness till lose the control of the left side of my body, headache, nausea, urgency to evacuate,
couldn't control my bladder, left side of the face deformity, was unable to swallow even saliva
Resident noted with right sided facial swelling and lip droop. diagnosed as bells Palsy
Jaw became sore 1/9/21 , went to ER on 1/11/21 after continued pain diagnosed with Bells Palsy. Given
Medications : Acyclovir 800mg 5 times daily for 7 days, 60 mg prednisone with taper 10 days, Eye patch and
Eye drops.
A 91 Y.O FEMALE RECEIVED COVID-19 VACCINE ON 01/05/21 AT 11:30AM. FOUR DAYS AFTER THE
VACCINATION ON 01/09/21 AT 3:15 PM, SHE CALLED HER DAUGHTER AND TOLD HER THAT HER MOUTH
WAS NUMB, LEFT SIDE OF THE MOUTH WAS DROOPING, SO AS HER EYLID. AT ABOUT 5 PM THAT DAY,
PATIENT ARRIVED IN TMH ER VIA AMBULANCE. ER DOCTOR RULED OUT HEART ATTACK OR STROKE. PATIENT
WAS DIAGNOSED WITH BELL'S PALSY. WAS SENT BACK TO WESTMINSTER OAKS THAT DAY WITH
CORTICOSTEROID AND EYE OINTMENT THAT WAS PRESCRIBED BY THE DOCTOR. (INFORMATIONS REPORTED
TO ME BY THE DAUGHTER AND THE PATIENT HERSELF) AS OF 01/19/21, PATIENT IS STILL RECOVERING.
SPOKE WITH THE PATIENT TODAY 01/19/21, PATIENT STATE SHE STILL HAS THE SIGNS AND SYMPTOMS OF
THE BELLS PALSY, BUT SHE SAID SHE'S GETTING BETTER. SHE ALSO STATES THAT TODAY IS THE LAST DAY
OF HER CORTICOSTEROID TREATMENT.
Bell's palsy
At 6:45AM on 1/19/21 patient developed numbness and tingling on right side of body which progressed to
right hemiparesis and right-sided facial droop. Brought to ED by EMS and worked up for stroke. Found to
have acute infarct on MRI and treated with dual antiplatelet therapy.
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Bell's Palsy onset 4 days after vaccination, right sided acute facial paralysis
On 1/19/21 I started to experience double-vision with both eyes open. My left eye crossed towards the
nose. The diplopia goes away when I cover either eye. My primary physician referred me to a neuro
ophthalmologist who diagnosed sixth cranial nerve palsy.
Pt diagnosed with Bell's Palsy 3 days after receiving dose
Ear ache started on 1-19-21 and started antibiotics. Rash on ear started 1-22-21 Facial paralysis on right side
of face on 1-25-21 Went to ER on 1-25-21. Diagnosed with herpes zoster oticus. Started treatment of
Valacyclovir and Prednisone. Treated by ENT on 1-29-21. Had hearing test and no hearing loss was
detected. Prescribed stronger dose of prednisone because there was not any improvement in facial paralysis.
Still experiencing facial paralysis on the right side. It?s unknown if it will be permanent.
right facial weakness clinically consistent with Bell's Palsy
pt had the COVID-19 vaccine on 1/15/21 and then had Bells Palsy after 4 days. No changes to the medication
or other immunizations with 1 month and no new diagnoses in that time as well. No previous episodes of
bells palsy with any other vaccine but positive for bells palsy in the past.
The patient did okay on the day of the vaccine. She began to develop worsening immune response
symptoms over the afternoon of the day after through the next 3-4 days. She woke up the morning listed
with Bell's Palsy. I evaluated her one week after her vaccination.
Suspected Bell's palsy...MD felt symptoms were consistent (left side of face impacted, including ability to
blink left eye)...treated by MD with prednisone and Valtrex.
She developed Bell's Palsy, L side face
Patient reported right sided facial drooping on 2/1/2021 stating that it began three days prior to him
reporting it. MD documentation: Pt unable to blink right eye, lift right brow and right side of mouth is
drooping. PERLA. Pt denied right sided weakness/headache. Pt has demonstrated elevated blood pressures
since receiving Covid 19 Vaccine not previously demonstrated.
Left facial droop. Sent to Emergency Department via EMS 1/19/2021.
Bell's Palsy: Numbness, loss of movement to muscles in right cheek, and orbital
Developed Bell's Palsy left side of face 96 hours after vaccination, after having neck stiffness and headache
that started 48 hours after the vacc. Condition diagnosed by family physician.
Bell's Palsy; A spontaneous report received from a Healthcare Professional concerning, 81-year-old female
patient who received the first dose of Moderna COVID-19 vaccine and was hospitalized for Bell's Palsy. The
patient's medical history was not included/ unknown. There were no concomitant medications provided.
On 15-JAN-2021, the patient received their first of two planned doses of mRNA-1273 (Batch #: unknown)
intramuscularly for prophylaxis of COVID-19 infection. Patient was hospitalized on 19Jan2021 because
developed Bell's palsy. Patient was observed because it was thought that she had a stroke. It was not a
stroke. On 22Jan2021 the patient left the hospital. Second dose of Moderna COVID-19 vaccine is scheduled
on 12Feb2021. Reporter wanted to know if patient should get second dose of Moderna COVID-19 vaccine.
Treatment information was not provided. Action taken with mRNA-1273 in response to the event was not
provided. The outcome of the event was unknown/not reported.; Reporter's Comments: Based on the
current available information and temporal association between the use of the product and the start date of
the reported events, a causal relationship cannot be excluded.
Patient received his Moderna # two vaccination on 2/22 then developed four days later (2/26) left facial
numbness along with a facial droop c/w Bells palsy. The patient was seen on 3/1 and clinically his Bell's
palsy had resolved.
1/8 vaccination *1-8-1/11 I felt fine 1/12 7am, when i woke up my eye was goopy, sticky, L eye. I could not
blink. I noticed more problems later in the day; my mouth wasn't working properly (couldn't eat properly). I
tried to call and make appt with PCP. Informed to go smile in front of mirror, my smile was sagging on L side.
Informed to call 911. TX to hospital, for possible stroke. Dr. ran tests Dr. audio / visual consult *diagnosed
with Bells Palsy 1/21 started to feel better **2/5/2021 2nd vaccination
left side of face drooping, given prednisone 10mg take 6 tabs qd for 5 days, then 5 tabs,x's 2 days, 4 tabs qd
x's 2 days,3 tabs qd x's 2 days,2 tabs qd x's 2 days then 1 tab qd x's 2 days
Mild bell's palsy of the left face that started 4 days after the vaccine was given
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Started 2/23/21 with metallic taste in my mouth, next day the metal taste was worse. On 2/25/21 woke
with face sagging on right side, slurring, unable to smile.
Severe onset of autoimmune vasculitis and renal failure. Loss of movement & sensation (paralysis) of left arm
and leg. Mild cognitive deficit and confusion. Fell due to loss of use of L leg. Hospitalized x 5 days, now in
rehab facility slowly regaining function of L arm and leg, and relearning how to walk. Sudden renal failure
(stage 4 renal disease) onset suddenly as well with this reaction.
Bells palsey type symptoms. Left eye watery, fatigue Going to doctor 3/9/2021, treatment on going
He had the vaccine and 3/1/21 he had numbness on the right side of his mouth. His eye started watering as
well . Mother took him to the doctor who diagnosed him with Bell's Palsy. Dr. prescribed Prednisone and
Valacyclovir for these symptoms. He still has some drooping of his eye and mouth, but doctor said it may
take a couple of weeks. He does have blurry vision due to this as well. The injection site itself has no
problems. He has a FU next week with his doctor.
Belles palsy
Bell's Palsy developed 4 days later
Left sided bells palsy
Moderna Covid 19 Vaccine EUA Woke up 3/6/21 with drippy left eye and runny nose nothing else until
Sunday afternoon 3/7/21 noticed droopy left eye, cheek and mouth. We to hospital ER for stroke protocol. Dr
diagnosed BellsPalsy and not stroke. Advised me to contact a neurologist. Received prescription for
Prednisone
Patient developed Right sided Bells Palsy 3 days after having COVID 19 vaccine. Patient continues to have
symptoms on 03/11/2021.
Numbness in face and left side of face. Diagnosed Bell?s Palsy
diagnosed on 3/9/56 with 6 nerve palsy right eye
Left sided Bell's Palsey
Acute stroke. Left facial droop with dysarthria. Admitted to the hospital and received tPA.
Bells Palsy, right facial nerve paralysis.
Moderna vaccine #1 given 3/2 Pt developed R sided facial pain 3/6 that lasted about 5 or 6 days then
resolved 3/10 developed R facial droop diagnosed as Bell's Palsy in ER- normal MRI of brain done Symptoms
of facial weakness persisted till now-day of report being done
2/22/21- Resident began falling multiple time and reporting loss of feeling in her Rt leg. Sent to ER. Diagnosis
with multiple acute CVA and Rt sided hemiplegia
Within a couple days of second shot, legs became very weak, one was swollen and the other was atrophied.
She can barely walk as a result. Can't keep eyes open, can't smile and trouble speaking. Back pain and all
over pain.
VACCINE ADMINISTERED ON MONDAY MARCH 22ND AND .SUFFERED A STROKE TO THE PONS REGION OF
THE BRAIN ON FRIDAY MARCH 26TH. SYMPTOMS WERE RT SIDED WEAKNESS/SLURRED SPEECH AND
UNSTABLE GAIT. HOSPITALIZED AT HOSPITAL, CT/MRI/ECHOCARDIOGRAM/LABS/CHEST XRAY DONE. IS
CURRENTLY HOSPITALIZED AND AWAITING TRANSFER TO 2 WEEK INTENSIVE REHABILITATION CENTER FOR
COMPLETE RT SIDED HEMIPLEGIA/APHASIA. OUTCOME TO BE DETERMINED.
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diagnosed with Bell's palsy; severe watering of left eye; tingling around mouth area; This spontaneous case
was reported by a consumer (subsequently medically confirmed) and describes the occurrence of FACIAL
PARALYSIS (diagnosed with Bell's palsy) in a 64-year-old male patient who received mRNA-1273 (Moderna
COVID-19 Vaccine) (batch no. 362A1A) for COVID-19 vaccination. The occurrence of additional non-serious
events is detailed below. The patient's past medical history included Stent insertion NOS in 2008.
Concurrent medical conditions included Lyme disease since 09-Mar-2021 and Bell's palsy since 09-Mar-2021.
On 04-Mar-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route)
1 dosage form. On 08-Mar-2021, the patient experienced FACIAL PARALYSIS (diagnosed with Bell's palsy)
(seriousness criterion medically significant), LACRIMATION INCREASED (severe watering of left eye) and
PARAESTHESIA (tingling around mouth area). At the time of the report, FACIAL PARALYSIS (diagnosed with
Bell's palsy), LACRIMATION INCREASED (severe watering of left eye) and PARAESTHESIA (tingling around
mouth area) outcome was unknown.
The action taken with mRNA-1273 (Moderna COVID-19 Vaccine)
(Unknown) was unknown.; Sender's Comments: Based on the current available information and temporal
association between the use of the product and the start date of the events, a causal relationship with the
events cannot be excluded. Of note, patient has a history of Lyme disease, Bell's palsy.
Shingles; Sore throat; Swelling of the left side of his face; Ear infection; Rash on the side of his face, inside his
ear, and on his scalp; Loss of hearing; Drooping of his left lip; This spontaneous case was reported by a
consumer (subsequently medically confirmed) and describes the occurrence of DEAFNESS (Loss of hearing) and
FACIAL PARALYSIS (Drooping of his left lip) in a 64-year-old male patient who received mRNA-1273 (Moderna
COVID-19 Vaccine) (batch no. 002B21A) for COVID-19 vaccination. The occurrence of additional non-serious
events is detailed below. The patient's past medical history included No adverse event (No recorded
medical history). Concomitant products included AMOXICILLIN SODIUM (AMOXYCILLIN [AMOXICILLIN
SODIUM]) for Laceration. On 16-Mar-2021, the patient received first dose of mRNA-1273 (Moderna COVID19 Vaccine) (Intramuscular) 1 dosage form. On 20-Mar-2021, the patient experienced DEAFNESS (Loss of
hearing) (seriousness criterion medically significant), FACIAL PARALYSIS (Drooping of his left lip) (seriousness
criterion medically significant), OROPHARYNGEAL PAIN (Sore throat), SWELLING FACE (Swelling of the left
side of his face), EAR INFECTION (Ear infection) and RASH (Rash on the side of his face, inside his ear, and on
his scalp). On 27-Mar-2021, the patient experienced HERPES ZOSTER (Shingles). At the time of the report,
DEAFNESS (Loss of hearing), FACIAL PARALYSIS (Drooping of his left lip), HERPES ZOSTER (Shingles),
OROPHARYNGEAL PAIN (Sore throat), SWELLING FACE (Swelling of the left side of his face), EAR INFECTION
(Ear infection) and RASH (Rash on the side of his face, inside his ear, and on his scalp) had not resolved.
The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown.
Patient
went to urgent care center for the events experienced. Treatment for the events included ciprofloxacin 0.3%,
dexamethasone 0.1% suspension and cefdinir. Treatment for shingles included valacyclovir 1mg, gabapentin
300mg, and prednisolone 4mg. Most recent FOLLOW-UP information incorporated above includes: On 30Mar-2021: Significant follow up appended.; Sender's Comments: Based on the current available information
and temporal association between the use of the product and the start date of the event, a causal
relationship cannot be excluded.
Vaccine date 4/7/21. Facial droop & Right arm weakness 4/11/21. Admitted to hospital observation to
evaluate for stroke. Neuro consult determined it to be Bells Palsy. Pt discharged to home 4/12/21 on
Predisone with some improvement in symptoms.
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CHIEF COMPLAINT: R facial droop, numbness, dysarthria HISTORY OF PRESENT ILLNESS: 47 yo F with PMH of
insulin-dependent diabetes, hypertension, hyperlipidemia presents with right facial droop numbness and
dysarthria for the last 2 hours. Last known normal was 2 hours prior to arrival. Patient recently received
COVID-19 vaccine 4 days ago. This morning while driving she noted facial droop dysarthria and numbness of
the face. She has also noticed decreased sensation of the right arm and subjective weakness of the right arm.
Denies chest pain, shortness of breath, fevers chills, dysuria, hematuria, nausea vomiting diarrhea,
abdominal pain. ASSESSMENT/PLAN: Consulted Teleneuro, thought symptoms most consistent with Bell's
palsy with involvement of the forehead and R eye Patient has subjective symptoms of R arm weakness that
is not appreciable on exam Not tPA candidate as this is not likely a stroke, though given subjective R arm
complaints will admit for obs and MRI brain in the AM DIAGNOSIS: Bell's Palsy, possible CVA DISPOSITION:
admitted CONDITION: improved
On the morning February 22nd I was outside with my family in our backyard. I was checking our plant when I
started to feel that I needed to sit down. By the time I sat down, I realized I had no feeling or use from the
left side of my body including my face. I also had trouble communicating. Could not form complete sentences.
The entire left side of my face was drooping. At that moment my husband immediately called 911. I was
taken to the hospital by ambulance where i was immediately treated and diagnosed with a stroke. They
administered TPA. I spent 3 days in the ICU. I have since been treated with blood pressure medication, blood
thinners and statins.
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Bell's Palsy; This spontaneous case was reported by a consumer (subsequently medically confirmed) and
describes the occurrence of FACIAL PARALYSIS (Bell's Palsy) in a female patient of an unknown age who
received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. The patient's past medical
history included No adverse event (No medical history provided). On 30-Mar-2021, the patient received
first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 03-Apr-2021 at 2:00
PM, the patient experienced FACIAL PARALYSIS (Bell's Palsy) (seriousness criterion medically significant). At
the time of the report, FACIAL PARALYSIS (Bell's Palsy) outcome was unknown.
The action taken with
mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown.
Concomitant medications and
treatment information was not reported. Based on the current available information and temporal
association between the use of the product and the onset date of the reported event of facial paralysis, a
causal relationship cannot be excluded.; Sender's Comments: Based on the current available information and
temporal association between the use of the product and the onset date of the reported event of facial
paralysis, a causal relationship cannot be excluded.
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bell's palsy; This spontaneous case was reported by a consumer (subsequently medically confirmed) and
describes the occurrence of FACIAL PARALYSIS (bell's palsy) in a 41-year-old male patient who received mRNA1273 (Moderna COVID-19 Vaccine) (batch no. 032M20A) for COVID-19 vaccination. The patient's past
medical history included No adverse event (No reported medical history.). On 18-Mar-2021, the patient
received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 22-Mar2021, the patient experienced FACIAL PARALYSIS (bell's palsy) (seriousness criteria medically significant and
intervention required). At the time of the report, FACIAL PARALYSIS (bell's palsy) outcome was unknown.
The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown. For mRNA1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not provide any causality assessments.
Products known to have been used by patient, within two weeks prior to the event, included cholesterol and
blood pressure medications. Patient received his 1st dose of Moderna on 18Mar2021 and on 22Mar2021 he
started having bell's palsy. He went to ER. Treatment included steroids. Patient was concerned regarding
his second shot of Moderna vaccine which is due on 14Apr2021. Based on the current available information
and temporal association between the use of the product and the start date of the event, a causal
relationship cannot be excluded.; Sender's Comments: Based on the current available information and
temporal association between the use of the product and the start date of the event, a causal relationship
cannot be excluded.
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Right sided jaw pain started 12/22/20 in the AM progressed through the evening. When I woke I had
numbness and weakness on the right side of my tongue which I quickly realized included the lower portion of
my right face. An ER trip and a CT scan confirmed it was Bells Palsy. The upper portion of my face has is now
included in the weakness and paralysis.
Woke up with onset of left sided facial weakness, paralysis, and numbness around 0600. Was evaluated in
the ER and diagnosed with Bell?s Palsy.
The employee's primary care provider's office contacted our office this morning saying that she received the
vaccine on 12/22/2020, on 12/26/2020 she began experiencing facial drooping, came into their office on
12/28/2020, had MRI performed (that was negative), and was diagnosed with Bell's Palsy.
Drooping of the Right side of her face. Started 12/26/20. MRI to rule out Stroke negative. Diagnosed with
Bell's Palsy. RX with a Prednisone taper and Valtrex.
Droopy left cheek.; This is a spontaneous report from a contactable nurse. A 52-year-old female patient
received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE; Lot number: EJ1685),
intramuscularly in the left arm, on 17Dec2020 at 14:30 (at the age of 52-years-old) at a single dose for COVID19 immunization. The patient had no medical history or concomitant medications. The patient had no other
medications within two weeks of vaccination. The patient was not pregnant at the time of vaccination. Prior
to the vaccination, the patient was not diagnosed with COVID-19. The patient previously took
sulfamethoxazole, trimethoprim (SEPTRA) and experienced allergy. The patient did not receive any other
vaccines within four weeks prior to the vaccination. The patient experienced droopy left cheek on
21Dec2020. No therapeutic measures were taken as a result of the event. The clinical outcome of droopy left
cheek was recovered in Dec2020. It was also reported that since the vaccination, the patient had not been
tested for COVID-19.; Sender's Comments: A possible causal association between administration of BNT162B2
and the onset of droopy left cheek might not be excluded considering the plausible temporal relationship.
The patient had previous allergy reaction to antibiotic (sulfamethoxazole, trimethoprim) use. The impact of
this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety
evaluation, including the review and analysis of aggregate data for adverse events. Any safety concern
identified as part of this review, as well as any appropriate action in response, will be promptly notified to
Regulatory Authorities, Ethics Committees and Investigators, as appropriate.
transient right sided facial droop lasting 2-3 seconds 4 days after COVID-19 shot #1 of 2
Pain in left arm in injection site and under arm, armpit and side of breast. Pain feels like shards of glass. By
day 3, swelling in left arm and lymph nodes under arm, armpit, and side of breast. Tingling in left arm down
to fingertips and ""dead arm"" feeling.""
Went to ED on 1/11 and diagnosed with Bell's Palsy. Ordered eye drops and an eye patch to sleep
Patient went to ED on 1/11 and was diagnosed with Bell's Palsy. Doctor ordered eye drops and an eye patch
at night.
Sun 10pm change in taste. Taste continued all day Tuesday. Had COVID test done. It was negative. That
evening his eye started blinking.... Bells Palsey. Difficulty with face movement. Today still persisting. Now
taking a steroid. He is a MD.
Received second dose of Pfizer vaccine on 1/7/21. (first dose lot EK5730, second dose EK9231). After second
dose, caregiver had muscle aches, body chills and HA for about 36 hours after. These had generally resolved
by 1/10/21. On 1/11/21, caregiver awoke with intense pain in Left hand/thumb and not able to grip with
left hand. This pain has waxed and waned over the last 3 days, with some improvement, but not resolution
of the symptoms. The pain has radiated up left arm to my shoulder, but is mostly focused in the
thumb/wrist area. Caregiver have had no acute injury to this location and no change in activity level. Both
of vaccine injections were in the Left Delt.
R facial numbness with inability to fully open R eye onset 1/13/21. Seen in urgent care, Dx Bell's Palsy,
treated with steroids.
Patient developed right facial numbness and facial droop on 1/7/21. She came to the TMH ED and was
admitted. She was afebrile; neurologic exam was consistent with a peripheral facial palsy on the right.

COVID19 VACCINE

PFIZER\BIONTECH

0961583-1

40-49 years

4 days

COVID19 VACCINE

PFIZER\BIONTECH

0965908-1

18-29 years

4 days

COVID19 VACCINE

PFIZER\BIONTECH

0966828-1

30-39 years

4 days

COVID19 VACCINE

PFIZER\BIONTECH

0972567-1

40-49 years

4 days

COVID19 VACCINE
COVID19 VACCINE
COVID19 VACCINE

PFIZER\BIONTECH
PFIZER\BIONTECH
PFIZER\BIONTECH

0985926-1
0986938-1
0991336-1

65+ years
50-59 years
65+ years

4 days
4 days
4 days

COVID19 VACCINE

PFIZER\BIONTECH

0996921-1

30-39 years

4 days

Developed double vision 4 days after 2nd Pfizer Covid vaccine. Saw neurologist who diagnosed me with 6th
nerve palsy. Brain MRI was normal.
Bell's Palsy (left-sided) - diagnosed on 1/14/2021. Onset of symptoms on 1/11/2021 with altered taste,
earache. Progressed to left facial muscle weakness on 1/13/2021. Visited urgent care on 1/14/2021 where
diagnosis was made. Received Prednisone 50mg for 5 days, Valacyclovir 1g TID for 7 days. Earache resolved.
Facial weakness continued to worsen from 1/14 - 1/18 despite steroid treatment reaching minimal
movement of left facial muscles, able to close left eye with difficulty. Left sided loss of taste still present. At
follow-up appointment on 1/21/2021 with PCP, patient was prescribed additional steroid taper for 7 days.
Acute sensory-motor neuropathy symptoms. Appears consistent with a mild Gullian Barre Syndrome
Had soreness in the arm for two days. On the 26th, evening, I went to take drink of water and some of
spilled down my face and I thought I just had a fat lip. 27th, I went to work and went to lunch at noon, I
went to eat food and I noticed that my mouth -right side was numb. I thought something might be wrong
and someone told me that my right side of my face looked slack. Saw on Dec 28, Dr. - had already scheduled
an appt for follow up for diabetes - and I told her about my symptoms and she looked at my face and had me
smile and crinkle my face. She sent me to my doctor downstairs (she had the nurse call downstairs and told
them I needed to be seen that day). I went downstairs and I saw my doctor and my doctor scheduled an MRI
on 28th at 7 PM and also ordered for me to take Prednisone and Valtrex. MRI result came back fine. I
responded well to both of these meds - I started to get muscle control back into my face. It shot my sugar
numbers up but solved the other problem in about 15 days I could shut my eyes without delay and I feel like
I have muscle control in my face. January 22, I got the second dose and so far I don't notice anything
different.
Bell's Palsy
Stabbing pain in left ear, facial and eye weakness, new onset Bell's Palsy
Systemic: Other- Bells Palsey diagnosed 1/26/21 at hospital
Bell's palsy / pain in the left side of her face / pain irradiated to ear and jaw / tingling sensation in left side of
the forehead / facial weakness; This is a spontaneous report from a contactable Physician reported for self.
This 35-Year-old-female patient (not pregnant) received the second dose of BNT162B2 (PFIZER-BIONTECH
COVID-19 VACCINE) via Intramuscular on 15Jan2021 08:20 on Arm left at single dose for covid-19
immunisation. No other vaccine in four weeks. No Covid prior vaccination. No known allergies. None
concomitant medication included. The patient previously received the first dose of BNT162B2 (PFIZERBIONTECH COVID-19 VACCINE) on 24Dec2020 08:20 AM at the age of 35 year old via IM Injection Upper Left
Arm for covid-19 immunisation, no reactions with first dose and flu vaccine, Expiry Date: Oct2020 for
immunization and no reactions. The patient experienced Bell's palsy on 19Jan2021 and received prednisone
60 mg for 7 days. The same day of the vaccination (15Jan2021), she started to experience pain in the left side
of her face, aggravated by 18Jan2021, her pain irradiated to ear and jaw. On Saturday 16 post vaccinated,
she experienced also tingling sensation in left side of the forehead on 16Jan2021. She experienced facial
weakness on 19Jan2021. And in 19Jan Monday evening Bells Palsy was confirmed. Lab data included Physical
exams: weakness in the left side of forehead. No Covid tested post vaccination. Outcome of the event Bell's
palsy was recovering. Outcome of other events was unknown. There was a reasonable possibility that the
event Bell's palsy was related to BNT162B2. Information on Lot/Batch number has been requested.; Sender's
Comments: Based on temporal association, the causal relationship between BNT162B2 and the event facial
paralysis cannot be excluded. The information available in this report is limited and does not allow a
medically meaningful assessment. This case will be reassessed once additional information becomes
available. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of
Pfizer procedures for safety evaluation, including the review and analysis of aggregate data for adverse
events. Any safety concern identified as part of this review, as well as any appropriate action in response,
will be promptly notified to Regulatory Authorities, Ethics Committees, and Investigators, as appropriate.
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**Pfizer-BioNTech COVID-19 Vaccine EUA** 1/25/2021 - was found unresponsive with left upward gaze
deviation at midnight and admitted to hospital (last seen normal around 7 pm 1/24/2021). Intubated in ED,
ABG 6.98/17/186 on 40%, Bicarb <5, Scr 1.4, Lactate 1, Wbc 20.3, BP 101/45-- >95/41, Temp 94.3, RR 23-32.
Acidotic and initially required norepineprine for hypotension management (stopped 1/26/2021 0400 am)
1/26 to 2/1/2021 - supportive care for encephalopathy (anoxic vs. ischemic brain injury), ARF, HTN, MSSA
growth in resp culture (no respiratory distress, on antibiotic) 1/28 GCS:E4VTM4; 1/29 GCS: EV4VTM4 with
intact protective reflexes, extubated 2 pm 2/1 arousable, follows very simple commands, non verbal
2/8/21 pt noted to have BLE weakness. 2/10/21 pt admitted to Hospital and diagnosed with Guillain-Barre
Syndrome. She received 5 days of IVIG treatment. 2/15/21 she was discharged from acute care and admitted
to inpatient rehab where she is still admitted at this time.
Bell's palsy - reactivate herpes simplex scars right eye; Bell's palsy - reactivate herpes simplex scars right
eye; Bell's palsy - reactivate herpes simplex scars right eye; positive COVID-19 test; positive COVID-19 test;
This is a spontaneous report from a contactable consumer (patient). A 72-year-old male patient received the
second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE; Lot number: EL1284; Expiration date:
30Apr2021), via an unspecified route of administration in the right arm, on 23Jan2021 (at the age of 72-yearsold) at a single dose for COVID-19 immunization. Medical history included high blood pressure (HBP) and
COVID-19. The patient had no known allergies. Concomitant medications, taken within two weeks of
vaccination, included unspecified medications. The patient previously received the first dose of BNT162B2
(PFIZER-BIONTECH COVID-19 MRNA VACCINE) on an unspecified date for COVID-19 immunization and
influenza vaccine (FLU) on 05Jan2021 for immunization. The patient experienced positive COVID-19 test on
27Jan2021 and Bell's palsy - reactivate herpes simplex scars right eye on 01Feb2021. The patient underwent
lab tests and procedures which included COVID-19 nasal swab: positive on 27Jan2021. Therapeutic measures
were taken as a result of Bell's palsy - reactivate herpes simplex scars right eye, which included ganciclovir
(ZIRGAN). The clinical outcome of positive COVID-19 test was unknown and of Bell's palsy - reactivate herpes
simplex scars right eye was not recovered.
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Double vision; the way she talked she kind of had slurred speech; mouth was dry; she had Bell's Palsy/ Droop
in her lip/mouth; her eye was still watering; puffiness around her eye; This is a spontaneous report from a
contactable consumer (patient). A 78-year-old female patient received first dose of bnt162b2 (manufacture
unknown, Lot Number: 9264), intramuscularly in left arm on 29Jan2021 14:55 at 0.3 ml, single for COVID-19
immunization. Medical history included non-hodgkin's lymphoma from Jul2019 and ongoing (The first time
she was diagnosed was Jul2019. She then went into remission and then got the cancer back, she doesn't
know when. She knows they started treating it as the cancer had returned in Aug 2020), watering eyes from
an unknown date and unknown if ongoing (Her eye was watering before the injection. She knows her eye
was watering before she received the vaccine), chemotherapy from an unknown date and unknown if
ongoing (she is a cancer patient on chemotherapy), fever blister from an unknown date and unknown if
ongoing. There were no concomitant medications. The patient experienced she had bell's palsy and she does
not know if she got this from the covid shot or not but she still has the droopy lip which apparently that can
last a while. on 02Feb2021, droop in her lip/mouth on 02Feb2021, her eye was still watering on 02Feb2021,
there was a little puffing around the eye/ puffiness around her eye on 02Feb2021, double vision on an
unspecified date, the way she talked she kind of had slurred speech on an unspecified date. Caller was calling
about the Pfizer COVID 19 vaccine. She said on Friday 29Jan2021 she had the first shot at about 12:30. Her
eye started watering in the morning Thursday the day before and she maybe assumed she was getting a
cold in her eye but it was really runny and she got the shot. She was a cancer patient on chemo and she
went to the doctor because she was supposed to get her chemo. That Tuesday morning she had a droopy lip
on the right side and her eye was still watering, there was a little puffing around the eye and the way she
talked she kind of had slurred speech so she thought stroke but she was going to get her chemo in an hour or
2 so she when they checked her she told them what happened, she was seeing the PA that day so she left
and came back 10 minutes later and said she had talked to the doctor, they were not going to give chemo
today and told her she had Bell's Palsy and she does not know if she got this from the COVID shot or not but
she still has the droopy lip which apparently that can last a while. This was her first shot so as a cancer
patient on chemo should be getting the second shot 21Feb. She was concerned about taking that when she
already has Bell's Palsy now, what else would it cause and then if she does not get it would she be 50 %
protected. The doctor seemed to say she thought it was from the vaccine, but caller does not know because
the eye watering began the day or 2 prior to getting the vaccine. Product details: She does not have the
vaccine card right with her and she was using a walker to get up and down and so she was not able to
provide NDC lot expiration right now. It would be available if needed at a later time. Indication: doctor said
she should have it because she has no immune system. They don't know what to do they are just following
what they told her and they were scared to death. The caller states she was a cancer patient on
chemotherapy. She received her first Pfizer COVID-19 injection on Friday, 29Jan2021. Prior to the vaccine,
her eye had been watering Thursday or Friday morning before she had shot, it was just her right eye. On
COVID-19 Vaccine Pt received vaccine 1/7/2021 and discharged to home. Pt endorsed one day of nausea,
headache, fatigue, and chills following vaccination. On Monday 1/11/21, pt woke up to a large, red,
discolored, warm, grapefruit-sized lump on her arm at site of injection. PA at clinic she worked with was
curbsided, who said it might be cellulitis. Pt called her PCP who issued prescription for cephalexin 500 mg cap
PO TID x 10 days on 1/11/2021. After 2 days of therapy, pt reports lump is still red, discolored, and grapefruitsized, but is no longer warm. 2/2/21: Pt received 2nd dose of COVID vaccine without issue.
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Lt parietal occlusion; DVT; Right paralysis; This is a spontaneous report from a contactable Nurse reporting
for her husband. A 71-years-old male patient received the first dose of bnt162b2 (BNT162B2; Lot # EL
1284) vaccine , intramuscular in the left deltoid on 22Jan2021 17:00 at single dose for Covid-19
immunisation . The patient medical history was not reported. Concomitant medication included apixaban
(APIXABAN), acetylsalicylic acid (ASPIRIN) atorvastatin (ATORVASTATIN), cyanocobalamin
(CYANOCOBALAMIN), metoprolol tartrate (METOPROLOL TARTRATE) , pantoprazole (PANTOPRAZOLE),
sumatriptan (IMITREX [SUMATRIPTAN]), triazolam (TRIAZOLAM). The patient experienced DVT (deep vein
thrombosis) on 26Jan2021 with outcome of not recovered , left parietal occlusion (ischaemic stroke) on
26Jan2021 05:30 with outcome of unknown , right paralysis on an unspecified date with outcome of
unknown. The patient was hospitalized for DVT (deep vein thrombosis) and stroke from 26Jan2021 to
30Jan2021. The patient underwent lab tests and procedures including blood pressure diastolic: 84 mmhg on
30Jan2021 , blood pressure systolic: 141 mmhg on 30Jan2021 , body mass index: 26.4684 kg/m2 on
26Jan2021 , body temperature: 98.2 ¶F on 30Jan2021, heart rate: 55 bpm on 30Jan2021 , magnetic
resonance imaging: acute left parietal lacunar infarct, Lower extremity ultrasound: left popliteal vein DVT,
oxygen saturation: 95 % on 30Jan2021 , respiratory rate: 18 br/min on 30Jan2021. The reporter
considered the reported events to be possibly related to BNT162B2 vaccine. Follow up information has been
requested.; Sender's Comments: Based on the limited information currently available, a possible contributory
role of the suspect drug in the reported events cannot be completely excluded given the known suspect drug
profile and/or implied temporal association. The impact of this report on the benefit/risk profile of the Pfizer
product is evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of
aggregate data for adverse events. Any safety concern identified as part of this review, as well as any
appropriate action in response, will be promptly notified to Regul atory Authorities, Ethics Committees and
Investigators, as appropriate.
Bell's palsy
In the morning of Thursday February 25 at around 6:5 AM, as I was brushing my teeth, the water was
leaking out when swishing from side to side. As the day progress, the right side of my mouth was getting
number. The next morning Friday February 26, the right side of my face was numb, my speech was swirl,
eating and drinking became challenging. I went to the emergency rom at Hospital where the team of
doctors diagnosed me with Bell's Palsy. I was given Prednisone and Valtrex for a period of 7 days. Physical
therapy as also being advised. The hospital advise me to follow up with my Primary Care Doctor (schedule
for Monday March 1st), and to see a neurologist (waiting for an appt). As of today, the right side of my face
has lost mobility.
Bell?s palsy
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brain fog; Bell's palsy on left side of face; vision has been off/ Vision is blurry; Numbness and tingly/burning
sensation in right leg; Numbness and tingly/burning sensation in right leg; Numbness and tingly/burning
sensation in right leg; This is a spontaneous report from a contactable consumer (patient). A 33-year-old
female patient received the first dose of the bnt162b2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE; Lot
Number: EL9264 and Expiration Date: May2021), via an unspecified route of administration in the left arm on
02Feb2021 at 17:45 at 33-years-old at a single dose for COVID-19 immunization; with no other vaccines
administered within four weeks of the bnt162b2 administration. Medical history included anxiety from an
unknown date and unknown if ongoing. Concomitant medications included alprazolam (XANAX) taken for an
unspecified indication from an unspecified date to an unspecified date, prednisone (MANUFACTURER
UNKNOWN) taken for an unspecified indication from an unspecified date to 16Feb2021. The patient
experienced the following events and outcomes: Bell's palsy on left side of face (medically significant) on
06Feb2021 12:00 with outcome of recovering, vision has been off/ vision is blurry (medically significant) on
06Feb2021 12:00 with outcome of recovering, numbness and tingly/burning sensation in right leg (medically
significant) on 06Feb2021 12:00 with outcome of recovering, brain fog (medically significant) on an
unspecified date with outcome of unknown; all of which required a physician office visit. The clinical course
was reported as follows: The patient received the first dose of the Pfizer COVID 19 vaccine, she began having
symptoms on the following Saturday and was seen by her doctor and diagnosed with Bell's Palsy. The
patient stated she has reported this via VSafe and the Pfizer website. The patient also reported other
symptoms that have not been reported as follows: had tingling in both legs, brain fog, and vision has been
off. The patient was not sure if it was related to the vaccine or steroids. The patient wanted to know if she
should get the second dose. The patient had been on a steroid, so she did not know if she should wait to get
the second dose. The patient just stopped the steroid on 16Feb2021, and the second dose was scheduled for
23Feb2021. The patient also said she had other symptoms that she had not reported and she said she had
tingling that started in one leg now in both legs, brain fog and her vision was off and she was not sure if that
was related to the vaccine or the steroid (later clarified as prednisone). The patient was not taking the
steroids at the time of diagnosis. ""Correct I mean it started after the vaccine, but I was also on medication
(Clarified as Prednisone) so I am not really sure what the difference is at this time."" Treatment in response
to event: the patient stated, ""No I mean for the tingling in my leg I have been just putting heat and Ice on it
but I have not done anything actual big treatment and then for my eyes no, my doctor is not sure what is
related to the Bell's Palsy and what is to medication."" The patient underwent lab tests and procedures
which included lab work: unknown result on an unspecified date (patient stated, ""Yes, I have many"").
Therapeutic measures were taken as a result of facial paralysis, hypoaesthesia, burning sensation, and
paraesthesia; which included steroids and anti-viral and anti-nausea medicine. The patient did not have
COVID prior to the vaccination. The patient was not tested for COVID post vaccination.""
Was notified by nurse at clinic that Patient started having right eye dripping, swelling and burning starting
on Monday 3/1/21. Patient went to see her Family Dr. with complaint of right side drooping starting today
3/3/2021. She was sent to the ED at Hospital for evaluation.
BELL PALSY left side of face and mouth. taking prednisone 20 mg tablet 3 each one time a day for 7 days.
started 3/1/21 still have BELL PALSY left side of face and mouth as of 3/5/21.
4 days post vaccine I got Bells Palsy. Went to hospital for diagnosis on 5th day. Put on prednisone and
valtrex. Total paralysis on left side of face. Currently under the care of a neurologist, opthalmologist,
acupuncture, massage and general practiioner. I tested COVID positive on 1/7 and 1/21. Tested negative on
1/28. Received vaccine 25 days after negative test.
FACIAL PARALISIS, SLURRED SPEECH (bell's palsy)
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ascending bilateral symmetrical paresthesias in the legs to upper thighs and fingers of both hands; slight
weakness; Guillain-Barre Syndrome; This is a spontaneous report from a contactable physician. A male
patient of an unspecified age received first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, lot
number: EN6202, expiration date: unknown), via an unspecified route of administration in right arm on
25Feb2021 at 15:30 as single dose for COVID-19 immunization. The patient's medical history included
hypertension, type 2 diabetes, and cardiac issues. Concomitant medication included dulaglutide (TRULICITY);
metoprolol fumarate; alopurinol; atorvastatin calcium (LIPITOR ORIFARM); acetylsalicylic acid, ascorbic acid
(ASPIRIN [ACETYLSALICYLIC ACID;ASCORBIC ACID]); vitamin d3; bifidobacterium lactis (PROBIOTIC
[BIFIDOBACTERIUM LACTIS]), all ongoing for unspecified indication. The patient previously took Flu vaccine on
an unspecified date for immunization. In Mar2021 (reported as after several days), the patient developed
ascending bilateral symmetrical paresthesias in the legs to upper thighs and fingers of both hands peaking at
7-8 days and now slightly improving but persistent and associated with slight weakness suggesting GuillainBarre Syndrome. The patient underwent lab tests and procedures which included blood creatinine: 1.19
(slightly elevated), blood sugar 140-160, complete blood count (CBC): good, haemoglobin: 7.6 (out of range),
metabolic function test: all good on 13Mar2021. The patient did not received treatment for the events. The
outcome of the events was recovering.; Sender's Comments: Based on the current available information and
the plausible drug-event temporal association, a possible contributory role of the suspect product BNT162B2
to the development of event Guillain-Barre syndrome cannot be excluded. The case will be reassessed if
additional information becomes available. The impact of this report on the benefit/risk profile of the Pfizer
product is evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of
aggregate data for adverse events. Any safety concern identified as part of this review, as well as any
appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics Committees and
Investigators, as appropriate.
Bell's palsy; This is a spontaneous report from a contactable consumer (patient). A female patient of
unspecified age received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE; unknown lot number
and expiration), via an unspecified route of administration on 04Mar2021 at a single dose for COVID-19
immunisation. The patient's medical history and concomitant medications were not reported. On
04Mar2021, the patient received the 1st dose of COVID-19 vaccine. On 08Mar2021, she started developing
symptoms of Bell's palsy. On 15Mar2021, she saw an internal medicine physician and confirmed that the
patient has Bell's palsy. The patient was advised not to take the second dose but also suggested contact
Pfizer for further advice on the second dose. The patient will see the physician for follow-up 22Mar2021.
Outcome of the event was unknown. Information on the lot/batch number has been requested.
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Bells Palsy; runny nose; This is a spontaneous report from a contactable consumer (patient). A 73-year-old
female patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified
route of administration, administered in arm left on 08Mar2021 11:30 (Batch/Lot Number: EN6199) as single
dose for covid-19 immunisation. Medical history included diabetic, arthritis, torn right shoulder, neuropathy
plantar fasciitis arthritis back pain, allergies: sulfa, antibiotics, indomethacin, amoxicllin, sulfacetamide.
Concomitant medications included paracetamol (TYLENOL) taken for an unspecified indication from an
unspecified start date and ongoing; allopurinol (ALLOPURINOL) taken for an unspecified indication from an
unspecified start date and ongoing; atenolol (ATENOLOL) taken for an unspecified indication from an
unspecified start date and ongoing; fluoxetine (FLUOXETINE) taken for an unspecified indication from an
unspecified start date and ongoing; diclofenac (DICLOFENAC) taken for an unspecified indication from an
unspecified start date and ongoing; furosemide (FUROSEMIDE) taken for an unspecified indication from an
unspecified start date and ongoing; metformin (METFORMIN) taken for an unspecified indication from an
unspecified start date and ongoing; pregabalin (PREGABALIN) taken for an unspecified indication from an
unspecified start date and ongoing; simvastatin (SIMVASTATIN) taken for an unspecified indication from an
unspecified start date and ongoing; levothyroxine sodium (SYNTHROID) taken for an unspecified indication
from an unspecified start date and ongoing; vitamin d nos (VITAMIN D NOS) taken for an unspecified
indication from an unspecified start date and ongoing; amitriptyline (AMITRIPTYLINE) taken for an unspecified
indication from an unspecified start date and ongoing. The patient experienced bells palsy on 12Mar2021
with outcome of not recovered, runny nose on 12Mar2021 with outcome of recovering. Clinical course: the
consumer said that the Bell's palsy started Friday with a runny nose, her right side nostril. She said Saturday
she had it where she can't move the right side of her face properly, and that is when she called to make her
doctor's appointment for this morning. The reported events required visit to: Physician office. The patient
received prednisone 1 daily for 7 days as treatment for the event Bells Palsy.
Bells Palsy - no patient history of same
Pfizer-BioNTech COVID-19 Vaccine EUA Pt received 1st dose vaccine 2/17/2021, 2nd dose vaccine 3/10/2021.
Had been on warfarin since 2015, unclear if pt had been taking atorvastatin (last refill was 2019 according to
Dr, Adult Primary Care clinic). Pt was last seen normal by his wife at approximately 1030am, out in the yard.
She went out at approximately 1130 am and found him down on the ground. Pt was brought in by
paramedic to ER. IN ER, score =22, aphasic, R hemiplegic, CT scan of head showed large parenchymal
hematoma in L basal ganglia with small SAH plus 2 mm L to F subfalcine midline shift. Pt was intubated in
ER for airway protection after an episode of vomiting. In ER, pt was given - Vitamin K 10 mg IV x1,
Levetiracetam 1500 mg IV x1, Nicardipine infusion, 4-factor PCC (KCentra) 3500 unitsx1, Sodium chloride 3%
infusion, pantoprazole 40 mg IV x1, Ondansetron 4 mg IVx1. After intubation, pt also received propofol
infusion, and admitted to CCU. 3/15 Repeat CT head showed expansion of hematoma associated with
midline shift. 3/16-3/17 transfer to hospital was arranged, pt remained unresponsive. 3/18-3/19 comfort care
The first doze made him tired and got back pain. Went to his Primary Doctor to see if it is okay to get the
second dose. He got his blood work done, echo Cardiogram and all the necessary test have been done and he
is okay to proceed by his Doctor. On the fourth day after he get the second dose of Pfizer-BioNTEch, in the
afternoon, he couldn't get up from his bed that he had lay down. He experienced slur, facial droop and left
side hand weekness. We called the paramedics right away and they checked him and took him to the
nearest Emergency Hospital. They ran tests, did CT scan and diagnosed him with Ischemic Stroke on his right
side which has effect on the left side of his body for facial droop and weekness and not being able to get up.
He was threated with Mechanical Thromboctomy to remove the blood clot. He stayed in the hospital for 8
days and is bed bound up until now and is transferred to a re-hab. He still can't stand. Today is the 27th day
since the adverse reaction started. His left hand has improved a little bit.
Bell?s Palsy
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face drooping; face swelling; face pain; This is a spontaneous report from contactable consumer (caregiver
reported regarding his mom). An 85-year-old female patient received BNT162B2 (PFIZER-BIONTECH COVID-19
VACCINE), dose 2 via an unspecified route of administration on 24Mar2021 (Batch/Lot number was not
reported) as single dose for covid-19 immunisation. The patient medical history was not reported. The
patient previously received the first dose of BNT162B2 on unknown date. The patient received concomitant
drug, however, drug name was unspecified. 4 days after receiving vaccine (on 28Mar2021), the patient
experienced face swelling and pain, drooping. Caller reports giving his mom tylenol for the pain. Today the
swelling has went down some, but there is still pain and drooping. Caller would like to know it this is a
possible side effect and what to do. The outcome of face swelling was recovering. The outcome of the other
events was unknown. Information about batch/Lot number has been requested.
series of 2 covid pfizer vaccine 3/8/2021 and 3/29/2021 at pharmacy. next 24 hours achy body. Diagnosed
with bells palsy the morning of 4/2/2021. Numbness and drooping on right side of face. Unable to blink or
smile. could not eat or drink. Went to local urgent care immediately and then to hospital emergency room.
was checked for stroke, determined to be bells palsy. sent home with 7 day prescription of prednisone.
Family member reported to this Nursing Supervisor patient suffered stroke 04/13/2021 at the patients
home. Family discovered patient 04/14/2021 and taken to Hospital then life flighted to another hospital.
Family reports he has left sided paralysis, slurred speech, nasogastric tube placement and currently in neuro
ICU.
drooping of her face; swelling on her face; under her eyes it was sticky and hot/some areas on her face feel
hot; under her eyes it was sticky and hot/some areas on her face feel hot; This is a spontaneous report from
a non-contactable consumer. An 85-year-old female patient received BNT162B2 (PFIZER-BIONTECH COVID-19
VACCINE, Batch/Lot Number: ER8727), dose 2 via an unspecified route of administration, administered in Arm
Left on 24Mar2021 14:15 (at the age of 85years) as single dose for Covid-19 immunization. The patient
received the first dose of BNT162B2 on 03Mar2021 in the left arm (unspecified route) for Covid-19
immunization. The patient's medical history was reported as none. Concomitant medications were not
reported. The patient did not receive any other vaccines within 4 weeks prior to the COVID vaccine. It was
reported that the patient had the second dose on Wednesday (24Mar2021) and four days later (as reported)
(on 28Mar2021) she has swelling on her face and drooping of her face on the left side. It was further reported
that it seems to be getting better today (31Mar2021); the drooping is almost all gone but some areas on her
face feel hot; under her eyes it was sticky and hot. The reported asked if it was normal, or should the patient
see the doctor. The patient was given Tylenol and she seems better. The outcome of events was recovering.
Follow-up attempts are completed. No further information is expected.
Right sided Bell's Palsy Grade IV; This is a spontaneous report from a contactable physician. A 42-Year-old
male patient received first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE; Solution for injection, Lot
Number: Unknown) intramuscular, administered in left arm on 15Mar2021 (at the age of 41-years-old) as
SINGLE DOSE, dose and second dose was intramuscular, administered in left arm on 05Apr2021 as SINGLE
DOSE for covid-19 immunization. Medical history included covid-19 and ongoing allergies. Concomitant
medication was Benadryl PRN for allergies. On 09Apr2021,the patient experienced right sided bell's palsy
grade iv. The patient underwent lab tests and procedures which included sars-cov-2 test was pending on
09Apr2021 Covid test type post vaccination done by nasal swab. Therapeutic measures were taken as a
result of right sided bell's palsy grade iv included Prednisone Taper and pain medication. The outcome of
event was not recovered. Information about the Lot/batch number has been requested. ; Sender's
Comments: Considering a plausible temporal relationship, a possible contributory role of suspect vaccine
BNT162B2 to the reported event facial paralysis cannot be completely excluded. The impact of this report on
the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation,
including the review and analysis of aggregate data for adverse events. Any safety concern identified as part
of this review, as well as any appropriate action in response, will be promptly notified to regulatory
authorities, Ethics Committees, and Investigators, as appropriate.
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my face was paralyzed slightly due to Bell's palsy; my tongue had a sore; I got pain in my jaw and pain in my
left side of my neck for about 3days; I got pain in my jaw and pain in my left side of my neck for about 3days;
This is a spontaneous report from a contactable consumer (patient). A 33-year-old female patient received
the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE lot number: EP7534) via an unspecified
route of administration, administered on the left arm on 17Mar2021 13:00 at a single dose for COVID-19
immunisation. Medical history included Bell's palsy (prior case, 9 1/2 years ago). The patient's concomitant
medications were not reported. On 21Mar2021 12:00 PM, within the 3rd day her tongue had a sore. It went
away and she got pain in her jaw and pain in the left side of her neck for about 3days. Then, her face was
paralyzed slightly due to Bell's palsy. It went away within a week and a half. Treatment was received for
the events which included medication to help with Bell's palsy. The events resulted in doctor or other
healthcare professional office/clinic visit. The patient did not receive any other vaccines within 4 weeks prior
to the COVID vaccine. There were no other medications the patient received within 2 weeks of vaccination.
Prior to vaccination, the patient was not diagnosed with COVID-19. Post vaccination, the patient has not
been tested for COVID-19. Patient was not pregnant. The facility where the vaccine was administered was in
a Public Health Department. No known allergies. Outcome of the events was recovered on an unspecified
date in 2021.
Bell's Palsy; I started to have sharp pain behind my ear; sinus congestion; deep sore throat; dry left eye; This
is a spontaneous report from a contactable other healthcare professional (HCP; patient). A 60-year-old female
patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection), via
an unspecified route of administration, administered in left arm on 27Mar2021 at 16:00 (Lot Number:
ER8733, expiry date not reported) at the age of 60-years-old at a single dose for COVID-19 immunisation. The
patient was not pregnant at the time of vaccination. The vaccination facility type was facility. The patient
received no other vaccine in four weeks. The patient had no COVID prior to vaccination and was not tested
for COVID post vaccination. Medical history included penicillin-rash; high cholesterol being treated with
Repatha; slightly high blood pressure being treated with lisinopril; cysts in pancreas, thyroid and kidneys-all
benign. Concomitant medications included evolocumab (REPATHA) for high cholesterol; lisinopril for slightly
high blood pressure; spironolactone for an unspecified indication and testosterone for an unspecified
indication, all start and stop dates were not reported. The patient received the first dose of the PfizerBioNtech Covid-19 vaccine on 27Mar2021, 4 days later on 31Mar2021 20:30 she developed Bell's Palsy. She
would like to know if in the clinical trials those who experienced this adverse event was after the first or the
second dose of the vaccine. She already reported this adverse event to Safety, online and verbally. She
would like to know if Pfizer recommends for people who develops Bell's Palsy after the first dose of the
vaccine not to receive the second dose and if there's information about the cases of Bell's Palsy after
receiving the vaccine during the vaccination to larger populations. She's also wondering if there is
information about how long it takes to resolve. Patient reported that four days after vaccination on
31Mar2021 at 20:30, she started to have sharp pain behind her ear, sinus congestion, deep sore throat, and
dry left eye, went to bed, next morning she woke up with Bell's palsy on left side of face (also reported to
have occurred on 31Mar2021 20:30). These resulted in a doctor or other healthcare professional office/clinic
visit. The patient was treated with high dose prednisone and Valtrex. The outcome of the events was not
recovered.; Sender's Comments: Bell's palsy is not uncommon in general population, however the causal
association between bell's palsy and the usage of the vaccine BNT162B2 cannot be excluded because of
strong temporal association. The impact of this report on the benefit/risk profile of the Pfizer product is
evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate
data for adverse events. Any safety concern identified as part of this review, as well as any appropriate
action in response, will be promptly notified to regulatory authorities, Ethics Committees, and Investigators,
as appropriate.
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ear pain; eye dry; sore throat; Bell's palsy on the left side of my face; This is a spontaneous report from a
contactable consumer (patient). A 61-year-old patient of an unspecified gender received first dose of
BNT162B2), via an unspecified route of administration on 27Mar2021 16:00 (Batch/Lot Number: ER8733) as
single dose in left arm for covid-19 immunisation. Medical history included hypertension and blood
cholesterol increased from an unknown date. Concomitant medications included evolocumab (REPATHA)
420mg monthly intramuscular for an unspecified indication, start and stop date were not reported; lisinopril
taken for an unspecified indication, start and stop date were not reported. At 8:30 pm, four days after the
COVID vaccine (on 31Mar2021), patient started to have dried left eye, pain behind my left ear and real deep
sore throat and took 1 tablet of Ibuprofen 200mg orally (treatment), and went to bed and then the next
morning, woke up with total paralysis on the left side of face, lip was dripping, eye wouldn't close and was
diagnosed with Bell's palsy by the doctor. Outcome of events was not recovered.
she developed "" a myopathy, weakness, (almost like a paralysis), mostly in both lower extremities.""; she
developed "" a myopathy, weakness, (almost like a paralysis), mostly in both lower extremities.""; she
developed "" a myopathy, weakness, (almost like a paralysis), mostly in both lower extremities.""; This is a
spontaneous report from a contactable pharmacist. A 30-year-old female patient received BNT162B2 (PFIZERBIONTECH COVID-19 VACCINE), dose 1 via an unspecified route of administration on 15Apr2021 (Lot number
and expiration date was not reported) as single dose for COVID-19 immunisation. Medical history included
history of a bone marrow transplant from 2018 (reported as 3 years ago) to an unknown date. The patient's
concomitant medications were not reported. She was currently not taking any immunosuppressant
medications at this time. On 19Apr2021, 4 days after receiving the 1st dose, she developed a myopathy,
weakness, (almost like a paralysis), mostly in both lower extremities. The Medical Director and the
Neurologist are looking for any data Pfizer has on this type of adverse event, any treatment
recommendations based from the post EUA AE reports received by Pfizer DSU. The outcome of the events
was unknown. Information about the Lot/batch number has been requested.; Sender's Comments: Based on
temporal association a contributory role of BNT162B2 cannot be totally excluded. Case will be reassessed if
additional information is received. The impact of this report on the benefit/risk profile of the Pfizer product
is evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of
aggregate data for adverse events. Any safety concern identified as part of this review, as well as any
appropriate action in response, will be promptly notified to Ethics Committees and Investigators, as
appropriate.""
Sore arm for two days. Diarrhea. Developed Bell's Palsy after six days.
Patient started complaining of extreme back pain and trouble walking within days after receiving the
vaccine. His pain got increasingly worse. On the 23rd he had to be taken into the hospital in an ambulance.
He said he felt as if his lower body was separated from his torso, and visible was having trouble walking.
They prescribed him Valium, preformed an x-ray, and sent him home. On the 27th he was taken back to the
hospital due to leg weakness, tingling in his hands and feet, and extreme pain. He was diagnosed with
Guillain-Barre Syndrome. He passed away April 6, 2021 after spending 11 days in the hospital, and 6 days on
a ventilator.
Patient developed progressive weakness and was diagnosed with Guillain-Barre Syndrome based on physical
exam findings (ascending muscular weakness), lumbar puncture, and MRI findings. Disease course complicated
by acute hypoxic respiratory failure which required endotracheal intubation and mechanical ventilation. He
was treated with intravenous immunoglobulin x4 days.
7:00 pm Friday started getting left arm: numbness on whole left side of body, left side of face swelling and
droopy. Felt a sharp pain in left arm near basilic vein and started swelling like a ball. Felt shortness of
breath and dizzy with blurry vision. Almost passed out when stood up. Was rushed to the ER. Had Sharp
pains shooting through left leg.
Pt reported to Urgent Care with paralysis and numbness on his left side. Left-sided neck pain radiating into
the top of the shoulder.
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started with generalized Headache and sob 5-6 days after vaccination with Janssen. For pain she is being
prescribed acetaminophen until labs have resulted. A trial of albuterol nebulizer was given in office for
spirometry showing moderate airway obstruction. Patient felt the same shortness of breath she is noted to
have petechia at site of blood pressure cuff on the upper arms but states this always occurs.
Onset of symptoms: piercing sensation in legs, feet, ankles, knees and leg . Pain and pins and needles.
Worsened at night. Tingling in fingers. 1:) Urgent care 2.) ER Dept 3.) Primary Care Dr. suspected Guillian
Barre
Bell?s Palsy. Right-sided facial drooping. Numbness to right face. Excessive tearing of right eye associated
with inability to blink right eye.
Facial drooping No treatment Symptoms have improved but not completely resolved.
Patient developed 3rd cranial nerve palsy on right eye. Pt had a CT and reports no aneurysm or
abnormalities.
second day after receiving vaccine I was fairly sick. Then I was fine. 5 days after receiving vaccine
(yesterday 1/13/2021) I started developing Bell's palsy
Bells Plasy , i am not able to blink my left eye and also not able to close the mouth on left side. When
speaking my mouth is going towards right
5 days post injection noticed heaviness of her left jaw, quivering of her left jaw, discomfort and pain around
her left ear (in front of her ear) and droopiness of the face in general with difficulties closing left eyelid. The
symptoms were familiar to her from her previous attacks. She denies double vision, swallowing difficulties,
confusion, or focal weakness otherwise. She denies lesions involving vesicles or herpetic lesions (she
sometimes has a cold sore on the other side of the mouth but not now) The patient visited the emergency
room on 15 January 2021 and was diagnosed with recurrent Bell's palsy, given a pulse steroid treatment for
5 days which she completed yesterday. The patient reports no significant alleviation of the symptoms which
are persisting more than a week now. A similar pattern occurred in her previous attack years ago. Her
main discomfort is that of pain in general discomfort on the left side of the face, triggered by brushing her
teeth and other activities There has been no recent brain imaging The patient did not develop chills, fever,
or other viral-like syndrome after the injection
Left side of face paralysis, primarily noted in mouth and left eye. Can not blink left eye, continues to tear up.
Left side of mouth does not move while trying to smile/eat/talk. Emergency Room visited 1/24/20. MRI, CT
Scans run to determine if stroke occurred. Diagnosis is Bells Palsy with seven days of steroids prescribed
(Prednisone 20mg - two tabs once per day).
Inmate diagnosed with Bells palsy. Right sided facial droop, inability to close right eye completely, paralysis
of right cheek.
When I was eating chips I wanted to lick my fingers and my mouth felt funny. I looked in the mirror and my
face looked fine. The following day I noticed half of my face was paralyzed and I went to urgent care. The Dr.
diagnosed me with Bells Palsy and put me on antibiotics for 10days. I asked for more because it wasn't
healing, but hey didn't me anymore. Maybe a week after I did a phone visit and asked If I should get more
medicine and they said no. Maybe a week ago from today 1/27/21 I seen my PCP and she contacted the
Neurology department at medical center regarding my situation. After about 3 weeks of having this im
about 90% better.
Received the vaccine on 1/19/21 On 1/24/21, noted fasciculations around mouth unable to smile on one side
she did take video of the episode symptom lasted approximately 4 minutes and resolved she felt that this
was a brief episode of Bells Palsy
Bells Palsy, onset 5th day after shot. Mild first day, went to ER 2nd day with stroke-like symptoms. Given
steroid, anti-viral
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Third cranial nerve palsy; A spontaneous report was received from a 63-year-old male pharmacist who
received Moderna's COVID-19 Vaccine (mRNA-1273) and developed third cranial nerve palsy. The patient's
medical history was not provided. No relevant concomitant medications were reported. On 31 Dec 2020,
approximately 5 days prior to the onset of the event, the patient received their first of two planned doses of
mRNA-1273 (Lot 037K20A) intramuscularly in the left arm for prophylaxis of COVID-19 infection. On 05 Jan
2021, the patient began to have blurred vision which progressed into double vision. He then experienced a
headache that felt similar to when you have the wrong prescription glasses or cross-eyed. On 06 Jan 2021,
he was seen by his ophthalmologist who ordered a CT scan which was negative. His eyelids were drooping
and he wore an eye patch on the right eye because his right eye is completely shut. The patient reports that
the muscle that keeps the pupil in focus in the middle is paralyzed, so his pupil is turned to the right and
down, which is what was causing the double vision.The treatment of the event include eye patch. Action
taken with mRNA-1273 in response to the event was not reported. The outcome of the event, third cranial
nerve palsy, was considered unknown.; Reporter's Comments: This case concerns a 63 year old male patient,
who experienced a serious unexpected event of IIIrd nerve paralysis. The events of IIIrd nerve paralysis
occurred 6 days after first dose of mRNA-1273, lot # 037K20A. Diagnostics included a CT scan, which revealed
no abnormality. Treatment for the event include eye patch and no other details were provided. Based on the
current available information and temporal association between the use of the product and onset of the
events a causal relationship cannot be excluded.
Right side vocal cord paralysis
Severe left ear pain and fullness with associated right side complete facial paralysis. I was diagnosed with
Bell's Palsy 1/9/20, 5 days after getting my first moderna vaccine.
patient developed bels palsey
First fever and body aches day 2. On day 5 developed a stroke and later developed Bell's Palsy.
Hospitalized because of this. Currently moved to a rehab hospital.
Onset of Bell's Palsy about 5 days after immunization.
Bell?s palsy
On the morning of 2/22/21 Patient was found by care staff to have signs of stroke as evidence by left sided
facial drooping. EMS were called and he was taken to a local hospital where he was admitted. He then was
discharge to a skilled nursing facility for rehabilitation. He is still there as of today, 3/11/2021.
BELLS PALSY
Patient present to ED stating that the right side of his mouth was not moving right when he woke up at
06:00 am that morning (3.10.21). Physician documented patient had trouble fully opening his right eye.
Patient reported right upper dental for for several days prior to presentation. Diagnosed by physician with
Bell's Palsy.
Bells palsy; Numbness in face; Pain in head; A spontaneous report was received from a consumer (patient), a
70-year-old female patient, unknown race and ethnicity, who received Moderna's COVID-19 Vaccine (mRNA1273), and developed Bell's palsy (facial paralysis), pain in head (headache) and numbness in face
(hypoaesthesia). The patient did not report medical history. Concomitant medications were also not
reported. On 03 Feb 2021, prior to the onset of events, the patient received her first of two planned doses
of mRNA-1273 (Batch number: 013M20A), intramuscularly in the arm for prophylaxis of COVID-19 infection.
On 08 Feb 2021, after administering the vaccine, the patient developed headache followed by numbness on
face on 09 Feb 2021. On 11 Feb 2021, the patient was diagnosed with Bell's palsy. No treatment information
was provided. Action taken with second dose of mRNA-1273 in response to the events was not reported.
The outcome of the events, headache, numbness in face and Bell's palsy, were considered as unknown.;
Reporter's Comments: Based on the current available information and temporal association between the use
of the product and the start date of the events, a causal relationship cannot be excluded.
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cheek drooping, face hanging, lip pulling and eye won't close, lip twitch, headache; Nausea; rash chest, neck,
full body; This spontaneous case was reported by a consumer and describes the occurrence of FACIAL
PARALYSIS (cheek drooping, face hanging, lip pulling and eye won't close, lip twitch, headache) in a 52-yearold female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. unknown) for COVID-19
vaccination. The occurrence of additional non-serious events is detailed below. The patient's past medical
history included No adverse event (No medical history reported). On 06-Mar-2021, the patient received
first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 11-Mar-2021, the
patient experienced RASH (rash chest, neck, full body). On 21-Mar-2021, the patient experienced NAUSEA
(Nausea). On 25-Mar-2021, the patient experienced FACIAL PARALYSIS (cheek drooping, face hanging, lip
pulling and eye won't close, lip twitch, headache) (seriousness criteria disability and medically significant). On
18-Mar-2021, RASH (rash chest, neck, full body) had resolved. On 27-Mar-2021, NAUSEA (Nausea) had
resolved. At the time of the report, FACIAL PARALYSIS (cheek drooping, face hanging, lip pulling and eye
won't close, lip twitch, headache) outcome was unknown.
The action taken with mRNA-1273 (Moderna
COVID-19 Vaccine) (Intramuscular) was unknown. For mRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular), the reporter did not provide any causality assessments. Based on the current available
information and temporal association between the use of the product and the start date of these events, a
causal relationship cannot be excluded.; Sender's Comments: Based on the current available information and
temporal association between the use of the product and the start date of these events, a causal
relationship cannot be excluded.
I have been diagnosed with Bells Palsy
Gilliam barre syndrome; This spontaneous case was reported by an other health care professional
(subsequently medically confirmed) and describes the occurrence of GUILLAIN-BARRE SYNDROME (Gilliam
barre syndrome) in a 58-year-old female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) for
COVID-19 vaccination. The patient's past medical history included Bell's palsy. On 17-Feb-2021, the
patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 22Feb-2021, the patient experienced GUILLAIN-BARRE SYNDROME (Gilliam barre syndrome) (seriousness
criterion hospitalization). The patient was hospitalized from 01-Mar-2021 to 07-Mar-2021 due to GUILLAINBARRE SYNDROME. At the time of the report, GUILLAIN-BARRE SYNDROME (Gilliam barre syndrome) outcome
was unknown.
The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was
unknown. For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not provide any
causality assessments. No concomitant medications reported by patient. Treatment of this event was not
provided. Based on the current available information and temporal association between the use of the
product and the start date of the event, a causal relationship cannot be excluded.; Sender's Comments: Based
on the current available information and temporal association between the use of the product and the start
date of the event, a causal relationship cannot be excluded.
Acute to subacute no hemorrhagic infarct, @superolateral thalamus, Measures 1.5. X 1.4. Recovering left
side paralysis
Per patient and spouse: 2nd dose of Moderna received on 04/01/2021. (This facility does not have record of
administration). Patient seen in ED 4/11 after 5 days of bilateral lower extremity weakness, gait problems
and numbness. Patient admitted and evaluated. Neurology consulted and on 04/13/2021 diagnosed with
likely acute inflammatory demyelinating polyradiculoneuropathic form of Guillain-Barre syndrome.
Facial drooping on 1/4/2021 6 days after the vaccine suffered a mild TIA or bells palsy event. appointments
for a CT scan. Has mild facial drooping on the side that is already affected by TIA / cerebral hemorrhage. The
long-term or permanent outcome is unknown.

COVID19 VACCINE

PFIZER\BIONTECH

0934922-1

30-39 years

5 days

COVID19 VACCINE

PFIZER\BIONTECH

0935647-1

18-29 years

5 days

COVID19 VACCINE

PFIZER\BIONTECH

0938068-1

40-49 years

5 days

Followed by neurological symptoms staring day 4; parasthesias of both upper extremity; progression to
muscle weakness of all four extremities/Currently with significant muscle weakness, Left hand weakness
leading to dropping of objects and left foot drop; progression to muscle weakness of all four
extremities/Currently with significant muscle weakness, Left hand weakness leading to dropping of objects
and left foot drop; Flu like symptoms first 3 days; This is a spontaneous report from a contactable physician
(patient). A 39-year-old male patient received first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE,
solution for injection, lot number: ek5730) at left arm, via an unspecified route of administration on
16Dec2020 at single dose for covid-19 immunisation. Medical history included hypertension, diabetes,
migraines, Eosinophilic granulomatosis with polyangiitis (EGPA) remission. Prior to vaccination, the patient
was not diagnosed with COVID-19. The patient did not have any allergies to medications, food, or other
products. The patient's concomitant medications were not reported. On 21Dec2020, the patient experienced
flu like symptoms first 3 days. Followed by neurological symptoms staring day 4, parasthesias of both upper
extremity with progression to muscle weakness of all four extremities. Leading to 2 ER visits and hospital
admission. Evaluation by internal medicine, neurology and rheumatology. Currently with significant muscle
weakness, Left hand weakness leading to dropping of objects and left foot drop. The events resulted in
Doctor or other healthcare professional office/clinic visit, Emergency room/department or urgent care,
Hospitalization, Disability or permanent damage. The treatment for events included High dose steroid. Covid
test included Nasal Swab: negative on 19Dec2020. The outcome of events was not recovered.; Sender's
Comments: Based on temporal association, the causal relationship between bnt162b2 and the events
influenza like illness, neurological symptom, paraesthesia, muscular weakness and peroneal nerve palsy
cannot be excluded. The information available in this report is limited. This case will be reassessed once
additional information becomes available. The impact of this report on the benefit/risk profile of the Pfizer
product is evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of
aggregate data for adverse events. Any safety concern identified as part of this review, as well as any
appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics Committees, and
Investigators, as appropriate.
Swollen Lymph node with tenderness to above right clavicle. I currently still have swollen lymph with no
pain. Tenderness to posterior arm.
patient developed acute onset of right-sided facial palsy and pain; patient developed acute onset of rightsided facial palsy and pain; Brain MRI done showing T2 hyperintensity in the brainstem and basal ganglia,
suspicious for inflammation; This is a spontaneous report from a contactable physician. A 46-year-old male
patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection), on 18Dec2020 at
SINGLE DOSE for COVID-19 immunization. Medical history included psoriasis. No COVID prior vaccination. It
was unknown if the patient received any other vaccines within 4 weeks prior to the COVID vaccine.No
known allergies. Concomitant medications (received within 2 weeks of vaccination) included fluoxetine. days
following vaccination,on 23Dec2020,the patient developed acute onset of right-sided facial palsy and pain.
Brain MRI done showing T2 hyperintensity in the brainstem and basal ganglia, suspicious for inflammation.
Work-up is ongoing. AE Resulted in: Doctor or other healthcare professional office/clinic visit, Emergency
room/department or urgent care, Disability or permanent damage].It was unknown if the event was
treated. The event was assessed as serious for Disabling/Incapacitating. The patient had been tested for
COVID post vaccination (covid test result-Negative). The outcome of the events werenot recovered
Information about lot/batch number has been requested.; Sender's Comments: A possible causal relationship
between acute onset of right-sided facial palsy and pain with MRI findings suspicious for brain inflammation
and BNT162B2 cannot be completely ruled out considering the temporal relationship. The impact of this
report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety
evaluation, including the review and analysis of aggregate data for adverse events. Any safety concern
identified as part of this review, as well as any appropriate action in response, will be promptly notified to
Regulatory Authorities, Ethics Committees and Investigators, as appropriate.
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Date/time/when adverse event started: 12/31/20 noticed a white streak noted from R eyelid straight down
to the R jaw. Numbness, tingling feeling from R mid cheek moving toward R ear. Swelling of the face at this
site as well. Paresthesia feeling, abnormal sensations at this same area of the face. These issues continues
even to today. Initially, I experienced a H/A on the R sided above my eye which has not been occurring
lately. On 1/8/21 I was seen by the NP at and was dx. with Bell?s Palsy. The NP noticed that when I initially
speak my mouth doesn?t move properly, but once I get my words started then my mouth moves properly.
My smile is noticed to be abnormal. The NP then sent me to ER for evaluation with the dx. Of Bell?s Palsy
and because of another potential medical condition there?s a high risk for a stroke. A CT scan and blood
work were obtained. A f/u script for a MRI of the brain has been ordered as well. Discharge paperwork
states: Bell?s Palsy. Currently, I am taking a tapering dose of Prednisone and Valtrex as prescribed.
Within 5 days of vaccination, he developed severe right-sided facial pain, and about two days later
developed complete right-sided facial paralysis. In the following days he also developed balance problems
and nausea/vomiting. His facial pain has begun to improve with high-dose prednisone.
left side will blur; Left side of face was sagging/ water leaking out of mouth/Progressive weakness on left
side of face/ Swelling on lower left mandible/ diagnosed with Bell's Palsy.; Eye tearing; This is a spontaneous
report from a contactable nurse who reported for himself. A 61-year-old male patient received BNT162B2
(PFIZER-BIONTECH COVID-19 VACCINE; Batch/lot number: EK5780) in left arm on 26Dec2020 at 08:30 at
single dose for covid-19 immunisation (worked in surgical ICU and was over 61 years old). Medical history
included Pre-diabetic. Family history included: mother died; mother's side had colon cancer and grandparents
and uncles had cardiovascular diseases.Concomitant medication included exenatide (BYDUREON), amlodipine
besilate (NORVASC), omeprazole (PROTONIX), hydrochlorothiazide, lisinopril and pneumococcal vaccine on
08Dec2020 and tetanus vaccine on 08Dec2020. It was reported that on 31Dec2020 at 07:30, the patient had
eye tearing and water leaking out of mouth, left side of face was sagging, swelling on lower left mandible
(eye tearing was first, as reported); on 31Dec2020 he also experienced progressive weakness on left side of
face; on 02Jan2021 the patient was diagnosed with Bell's Palsy. Then on an unknown date, left side will blur
occurred. All events required emergency room visit and physician office visit. Diagnosis of Bell's Palsy and
event eye tearing were serious per disability; left side will blur was non serious. Patient described the
events as follows: on 31Dec2020 he was brushing teeth and noticed the water was going everywhere. Left
side of face was sagging, noticed some swelling and thought it was from a bug bite. He wasn't sure if it was a
stroke or not. In the morning of 01Jan2021 noticed it was progressively causing a problem. Days before
noticed tearing of left eye (as reported). On 31Dec2020 before midnight, something felt wrong. He saw four
cases on clinical trial with similar side effects (he clarified he had no patient information for the four patients
mentioned with similar side effects from Pfizer Clinical trial. He saw this information from a article; stated
four from Pfizer and Moderna). In the morning of 02Jan202, he went to Emergency Room (ER) and was
diagnosed with Bells Palsy. He was given prednisone 20mg to take 3 times by mouth every day for 5 days,
tetracycline 100mg, at 1 capsule by mouth twice a day for 10 days and methylprednisolone (SOLU MEDROL;
Lot: 9945776;Exp: Nov2021) 4mg dose pack, started with 6 tablets first day. It was told by doctor it might
cause tick problems. He was waiting for results. On 04Jan2021 went to family doctor and more blood work
was taken. Because he was taking prednisone, noticed his sugar was up a little bit (date unspecified). It was
prescribed Glitizide extended release, 2.5mg one tablet twice a day with breakfast. Patient was checking
sugar every 6 hours. It was also prescribed Acyclovir 400mg one tablet orally five times per day for 10 days.
08Jan2021 is last day of prednisone 5 day dose and will follow up with methylprednisolone tablets. Patient
had an appointment with a neurologist on 13Jan2021. Patient was still having symptoms. It was really hard
for him. Not hard to swallow. Face was still drooping. Eyes were still tearing. Could not work with eyes
tearing all of the time. Needed to be alert. When driving, had to focus on the right side because his left side
will blur. He had to chew only on the right side because food will be left behind in between his cheeks and
gums. If he drank through a straw, he had to cover the left side of his lips so he was able to suck out fluids.
He thought symptoms were progressively getting worse, he didn't see much improvement. He clarified
Bell's Palsy left side
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Vaccination on 1/6/2021. Pt noticed pain behind her R ear on 1/11/2021. Pt then noticed right-sided facial
weakness and asymmetry on 1/12/2021. Pt went to ED for evaluation. Pt diagnosed with Bell's Palsy and
given Valacyclovir and prednisone to be taken orally for 7 days and referred to Neurology for ongoing care.
Right side lip paralysis noticed on January 2. It has spread to my face and eye since then. Had knee surgery
on December 30.
Bell's Palsy; This is a spontaneous report from a contactable consumer. A 63-years-old female patient
received the first dose of BNT162B2 Pfizer-BioNTech COVID-19 Vaccine, Batch/lot number: ELD14D, via an
unspecified route of administration, in left side of arm, on 04Jan2021 at single dose for COVID-19
immunization. Medical history included early breast cancer from 2017 and ongoing. Concomitant medication
included tamoxifen citrate 20 mg tablet by mouth once daily from 2017 and ongoing for breast cancer (cancer
pill, she has to be on it for 5 years). The patient received the vaccine as she is ""with fire department,
thought she needed to take it, she had early breast cancer, is around lots of people"". On 09Jan2021 the
patient was diagnosed with Bell's palsy, assessed as medically significant and in Jan2021 she experienced
earache (she thought it was an earache, but it was more than that, but it made her ear hurt, and she has no
infection), her mouth was drawled a little, further detailed as numbness and ""the eye, it is messing with it,
when she is trying to see out of it, she can see, but it's blurry like"" and, ""where the ear thing is"", on the
back of the lymph node was real sore and her face was kind of puffy, which is the reason she went to the
doctor. The patient had to go to her doctor, he told her she had a reaction to the shot, he called it Bell's
Palsy, and said to let Pfizer know. Her doctor gave her something to take for mouth drawled/numbness,
which is supposed to help, and she has to go back in a week. The event Bell's palsy outcome was unknown at
the time of the report.""
left facial palsy
Bells Palsy diagnosed by ER 1-15-2021. treated with Prednisone and Acyclovir.
Dose 1 received 12/23/20 - had mild symptoms of fatigue and headache on 12/24/20. Dose 2 received
1/14/21. Initial symptoms of mild/dull dental pain started on 1/19/20. on 1/21/21 and 1/22/21 started
getting EXTREME right-sided oral/facial nerve pain/spasms that migrated to head that occurred
intermittently every 30-60 min and lasted 2-5 min at a time in the evening. Saw dentist on 1/22/21 to check
for issues with teeth, no dental issues were found on exam and on xray. Symptoms similar to trigeminal
neuralgia/ bells palsy. Called Teledoc on 1/22 who suspected bell's palsy and prescribed prednisone 50 mg po
qday x 5. Nerve pain attacks went always after first dose of prednisone. Currently still left with mild dull
right-sided pain.
On 1/15/21, I had numbness and tingling, pain and burning in extremities. Went to the ER, had MRI, had
lumbar puncture, symptoms assessed, blood work and diagnosed with Guillian Barre.
Bell's Palsy, right side facial droop, facial tingling, and feeling of facial fullness on 1/25/21.
SINTOMES 3 DAYS , CHILLS,HEADACHE ON RIGHT SITE,PAIN ON RIGHT EAR THIS WAS ON 01/26. ON
01/27/2021 . SHE HAD A DEVATION OF THE MOUTH TURN TO HER LEFT SIDE SHE HAD FACIAL PARALISIS
CONTINUE WITH SINTOMES HAS APPOINMENT WITH PHYSIATRIST 01/28/2021.
5 days after 2nd covid vaccine, I started experiencing severe pain, with pins/needles sensation. Started in
plantar aspect of both feet and traveled upwards to my hands, in a matter of hours. Extreme pain in lower
back and extremities caused me to go to the ER. Following lumbar puncture and a series of diagnostic tests, I
have started on IVIG for Acute Inflammatory Demyelinating Polyneuropathy. This is a subtype of Guillain
Barre syndrome, believed to be precipitated by autoimmune response generated from the 2nd covid vaccine.
I am now on day 4 of my hospitalization.
Sudden onset right sided Bell's Palsy with tinnitus upon awakening in the morning. Proceeded to see PCP in
the afternoon where I was prescribed Prednisone 60mg/day x 7 days and Valacyclovir 500mg BID x 7 days.
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Diagnosed with Bell's Palsy from Covid-19 injection (1st dose.)/left sided face droop; Stroke; Lower left pain
under ear, sudden onset; This is a spontaneous report from two contactable consumers. A 50-year-old female
patient (not pregnant) received 1st dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), via an
unspecified route of administration on 31Dec2020 08:30 at single dose for COVID-19 immunisation. Medical
history included depression, anxiety, Post-traumatic stress disorder (PTSD), elevated pressure increased (BP),
elevated cholesterol, spondylosis with radiculopathy. Known allergies: NSAID's and augmentin. Concomitant
medications included hydrochlorothiazide, venlafaxine hydrochloride (EFFEXOR), hydroxyzine, atorvastatin
and ascorbic acid;betacarotene;biotin; calcium; chloride; chromium; copper; folic acid; iodine; iron;
magnesium; manganese; molybdenum; nickel; nicotinic acid; pantothenic acid; phosphorus; potassium;
pyridoxine hydrochloride; riboflavin; selenium; silicon; thiamine; vanadium; vitamin B12 NOS; vitamin D NOS;
vitamin E NOS; vitamin K NOS; xantofyl; zinc (CENTRUM SILVER WOMEN 50+). On 05Jan2021 at 13:00,
patient experienced lower left pain under ear, sudden onset. Then, noticed symptoms of a stroke. Left sided
face droop. Patient went to ER (emergency room). Patient was diagnosed with Bell's Palsy from Covid-19
injection (1st dose). Patient received treatments for the events included prednisone, acyclovir, ointment to
protect eye and eye patch for covering of left eye. Lab test included Nasal Swab: negative on 07Jan2021.
Outcome of the events was resolving. Information on Lot/Batch number has been requested.
currently receiving IVIG for Acute Inflammatory Demyelinating Neuropathy; This is a spontaneous report
from a contactable physician report for self. This 41-year-old no pregnant female patient received second
dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: EL0140), at left arm on 20Jan2021 at
single dose for COVID-19 immunization. Medical history included Breast cancer (remission, 15 years ago),
GERD, Hyperlipidemia. Concomitant medication not reported. Patient previously received second dose of
Gardasil vaccine on 16Dec2020 at left arm and first dose of BNT162B2 (lot number: EJ1685) on 30Dec2020
08:15 AM at left arm. Five days after 2nd covid vaccine (on 25Jan202021 01:00 PM), patient started
experiencing excruciating pain along the plantar aspects of both feet. This, with numbness and tingling
ascended upwards (in a matter of hours) to lower back and arms. Patient went to local emergency room and
was later transferred to (Institute name) for higher level of care. She was currently receiving IVIG for Acute
Inflammatory Demyelinating Neuropathy. This is a GBS-like illness. Very debilitating, due to pain. No motor
deficits yet. Hoping the IVIG stops the Demyelinating process in its tracks. The events resulted in
hospitalization for 6 days. Patient received Nasal Swab covid test date on 25Jan2021 with result of
""Negative"". The outcome of events was not recovered.; Sender's Comments: Based on temporal
association, a possible contributory role of BNT162B2 cannot be completely excluded for reported event
acute inflammatory demyelinating neuropathy. The impact of this report on the benefit/risk profile of the
Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including the review and
analysis of aggregate data for adverse events. Any safety concern identified as part of this review, as well as
any appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics Committees
and Investigators, as appropriate.""
Diagnosed with bell's palsy 8 days after shot.
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Belly's palsy, right side of face; This is a spontaneous report from a contactable physician. This physician
reported for a 41-year-old male patient received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), via an
unspecified route of administration on 20Jan2021 at single dose for COVID-19 immunization. The patient
medical history included anxiety, cervical myofascial pain syndrome, gastrooesophageal reflux disease
(GERD), known allergies: eggs, detergent. The patient's concomitant medications were not reported. The
patient previously took salbutamol (ALBUTEROL), diphenhydramine hydrochloride (BENADRYL), esomeprazole
(NEXIUM), prochlorperazine (COMPAZINE) and experienced allergies. The patient experienced Belly's palsy,
right side of face on 25Jan2021. The adverse event resulted in Doctor or other healthcare professional
office/clinic visit. Treatment received for the adverse event included prednisone and valaciclovir
(VALACYCLOVIR). Prior to vaccination, patient was not diagnosed with COVID-19. Since the vaccination,
patient has not been tested for COVID-19. Outcome of the event was unknown. Information on the lot/batch
number has been requested.; Sender's Comments: Based on the reasonable temporal association and lacking
alternative explanations, the Company cannot completely exclude the possible causality between the
reported Belly's palsy, right side of face and the administration of the COVID-19 vaccine, BNT162B2. The
impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures
for safety evaluation, including the review and analysis of aggregate data for adverse events. Any safety
concern identified as part of this review, as well as any appropriate action in response, will be promptly
notified to RA, IEC, as appropriate.
Acute left 6th nerve ocular palsy.
caller ( admitting physician) stated pt got the vax and then she got weak on 1/26/2021. Stated he felt like
she was lifting weight blocks. She went to Medical Center ER and was discharged and fell and in the parking
lot. Pt came back to same ER 2 days later and was admitted w/ Guillain-Barre dx. Pt was then treated with
IV Immunoglobulins. Labs; Sodium 132. BUN7 , Albumin 2.7, Glucose 112, WBC 3.5 HGB 10.4
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may have had a mini stroke; Bell's Palsy/developed facial drooping/her eye was drooping; fell; This is a
spontaneous report from a contactable consumer (patient). A 79-years-old female patient received bnt162b2
(BNT162B2, Pfizer COVID-19 Vaccine; Batch/lot number: EL9262), via an unspecified route of administration
injection to right upper arm on 22Jan2021 14:00 at SINGLE DOSE for covid-19 immunisation. Medical history
included ongoing she was a fainter (She was a fainter, she just faints so she has a hard time getting shots.
Pfizer COVID-19 Vaccine administered to her by nurse while she was in her car seat. She just asked the nurse
to let her lay down in the car seat when injection was administered so that if she fainted she would not fall
far; she was still getting the wash cloth on her head preparing when the Nurse had already finished
administering the injection.); ongoing depressed sometimes (she was depressed sometimes, was stressed.
She was the primary caregiver for her 96 year old mother. She had seen something about stress and COVID
and shots and everything); ongoing Very tired (She was almost 80 years old so she was very tired often. She
was the primary caregiver for her 96 year old mother. By the time she comes home at night around 21:30
she was just wiped.); Obesity (She was really overweight but she did not like the term obesity.); thyroid
disorder; hypertension; Cataract and glaucoma in left eye; family history of ongoing facial paralysis (Dad had
Bell's palsy that might have been 30 years ago. He died at age 87 years.); diagnosed allergies, compromised
immune status, respiratory illness, genetic / chromosomal abnormalities, endocrine abnormalities (including
diabetes). Concomitant medication included Levothyroxine at 100mcg taken once daily in the morning early
before she eats with Start date unknown, but at least 10-15 years ago for Thyroid. Enalapril at 10mg taken
once daily (Caller initially reported product name as Vasotec, but clarified it is not Vasotec, it is drop for eye
cataract and glaucoma) for High blood pressure. Brimonidine with Strength unknown, 1 drop in both eyes
twice daily, started maybe 1 year ago. Specified cataract and glaucoma in left eye; but drop was
administered to both eyes; and left eye was eye affected by Bell's palsy for Cataract and glaucoma in left
eye. The patient previously took codeine and experienced allergy with onset maybe about 50 years ago, she
was not sure; occurred during dental procedure; had bad headaches but no lasting effects so they assumed
allergy to codeine; she did not know if still has allergy but says she does if asked. The patient experienced
bell's palsy/developed facial drooping/her eye was drooping on 29Jan2021 with outcome of recovering, may
have had a mini stroke on an unspecified date with outcome of unknown , fell on 27Jan2021 with outcome of
unknown (reported date of end of reaction was 27Jan2021), she could not blink that eye on 29Jan2021 with
outcome of not recovered. Five days later she fell and developed facial drooping. HCP suggested she may
have had a mini stroke causing facial drooping and the fall. She went to the ER on 29Jan2021 and the ER
believed it was Bell's Palsy. She was still experiencing facial symptoms but they are improving. This
consumer was administered her first dose if Pfizer COVID-19 Vaccine 22Jan2021. She reported having fell
27Jan2021. She was diagnosed with Bell's palsy in 29Jan2021 after having been seen in the emergency
room. She is supposed to have the second dose/booster of Pfizer COVID-19 Vaccine on 12Feb2021. She called
to ask if she should or should not still get the second dose as scheduled; and if Bell's palsy could be a reaction
Bells Palsy
Pfizer-BioNTech COVID-19 Vaccine EUA: five days after vaccination patient presented to emergency
department with left-sided facial droop, right gaze preference, and left hemi-paresis. Patient diagnosed with
right middle cerebral artery occlusion, likely thrombotic etiology, admitted to hospital, and underwent
thrombectomy and recanalization with symptom improvement. Discharged to home improved, stable, with
vital signs within normal ranges two days after arrival to emergency department.
Headache, worsening of his neurologic status, dizziness, change in gait, shuffling feet, then unable to walk,
more sleepy, unable to move extremities, unable to speak, tremors
Bell's Palsy right side of face. Right upper eyelid droop, righ cheek numbness on palpation, slight smile
effected/off from left, no ringing in ear, able to raise eye brow. Mental status WNL, able to hold
conversation, made proper eye contact.
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Left side of face started to droop; This is a spontaneous report from a contactable consumer (patient). A 30year-old male patient received their second dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE; lot
number: EL8982, expiry date not reported), via an unspecified route of administration on the left arm on
02Feb2021 14:25 at 0.3 mL, single for COVID-19 immunization. The patient medical history was not reported.
There were no concomitant medications. The patient received their first dose of bnt162b2 (PFIZER-BIONTECH
COVID-19 VACCINE; lot number: EL8982, expiry date not reported) via an unspecified route of administration
on the left arm on 14Jan2021 at 0.3 mL, single for COVID-19 immunization. The patient reported that when
at work on Sunday 07Feb2021, the left side of his face started to droop at 23:00. No treatment was received
for the event. The patient did not recover from the event.

5 days

Left eye 6 nerve palsy and could not move my eye laterally; This is a spontaneous report from a contactable
physician (patient) A 77-year-old male patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19
VACCINE, solution for injection) on 27Jan2021 at single dose via an unspecified route of administration for
COVID-19 immunization. Relevant medical history and concomitant medications were not reported. On
01Feb2021, patient started to notice, left eye 6 oculomotor nerve (""abduscens"") palsy and could not move
his eye laterally. Patient also asked information about 6 oculomotor nerve and possible interaction with
vaccine. At the time of the reporting event outcome was unknown. Information about lot/batch number has
been requested.; Sender's Comments: Based on the limited information currently available, a possible
association of the suspect drug administration with the reported event cannot be excluded, due to a
plausible temporal relationship. The impact of this report on the benefit/risk profile of the Pfizer product is
evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate
data for adverse events. Any safety concern identified as part of this review, as well as any appropriate
action in response, will be promptly notified to Regulatory Authorities, Ethics Committees and Investigators,
as appropriate.""
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Bell's Palsy - L facial droop; This is a spontaneous report from a contactable physician. A 76-year-old male
patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection, lot
number: EK4176), intramuscularly on 22Jan2021 at 08:00 am on the left arm at single dose for COVID-19
immunization. Medical history included type 2 diabetes mellitus (DM 2), hypertension (HTN), hypersensitivity
lung disease (HLD), and hepatitis C (Hep C) s/p treatment, all from an unknown date. Patient had no known
allergies. Concomitant medication included acetylsalicylic acid (ASA), gabapentin, lisinopril, and an
unspecified statin from unknown dates and indication. No other vaccines were received in four weeks. On
27Jan2021, it was reported that the patent experienced Bell's palsy - L facial droop which resulted in
emergency room visit and required treatment of ""Pred"". The patient had no COVID prior to vaccination and
was tested post vaccination on 27Jan2021 via nasal swab which had a negative result. The patient received
the vaccine in a hospital. The outcome of the event was reported as recovering.; Sender's Comments: A
possible contribution role of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) to the onset of event Bell's
palsy cannot be excluded, due to temporal relationship. The case will be reassessed should additional
information become available. The impact of this report on the benefit/risk profile of the Pfizer product is
evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate
data for adverse events. Any safety concern identified as part of this review, as well as any appropriate
action in response, will be promptly notified to Regulatory Authorities, Ethics Committees and Investigators,
as appropriate.""
Bell?s Palsy
Paralysis of face
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Loss of taste and partial smell; Loss of taste and partial smell; Hard to talk or eat or drink; Hard to talk or
eat or drink; Hard to talk or eat or drink; Bells Palsy; Blurry vision; Fever; Felt achy; This is a spontaneous
report from a contactable consumer (patient). This 69-year-old male patient received the first dose of
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Lot number EL9261), via an unknown route, on 29Jan2021
(at 10:00 AM) at a single dose in the left arm for COVID-19 immunisation. Relevant medical history includes
diabetes, arteriolosclerosis, blocked carotid artery, gastrooesophageal reflux disease (GERD) and chronic
prostatitis. Past drug history included allergy to penicillin and cefixime (FLEXERIL). Relevant concomitant
medications included doxazosin mesylate (CARDURA), lisinopril, metformin, omeprazole, repaglinide
(PRANDIN) and other unspecified medications. He had fever and felt achy for a couple of day. On 03Feb2021
(at 08:00), the patient had total paralyzed on right side of his face, right eye will not close, mouth paralyzed
on right side. Hard to talk or eat or drink. Blurry vision in right eye due to not closing. On 04Feb2021, the
patient has loss of taste and partial smell. The patient performed physician office visit. Then, he went to the
emergency room (ER) and Bells Palsy was confirmed on 06Feb2021. He stated that his blood work is currently
fine. He was given prednisone and acyclovir for Bells Palsy and for hard to talk or eat or drink. The patient
was not treated for the remaining events. Pre and post vaccination COVID test were not performed. All
events were considered serious for disability except of fever and felt achy. The outcome of the events fever
and felt achy was unknown while the outcome of the remaining events was not recovered.
On Sunday I started with a severe headache. When I woke up on Monday morning I couldn't lift my head.
The headache was intense. I could not open my left eye. I had facial paralysis on the right side of my face. I
had slurring of speech. When I walked I was dizzy. I fell asleep all day long, and woke up each time
completely disoriented.
Numbness to left side of the face, drooping ness of left eye and eyebrow, not able to smile with left side,
swelling of right side of the face.
Facial Palsey right side
Guillian Barre Syndrome
Bell's Palsy right side of face
Severe plantar fasciitis onset first week of February. By February 14, severe bilateral trapezius pain
radiating to base of skull and shoulders. Fatigue. Chills. Nausea. Headache. Had repeat PCR Covid test at
facility. Negative. Naproxen for approx 10 days of no benefit. Heel pain, shoulder/neck pain, fatigue, chills,
nausea and headache continued. Saw FNP BC March 8, 2021. Symptoms continued through March 16.
Developed new onset unilateral facial drooping, difficulty with eyelid closure, loss of nasolabial fold, and loss
of forehead furrow on 3/7/2021 diagnosed as Bell's palsy
I was diagnosed with bells palsy in 2005. Full recovery with small amount of paralysis remaining on left side
of face (left corner upper lip). About 5 days after vaccine noted chewing differently. Eight day after vaccine
new paralysis on left side of face now extending to entire jaw area and upper and lower lip. New paralysis
on right side of face. Eye won't blink, eye brows won't raise, unable to puff jaw and area next to noise won't
move. Twelve days after vaccine minimal improvementlater
Bell's palsy; This is a spontaneous report from a contactable consumer (patient). A 55-year-old male patient
received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), dose 1 at the age of 55-year-old, via an
unspecified route of administration, administered in left arm on 16Feb2021 08:30 (Lot Number: EN6200) as
single dose for COVID-19 immunisation. There were no medical history and concomitant medications. On
20Feb2021, the patient started developing some tingling and the right side of his face doesn't work
anymore. The next day (21Feb2021) he went to the doctor and he was diagnosed with Bell's Palsy. He has
got full blown, right side of his face was flop, bell's palsy. He went to the doctor and they put him on
Prednisone, which he was still treating. The event required a visit to the physician office. The outcome of the
event was unknown.
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Acute inflammatory demyelinating polyradiculoneuropathy; Guillain Barre Syndrome; This is a spontaneous
report from a contactable Physician. A 59-year-old male patient received BNT162B2 (PFIZER-BIONTECH
COVID-19 VACCINE, solution for injection) on 08Feb2021 at single dose via an unspecified route of
administration for COVID-19 immunization. Age at vaccination was 58 years. Relevant medical history
included HIV (well controlled on ART) and allergy to Sulfa antibiotics. Concomitant medications were not
reported. On 13Fwb2021 the patient experienced 'Guillain Barre Syndrome Acute inflammatory
demyelinating polyradiculoneuropathy' leading to emergency room visit. Provided seriousness criteria were
hospitalization, Life threatening, disability and medically significant. The patient underwent Nasal Swab
SARS-CoV-2 test on 18Feb2021 which resulted negative. At the time of the reporting the patient had not yet
recovered. Information about lot/batch number has been requested.; Sender's Comments: Based on the
temporal relationship, the association between the event Guillain Barre Syndrome with BNT162b2 can not
be completely excluded. The impact of this report on the benefit/risk profile of the Pfizer product is
evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate
data for adverse events. Any safety concern identified as part of this review, as well as any appropriate
action in response, will be promptly notified to regulatory authorities, Ethics Committees, and Investigators,
as appropriate.
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it is still affecting him (Bell's palsy), his lip is still paralyzed; This is a spontaneous report from a contactable
consumer. A 66-year-old male patient received his first dose of BNT162B2 (PFIZER-BIONTECH COVID-19
VACCINE, lot number was not provided, expiration date: Jun2021) at the age of 66-years-old, via an
unspecified route of administration on 27Feb2021 at 14:00 at single dose for COVID-19 immunization.
Medical history included diabetes, high triglycerides, and allergy to beef product. Concomitant medication
included lisinopril and ongoing unspecified medications. He did not have any other vaccines within four
weeks prior to the COVID vaccine. The patient was administered with COVID vaccine in a pharmacy or drug
store. The reporter stated that they read quite a bit about Bell's palsy affecting some people after the
second COVID shot but the patient experienced Bell's palsy after his first COVID shot on 04Mar2021 at 06:00
and it was still affecting him, his lip was still paralyzed. This required a physician office visit and the patient
was treated with an antiviral drug that did not work therefore he was prescribed prednisone on
14Mar2021. He is supposed to get his second COVID shot on Saturday, they were concerned as far as to
whether it was safe for him to get the other shot. The patient underwent lab tests and procedures which
included triglycerides which were high on an unspecified date; and blood sugar on an unspecified date and
blood work for diabetes on 03Mar2021, both with unknown results. The outcome of the event was not
recovered. Information about lot/batch number has been requested

5 days

Bell's Palsy; This is a spontaneous report from a contactable consumer (patient) via Pfizer sales
representative. A female patient of an unspecified age received the second dose of bnt162b2 (BNT162B2,
Solution for injection, Lot number and Expiration date was not reported), via an unspecified route of
administration on 17Feb2021 as single dose for covid-19 immunisation. Medical history included celiac
disease. The patient's concomitant medications were not reported. Historical vaccine included first dose of
BNT162B2 on 27Jan2021 for Covid-19 immunisation. It was reported symptoms of Bell's Palsy appeared 5
days later on Monday following second dose on 22Feb2021. Patient believes that her neurologist did report
the adverse event but has met with resistance in reporting the adverse event. Patient is currently still
experiencing symptoms and is taking Gabapentin for the nerve pain. She is willing to talk with someone from
Pfizer if you would like additional information and was very pleased that we were reporting her adverse
reaction immediately. The outcome of the event was not recovered. No follow-up attempts are possible:
information about lot/batch number cannot be obtained.
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I experienced a slight headache sore arm and elevated blood pressure after the shot. My blood pressure is
usually very well controlled. On Monday the 29th, at about 3:30 pm, I started to slur my words. At first we
blamed it on the Novocaiine earlier in the day, but I had been talking fine after it and had had it many, many
times before and it was worn off. We called my doctor's office after my right arm and leg became very heavy
and awkward. They told me to go to the nearest hospital. When I got there, I presented ass a full stroke. I
was very hard to understand and my mouth drooped and I had very little use of my right arm and leg. They
ran tests, but could not give me the medication because I was already on Eliquis. They thought they saw a
small clot very high up. I was hospitalized over the next four days and improved my speech dramatically
after a bad headache on March 30. The doctors go back and forth to whether it was a Acute Ischemic Stroke,
which is what my paperwork says and a complex migraine. I do not experience migraines or anything like
this ever before. I did not have a real headache on the 29th. Since my symptoms, right arm and leg
difficulties are still here, my Doctor believes it was a stroke. I have an appointment with a Neurologist and I
have to have another MRI. I am going to Physical Therapy. My Doctor told me to fill this out, she thinks it
may be from the vaccine.
Came down with Bell's palsy symptoms 5 days after injection on the Right side of my face.; This is a
spontaneous report from a contactable consumer reported for himself. A 52-years-old male patient received
bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), dose 2 via an unspecified route of administration,
administered in Arm Right on 27Mar2021 (Lot Number: ER8732) as single dose for covid-19 immunisation.
The patient previously took the first dose bnt162b2 on 06Mar2021 for covid-19 immunization. The patient
medical history included allergies to penicillin. The patient's concomitant medications were not reported.
The patient came down with bell's palsy symptoms 5 days after injection on the right side of face on
01Apr2021 06:00. Facial paralysis resulted in emergency room visit. Therapeutic measures were taken as a
result of facial paralysis included Steroid and Viral scripts. The outcome of event was unknown. No other
vaccine in four weeks; No covid prior vaccination; No covid tested post vaccination.
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Acute Infarct of R internal capsule and R basal ganglia; Acute Infarct of R internal capsule and R basal ganglia;
Left (L) sided motor deficits; L facial droop; This is a spontaneous report from a contactable physician. A 16year-old female patient received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection), dose
1 intramuscular, administered in left arm on 24Mar2021 (Batch/Lot number was not reported) as single dose
for COVID-19 immunisation. Medical history included truncus arteriosus (status post (s/p) right ventricle-topulmonary artery (RV-PA) conduit and prosthetic aortic valve s/p automatic implantable cardioverter
defibrillator (AICD) placement) and arrhythmias. The patient have no known allergies to medications, food,
or other products. The patient was not diagnosed with COVID-19 prior to vaccination. The patient was not
pregnant at the time of vaccination. Concomitant medications included sotalol taken for arrhythmias and
warfarin. The patient was therapeutic on warfarin (INR 2.68) at admission and has been historically very
compliant with medication. On 29Mar2021 14:00, the patient experienced acute infarct of right (R) internal
capsule and R basal ganglia as diagnosed (dx) on magnetic resonance imagine (MRI), concerning for (C/f) cardioembolic etiology in the setting of patient's complex cardiac history. However, cannot rule out other causes of
infarct. Left (L) sided motor deficits on exam, L facial droop. Transthoracic echocardiogram (TTE) was
unchanged from prior. The patient was hospitalized for the events from 29Mar2021 to 05Apr2021. The
patient underwent other lab tests and procedures which included COVID-19 nasal swab test was negative on
29Mar2021 and on 30Mar2021. Therapeutic measures were taken as a result of the events and included
treatment with anticoagulation. Outcome of the events was recovered with sequel on 2021. The following
information on the batch number has been requested.; Sender's Comments: As there is limited information in
the case provided, the causal association between the events and the suspect vaccine BNT162B2 cannot be
excluded. Consider also possible contributory effects from patient's pre-existing cardiac history. The case will
be reassessed once new information is available. The impact of this report on the benefit/risk profile of the
Pfizer drug is evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis
of aggregate data for adverse events. Any safety concern identified as part of this review, as well as any
appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics Committees and
Investigators, as appropriate.
stroke; face sunk in and changed/Bells Palsy; This is a spontaneous report from a Pfizer-sponsored program. A
contactable consumer (patient) reported that a 65-year-old female patient received the first dose of
BNT162B2 (Pfizer-BioNTech COVID-19 vaccine, lot number: EN6202), via an unspecified route of
administration, administered in the left arm on 16Mar2021 at 14:00 as a single dose for COVID-19
immunization. Medical history included a mild case of COVID-19, last year, on an unspecified date in 2020.
There were no concomitant medications. The patient had no prior vaccinations within 4 weeks of the COVID
vaccine. On 21Mar2021, the patient's face sunk in and changed. The patient's symptoms were not improving.
Her eye and right side of her face are affected. She cannot close her right eye. She worked on it and is now
able to close right eye not like the left eye closes, but it doesn't blink as the left eye does. She has been
using eye drops for this. She said it was Bells Palsy. The patient added that it is hard to look in the mirror.
She will not get the second dose. She was not interested in taking the vaccine now. She wanted to wait and
see. It being so new and see. Her sister took it and encouraged her, and said it is necessary because they like
to travel. She got Prednisone when she was at the hospital, they gave her 60mg Prednisone. Her physician
didn't want to keep her on it too long and said it may cause other complications. Her physician cut her off,
she weaned her down 50mg, 40mg, 30mg, 20mg, then 10mg. When the patient noticed her face start to
turn, she went to the ER. She thought she was having a stroke. The patient was not admitted to the
hospital. The outcome of the event face sunk in and changed/bells palsy was not recovered while the
outcome of the event stroke was unknown.
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Bells Palsy on right side of face; Severe rash on hands, trunk, neck; large blister like bumps on hands, trunk
and head: itching; itching; facial swelling/ swelling in face; hand swelling/ swelling in hands; tingling in lips;
some mild difficulty swallowing; throat swelling; mild difficulty breathing; numbness; swelling in mouth; The
initial safety information received was reporting only non-serious adverse drug reactions, Upon receipt of
follow-up information on 06Apr2021, this case now contains serious adverse reaction. Information processed
together. This is a spontaneous report from a contactable healthcare professional (HCP) (patient). A 45-yearold female patient (not pregnant) received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for
injection), first dose on 05Feb2021 15:00 (lot: EN6201) and second dose on 25Feb2021 15:00 (lot: EN6205);
both via an unspecified route of administration in left arm (at the age of 45-years-old) as single dose for covid19 immunisation. The patient was not pregnant at the time of vaccination. The vaccination facility type was
a public health department. Prior to vaccination, the patient was not diagnosed with COVID-19. Since the
vaccination, the patient have not been tested for COVID-19. The patient did not receive any other vaccines
within 4 weeks prior to bnt162b2. Medical history included known allergies Sulfa, bee stings, shellfish and
Ceclor. Concomitant medications included armodafinil; clonazepam; vortioxetine hydrobromide (TRINTELLIX),
also Tooo Max and an unspecified vit. The patient experienced Bells Palsy on right side of face; throat
swelling; itching; mild difficulty breathing; severe rash on hands, trunk, neck; numbness; swelling in mouth;
large blister like bumps on hands, trunk and head: itching; facial swelling/ swelling in face; hand
swelling/swelling in hands; tingling in lips; some mild difficulty swallowing on 02Mar2021 at 15:00. The
patient considered the case as non-serious, did not result in death, non-life threatening, did not
cause/prolong hospitalization, non-disabling/incapacitating and non-congenital anomaly/birth defect. The
events resulted doctor or other healthcare professional office/clinic visit and emergency room/department or
urgent care. The patient received prednisone, cetirizine hydrochloride (ZYRTEC), omeprazole (PRILOSEC),
methylprednisolone sodium succinate (SOLU-MEDRO) IV at ER as treatment. The outcome of the events was
not recovered.; Sender's Comments: Based on the current available information and the plausible drug-event
temporal association, a possible contributory role of the suspect product BNT162B2 to the development of
reported events cannot be excluded. The case will be reassessed if additional information becomes available.
The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer
procedures for safety evaluation, including the review and analysis of aggregate data for adverse events.
Any safety concern identified as part of this review, as well as any appropriate action in response, will be
promptly notified to Regulatory Authorities, Ethics Committees and Investigators, as appropriate.
About 7-8 minutes later I started feeling pressure in the right side of my head. It went away a bit. I was
walking after the 15 minutes and started feeling weird in my face, I just sat in my car and waited because I
had to drive. I started feeling numbness under my eye and down the rest of my face. The thing that worried
me the most I had so much pressure under my eye like it was inside my brain. The numbness and pain
caused me to freak out. I went to back to the convention center to let them know, they brought the
Paramedic to me they started checking me and doing a work up. They told me I wasn't a life threatening
emergency and my vitals were ok. They offered to take me to the ER and I declined and I decided to leave
because I have been there for 1hr 45mins. I felt like my symptoms were at 70%. When I got home I freaked
out again because the numbness didn't go away and my face looked like it was a little lower and had a panic
attack and went to the ER. They checked on me and told me I didn't have a stroke. They told me It was a
side effect to the vaccine. They told me to follow up with the Neurologist if I have any more symptoms, I
have an appointment with them in a couple weeks. I'm a little concerned because there is a minor pain that I
didn't have before on my right side and it worries me.
The night after my vaccination (3/17/21), 6hrs after my vaccination, I had chills, low grade fever, body aches,
headache, fatigue, that lasted about 12hrs. Then I was fine after that. Then, on the evening of 3/22/21, I
started getting those same symptoms but worse that the first time: 101.4 fever, chills, body aches,
headache, fatigue, and also chest tightness and asthma, cough.
Beginning on 3/19 he developed a progressive ascending numbness first in his toes, then progressing to
include bilateral legs up to knees and bilateral arms up to mid forearm. He also had mild leg weakness
bilaterally. He has absent reflexes. His lumbar puncture showed albuminocytologic dissociation. He was
diagnosed with Guillan-Barre syndrome and is being treated with IVIG.
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Injection site redness and swelling that occurred days after the vaccine. Bell palsy that developed
approximately 5 days after receiving the vaccine.
Bell?s palsy Severe pain in neck that resulted in paralysis in face
the patient was admitted with severe headache and backpain. over the course of 3-4 days, he developed
progressive neurologic symptoms (bilateral facial nerve palsies, numbness and dysesthesia of the lower
extremities, bilateral lower extremity weakness and loss of reflexes) consistent with acute inflammatory
demyelinating polyneuropathy.
Patient states they have partial facial paralysis (right side of the face) that started Sunday, April 11th in the
morning. No other signs or symptoms. Breathing is normal, no rash, only reports paralysis of face. Patient
has not reached out to a physician yet, so we recommended to see a doctor immediately and call us back
with update.
Mild case of Bell's Palsy in which the left side of my face became numb and muscles were unable to move.
Was treated with steroids and most function came back within 7 days.
Received a Janssen vaccination on 4/7/21 from a home visiting nurse from the County Health Department.
On approximately 4/13/21, the family noticed slight signs of an issue, with patient slumping towards the
right, and showing some signs of weakness on right side of body. Family contacted the PCP, who advised to
take her to the ED. Family was hesitant to do that because patient had been bedridden for past few years.
She seemed to improve somewhat on 4/15/21. Then the morning of 4/16/21, the family found her on the
floor of her bedroom. She appeared to have had a moderate to severe stroke. Right side of body paralyzed,
cannot speak. Uncertain whether mental faculties further deteriorated. PCP ordered a hospice facility for
care. Stroke likely caused by blood clot but unsure if related to JJ vaccine. She has not been evaluated in
person by her health care providers.
Day of vaccine and day after: high fever, chills, headache, body aches, vomiting, and diarrhea. April 13: food
smelled rancid. April 17: certain foods smell and taste rancid. Everyday, more foods smelled/tasted rancid.
4/20/21: Symptoms improved, but several foods have a rancid aftertaste.
leg pain and face paralysis, hospitalized for Guillian Barre Syndrome for 5 days and received IVIG treatment.
4/2/21 She experienced headache, body ache watery eyes, 4/8/21 face and neck rash, mouth shifted to the
left hand side, headache (allergy was gone). then 4/10/21 went to urgent care md prescribed prednisone
20mg 2 tab daily for 3 days then 1 tablet daily for 4 days pt did not mention to md of covid vaccine
Unilateral Bell s palsy
Day 6 after COVID vaccine, woke up with right face swollen, felt strange, able to move all of face and
tongue, strong extremities. Numbness increased, right eye swelling and mild drooping, slurred one word.
Went to Urgent Care- then to Emergency room, MRI. Dx: Bells Palsy.
vaccine given 1/12/2021 by covid clinic team. bells palsy diagnosed on 1/18/2021.
Pt developed Blurred vision- was seen by Dr on 01/18/2021 and given eye exam.
Moderna Covid-19 vaccine EUA Bell's Palsy
I had left arm pain and swelling for 3 days following the injection. By the 20th symptoms were more
tolerable and mild, the 22nd I had Bell?s palsy and left side paralysis and had to go to the ER. Now I?m on
antiviral medication.
Bell's Palsy on the left side of face. Including the left eye and mouth on the left side. Pain behind the left ear.
january 13 around the evening, i felt my left side of my face droopy, eye twitching, nerve pulling, numb and
not moving at all. i went to urgent care and then i was sent to the hospital. i was diagnosed with bells palsy
and was given treatment.
Gillian Barre Syndrom
Bells Palsy lt side of face , Week after injection
Droopy right eye, pain and pressure behind right eyeball, drooling out right side of mouth, slight head head ,
droopy right eyelid, thought I was having a stroke. After 2 visits to the E.R. , multiple test, diagnosed as
having bell-palsy.
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Began with symptoms for and was diagnosed with Bell's Palsy on 2/3/2021. Right eye will not close. Lips and
bottom of face droop.

6 days

Bells Palsy symptoms; A spontaneous report was received from a consumer who was also a 65-year-old, male
patient who received Moderna's COVID-19 vaccine (mRNA-1273) and developed Bell's palsy symptoms/ facial
paralysis. The patient's medical history was not provided. Products known to have been used by the
patient, within two weeks prior to the event, included duloxetine hydrochloride. On 29 Jan 2021,
approximately seven days prior to the onset of symptoms, the patient received their first of two planned
doses of mRNA-1273 (Lot# 041L20A) intramuscularly for prophylaxis of COVID-19 infection. On 04 Feb 2021,
the patient went to the dentist and started to develop Bell's palsy symptoms afterwards. Treatment
information was not provided. Action taken with mRNA-1273 in response to the event was not reported.
The outcome of the event, Bell's palsy symptoms, was not reported.; Reporter's Comments: Based on the
current available information and temporal association between the use of the product and the onset date of
the events, a causal relationship cannot be excluded. However, patient's unspecified dental procedure may
have been contributory.
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bell's pausy; strange feeling in my lip; stiff neck; A spontaneous report was received from a consumer
concerning a 73-year old, female patient who received Moderna's COVID-19 vaccine (mRNA-1273) and
developed Bell's Palsy (facial paralysis), stiff neck (musculoskeletal stiffness), and a strange feeling in her lip
(oral discomfort). The patient's medical history was not provided. Products known to have been used by
the patient, within two weeks prior to the event, included vitamins, atorvastatin calcium and calcium On
29 Jan 2021, the patient received their first of two planned doses of mRNA-1273 (Batch number: 038K20A)
intramuscularly in the left arm for prophylaxis of COVID-19 infection. On 04 Feb 2021, the patient developed
a very stiff neck and had a restless sleep. On 06 Feb 2021, the patient reported awaking with a strange
feeling in her lip. She was advised by her primary care physician. On 07 Feb 2021, the symptoms had
worsened, and her facial muscle had twisted. Treatment for the event included prednisone and valacyclovir.
Action taken with mRNA-1273 in response to the events was not provided/unknown. The events, Bell's
Palsy, stiff neck and strange feeling in lip, was considered not recovered/not resolved.; Reporter's Comments:
Although a temporal relationship exists, there is not enough information to assess the causal relationship of
the reported events with the administration of mRNA-1273 (Batch number: 038K20A). Critical details such as
patient's medical history and relevant diagnostic test are lacking. Additional information have been
requested.
Left side of face loss muscle control - drooped.
Developed Belle's Palsey on left side of face exactly one week after first shot. Doctor says it may or may not
come from the vaccine.
Developed Bells Palsy on 02/21/2021. Presented to hospital 02/22/2021. Treated with Prednisone and
Valacyclovir Is improved
Described slight left side facial drooping (visible to her, but husband does not notice), upper lip ""vibrating""
and ""tingling"". Feels like it is traveling to lower lip.""
States took the CoVid vaccine a week ago in his rt arm (Not currently in LINKS). Began with facial droop and
numbness - did have a hx of Bells palsy 12 years ago. Obvious facial asymmetry noted with nerve paralysis
on the right and is unable to fully close eyelid and the side of his moth is drooping and unable to close
completely.
Bell's Palsy starting approximately 6 days following vaccination
left Facial paralysis, left eye tearing - dispatch to ED to R/O stroke. Pt was diagnosed with Bells Palsy and
discharged home with prednisone and valacyclovir.
Patient reported having trouble closing left eye, left facial weakness, and left facial drooping Patient was
treated in ED and given prednisone and acyclovir
February 12 stareted developing a strong headache, numbness and tingling in arms and feet than it
progressed to weakness on arms and legs in the next couple of days Got diagnosed with Guillain-Barre
syndrome and was hospitalized form February 16 to February 23. Received 7 treatments of IVIG and am now
recovering
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Approximately 5-6 days after my vaccination I began to experience blurred vision. There was a feellng of
pressure coming from my eyes. When both eyes were open I had double vision. If one eye was closed vision
was more normal. Overall, vision was blurred and there was pain/discomfort in the eyes. On March 27 I
went to the eye doctor After examining me he concluded I had experienced cranial nerve palsy in the sixth
abducent nerve. It was my left eye that was affected. In my past, i have had two incidences of bells palsy
and one incident of an Êeye stroke'. I am not diabetic. My bp and cholesterol are good. I tested negative for
Lymes disease 2 years ago.
Patient received first COVID vaccine on 3/26 . On 4/1 developed left 3rd cranial nerve palsy.
On Monday, 2/22/2021, six days after receiving my first Moderna vaccine, I woke up with double vision. I
have had it ever since (6 weeks today). I received my second Moderna shot at the same place on Tuesday,
3/16/2021 at 10:15 AM at the same location, and on Monday, 3/23/2021, I started having droopy eyelids.
This has occurred every day since.
Stroke 6 days after receiving the second dose of the vaccine; Paralysed left side; Fell on the floor
unresponsive; Fell on the floor Unresponsive; This spontaneous case was reported by a consumer
(subsequently medically confirmed) and describes the occurrence of CEREBROVASCULAR ACCIDENT (Stroke 6
days after receiving the second dose of the vaccine), PARALYSIS (Paralysed left side) and UNRESPONSIVE TO
STIMULI (Fell on the floor unresponsive) in an 86-year-old female patient who received mRNA-1273 (Moderna
COVID-19 Vaccine) for COVID-19 vaccination. The occurrence of additional non-serious events is detailed
below. The patient's past medical history included No adverse event (No medical history was reported).
Concomitant products included ACETYLSALICYLIC ACID (ASPIRIN 81) for an unknown indication. On 04-Mar2021, the patient received second dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage
form. On 10-Mar-2021, the patient experienced CEREBROVASCULAR ACCIDENT (Stroke 6 days after receiving
the second dose of the vaccine) (seriousness criteria hospitalization and medically significant), PARALYSIS
(Paralysed left side) (seriousness criteria hospitalization and disability), UNRESPONSIVE TO STIMULI (Fell on
the floor unresponsive) (seriousness criteria hospitalization and medically significant) and FALL (Fell on the
floor Unresponsive). The patient was hospitalized on 10-Mar-2021 due to CEREBROVASCULAR ACCIDENT,
PARALYSIS and UNRESPONSIVE TO STIMULI. The patient was treated with Surgery for Cerebrovascular
accident and Surgery for Paralysis. At the time of the report, CEREBROVASCULAR ACCIDENT (Stroke 6 days
after receiving the second dose of the vaccine), PARALYSIS (Paralysed left side), UNRESPONSIVE TO STIMULI
(Fell on the floor unresponsive) and FALL (Fell on the floor Unresponsive) outcome was unknown. Not
Provided
Medical history was not reported. The patient was taking unspecified Antihypertensive
medication. The patient was placed on a feeding tube and was transferred to a Nursing home and would
require medical service for the rest of her life. Based on the current available information and temporal
association between the use of the product and the start date of the events, a causal relationship cannot be
excluded. Further information has been requested.; Sender's Comments: Based on the current available
information and temporal association between the use of the product and the start date of the events, a
causal relationship cannot be excluded. Further information has been requested.
Facial drooping occurred on 1/3/2021, patient sent to ER and returned with diagnosis of Bels Palsy on
1/4/2021
1/3/2021 developed facial drooping later to be diagnosed by ER on 1/4/2021 as Bels Palsy status post COVID19 Vaccine administered on 12/28/2020. The long-term outcome is unknown. The patient returned to the
center and was doing well.
Approximately 4 days after my second dose of Pfizer vaccine, I started noticing my left eye being swollen and
constantly watering. 7 days post vaccine, I started having left sided facial weakness and droop. I was
diagnosed with Bell's palsy by my Primary Care Physician today (8 days post vaccine).
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tingling in her right arm; I woke up on Monday very tired; she had symptoms of bells palsy; This is a
spontaneous report from a contactable consumer (patient). This 41-year-old female (no pregnant) patient
received 1st dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Batch/lot number: EJ1686) on
05Jan2021 10:15AM at Upper Left Arm for COVID-19 immunization. Medical history and concomitant drug
were not reported. She said she got Botox injections in her forehead, as well as, a little bit by each eye, a
little less than 3 weeks prior to receiving the COVID-19 Vaccine. She clarified she believes she was injected
with only 50cc's of a Botox 100mg vial. She said she does not have the Botox NDC, Lot, and Expiration Date
from the Botox that was injected into her forehead and eye areas approximately 3 weeks earlier. Patient got
the 1st shot of covid vaccine on 05Jan2021. On Monday she had symptoms of bells palsy and wanted clinic
trials result for it. Reported her Bell's Palsy symptoms started on Monday, 11Jan2021, and she was formally
diagnosed with Bell's Palsy in the right side of her face in the Emergency Room on 12Jan2021 was reported
as worsened. She said the doctor told her the Bells Palsy could worsen before it improves. She said the
doctors ruled out a stroke and diagnosed her with Bells Palsy. Stated she has tingling in her right arm that
comes and goes on 12Jan2021. She doesn't have the right arm tingling all the time. Event details: On
Saturday, 09Jan and Sunday 10Jan my right eye began to twitch from time to time. I woke up on Monday
very tired and my eyes were swollen and I had bags under my eyes. I felt a little off but went to work. In the
middle of the day my right eye began hurting with a burning sensation. I thought I needed to change my
contact lenses. The following day, Tuesday 12Jan. I woke up and noticed that I can't fully close my right eye.
I felt tired again and my eyes had bags under them. I went to work and felt like not myself. Around 10am, I
ate cereal and noticed that I was chewing funny. At 1:30 pm I felt tingling around my right lip and at 4pm I
noticed that smile is off and that I was not able to smile fully with my right side. That was when I went to
the Emergency Room. She said she was given 3 Prednisone 20mg pills while she was at the hospital
yesterday, as well as, a prescription for Prednisone 20mg tablets. She said she is to take 3 Prednisone 20mg
tablets per day for 6 days. She clarified once she finishes the Prednisone 20mg prescription, she will have
taken 7 days of Prednisone 20mg tablets. She stated the Prednisone 20mg tablets were dispensed in a
pharmacy vial, and she does not have the NDC, Lot and Expiration Date. She said she also received a
prescription for Valacyclovir 1gm tablets. She said she is to take 1 Valacyclovir 1gm tablet, three times a
day, for 7 days. She said the Valacyclovir 1gm tablets are dispensed in a pharmacy bottle, and she doesn't
have the Valacyclovir 1gm NDC, Lot and Expiration Date. She said she doesn't want to get the second COVID19 Vaccine dose now. No Covid prior vaccination. Covid tested post vaccination (Nasal Swab): Yes- Negative.
Outcome of reaction/event at the time of last observation was Not Recovered/Not Resolved. Follow-up
attempts are completed. No further information is expected.
Bells Palsy
The patient is a 70-year-old male who presents to the emergency department with complaints of onset of
right facial droop and numbness which began approximately 1 hour prior to arrival. No prior similar
episodes. Patient does have a prior history of CVA. Denies any focal weakness to his extremities. Denies
headache. Denies visual changes. Wife states he might have slight slurring of speech. Patient does have a
history of atrial fibrillation and is on Eliquis. Took his Eliquis this morning. Denies nausea or vomiting.
Denies chest pain or shortness of breath.
Bell's Palsy started 12/24 or 12/25/2020 Narrative: Currently being treated by her Primary Care Provider
with prednisone
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Diagnosed with Bell's Palsy six days after receiving the vaccine; This is a spontaneous report from a
contactable other HCP (patient). A 25-years-old female patient received BNT162B2 (PFIZER-BIONTECH COVID19 VACCINE, lot number: EH9899), intramuscular in the right arm on 06Jan2021 14:30 at first single dose for
COVID-19 immunization. The patient medical history was not reported. The patient's concomitant
medications were not reported. No other vaccine was received in four weeks. On 12Jan2021, the patient
was diagnosed with bell's palsy six days after receiving the vaccine. COVID was tested post vaccination:
Nasal Swab: negative on 13Jan2021. AE resulted in: Doctor or other healthcare professional office/clinic visit,
emergency room/department or urgent care. Event treatment included oral steroids. Outcome of the event
was not recovered.; Sender's Comments: Based on the temporal relationship, the association between the
event Bell's palsy with BNT162b2 can not be fully excluded. The impact of this report on the benefit/risk
profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including the
review and analysis of aggregate data for adverse events. Any safety concern identified as part of this
review, as well as any appropriate action in response, will be promptly notified to regulatory authorities,
Ethics Committees, and Investigators, as appropriate.
Bell's Palsy; This is a spontaneous report from a contactable physician and consumers reported that a 75-yearold female patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: not reported), via
an unspecified route of administration on 09Jan2021 at a single dose for Covid-19 immunization. The vaccine
was administered at a nursing home. Medical history included dementia, hyperlipidemia, hypothyroid, and
drug allergy to penicillin; all from an unknown date. Patient is not pregnant. The patient's concomitant
medications were not reported. The patient previously took iodine and experienced drug allergy. The
patient experienced bell's palsy on 15Jan2021. The reported event was resulted in Emergency
room/department or urgent care. No treatment was provided for the event. The outcome of the event was
recovering. Information on the lot/batch number has been requested.; Sender's Comments: A possible
contributory effect of suspect BNT162B2 on reported event cannot be excluded. The impact of this report on
the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation,
including the review and analysis of aggregate data for adverse events. Any safety concern identified as part
of this review, as well as any appropriate action in response, will be promptly notified to regulatory
authorities, Ethics Committees, and Investigators, as appropriate.
left-sided bells palsey
Bells Palsy
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Bell's palsy; This is a spontaneous report from a contactable healthcare professional reporting for herself. A
41-year-old female patient received the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA
VACCINE) (lot number EL9269/expiration date: not provided), via an unspecified route of administration, on
04Feb2021 08:30 (at the age of 41 years old) as a single dose in the left arm for COVID-19 IMMUNIZATION.
Relevant medical history included attention deficit hyperactivity disorder (ADHD). The patient previously
received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE) (lot number
EK9231/expiration date: not provided), via an unspecified route of administration, on 14Jan2021 at 08:45 (at
the age of 41 years old) as a single dose in the left arm for COVID-19 IMMUNIZATION. The patient was not
pregnant at the time of vaccination. Prior to the vaccination, the patient was not diagnosed with COVID-19.
Concomitant medication included amfetamine aspartate, amfetamine sulfate, dexamfetamine saccharate,
dexamfetamine sulfate (ADDERALL). The patient did not receive any other vaccines within 4 weeks prior to
the COVID vaccine. On 10Feb2021, the patient experienced Bell's~ palsy. The event resulted in an emergency
room/department or urgent care visit and received treatment which included CT scan, EKG, blood tests, and
steroid prescribed. The outcome of the event Bell's palsy was not recovered. Since the vaccination, the
patient had not been tested for COVID-19.; Sender's Comments: Based on available information, a possible
contributory role of the subject product, BNT162B2 vaccine, cannot be excluded for the reported event of
Bell's palsy due to temporal relationship. However, the reported event may possibly represent intercurrent
medical condition in this patient. There is limited information provided in this report. Additional
information is needed to better assess the case, including complete medical history, diagnostics including
Head CT/MRI and viral serology, counteractive treatment measures and concomitant medications. This case
will be reassessed once additional information is available. The impact of this report on the benefit/risk
profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including the
review and analysis of aggregate data for adverse events. Any safety concern identified as part of this
review, as well as any appropriate action in response, will be promptly notified to Regulatory Authorities,
Ethics Committees and Investigators, as appropriate.
Guillain-Barre-Landry Syndrome (AIDP). Presented with paresthesia's, loss of Deep Tendon Reflexes, and
proximal > distal LE weakness. Placed on IVIG on 3/4/2021 with improved symptoms of LE weakness but
noted residual abnormal sensation
Miller Fisher syndrome, an acute inflammatory demyelinating polyneuropathy (GBS) variant. Acute onset of
transient diplopia, and persistent dysarthria, ataxia, and areflexia starting approximately 1 week after
vaccination. Patient was treated with IVIG, with good improvement in symptoms, allowing discharge home.
Bell's palsy; jaundice looking legs; inability to communicate clearly; Seems to be experiencing numerous
seizures; This is a spontaneous report from a non-contactable consumer. A 20-year-old male patient received
bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, Batch/lot and expiry unknown), via an unspecified route of
administration on 26Feb2021 as a single dose for covid-19 immunization. The patient's medical history and
concomitant medications were not reported. The patient experienced Bell's palsy, jaundice looking legs,
inability to communicate clearly and seems to be experiencing numerous seizures on 04Mar2021. The events
were considered serious due to hospitalization. The patient was hospitalized on 04Mar2021. It was unknown
if patient received treatment for the events. The outcome of the events was not recovered. Information on
the lot/batch number has been requested.
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developed left sided facial paralysis; some findings of inflammation on the 8th nerve; developed unilateral
left ear symptoms such as muffled hearing, mild pain, pressure, tinnitus; developed unilateral left ear
symptoms such as muffled hearing, mild pain, pressure, tinnitus; developed unilateral left ear symptoms such
as muffled hearing, mild pain, pressure, tinnitus; ear discomfort; ear discomfort that worsened; progressed to
mild hearing loss; This is a spontaneous report from a contactable healthcare professional (patient). A 35year-old non-pregnant female patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19
VACCINE, lot number and expiration date: EN5318), via an unspecified route of administration, administered
in the left arm on 11Feb2021 08:15 at a single dose (at the age of 35-years-old) for COVID-19 immunisation;
vaccinated in a hospital. Medical history was not reported. No known allergies. Concomitant medication
included escitalopram. The patient had no other vaccine in four weeks. The patient did not have COVID prior
to vaccination. Six days after the vaccine (17Feb2021), the patient developed unilateral left ear symptoms
such as muffled hearing, mild pain, pressure, tinnitus, which then progressed to mild hearing loss. After about
7 days of ear discomfort that worsened (2 weeks exactly after first dose of vaccine), the patient developed
left sided facial paralysis. The patient was seen by ENT, had a full workup including hearing test and head
MRI with contrast. Came back normal aside for some findings of inflammation on the 8th nerve. The patient
was placed on acyclovir 500mg 3x a day for 7 days and 60 mg of prednisone for 7 days with a 9 day taper.
The facial paralysis completely recovered after 2-3 full weeks. The ear was mostly recovered with some
residual tinnitus. The patient was not COVID tested post vaccination. The patient required a visit to the
doctor and emergency room for the events. The patient recovered from left sided facial paralysis in
Mar2021. The patient was recovering from the remaining events.; Sender's Comments: Considering plausible
temporal association and lack of alternative explanations, the events left ear hearing loss, inflammation on
the 8th nerve, and left sided facial paralysis are possibly related to BNT162B2. The impact of this report on
the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation,
including the review and analysis of aggregate data for adverse events. Any safety concern identified as part
of this review, as well as any appropriate action in response, will be promptly notified to RAs, Ethics
Committees, and Investigators, as appropriate.
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hard of hearing; Bell's palsy; Left eye felt weird/weird feeling like when went to the dentist and get the
Novocain shot; Left side of mouth muscle not holding water while brushing teeth; Cannot close left eye/eye
wasn't moving; Left eye burning during shower; sick; cannot move that part of your mouth; Sore Arm over
Weekend; This is a spontaneous report from a contactable consumer (patient). This 51-year-old female
patient received second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of
administration in left arm on 12Mar2021 08:15 (Lot Number: EN6204) at single dose for covid-19
immunization. Medical history was none. Concomitant medication included diphenhydramine hydrochloride
(BENADRYL Tablet). The patient previously received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19
VACCINE, Lot Number: EN6200) on 19Feb2021 and experienced felt really tired, and received flu shot. The
patient experienced bell's palsy on 18Mar2021, sore arm over weekend on an unspecified date in 2021, Left
eye felt weird/weird feeling like when went to the dentist and get the Novocain shot on 18Mar2021, left
side of mouth muscle not holding water while brushing teeth on 18Mar2021, cannot close left eye/eye
wasn't moving on 18Mar2021, left eye burning during shower on 18Mar2021, sick in 2021, cannot move that
part of your mouth in 2021, hard of hearing on an unspecified date. She felt great over the weekend other
than a sore arm. Morning on 18Mar2021 when she woke up her left eye felt weird. When brushing her
teeth she noticed the left side of her mouth muscle was not holding water to spit out. Looked in the mirror
and noticed when she smiled her left eye wasn't moving. Went to the emergency room and the doctor told
her she has Bell's Palsy. Explained that was why she cannot close her left eye. Was given two medications to
take; one a steroid and one a antiviral. Left eye has been feeling weird, like when you look away from your
cell phone and one eye hasn't dilated or adjusted to the darkness yet. Stated she took a sick day from work
today. Mentioned again her left eye burning in the shower and that she has to sleep with an eye patch. She
was hard of hearing. Stated she had hearing aids and can currently hear call handler fine. Had a CAT scan
and everything at the emergency room this morning. Her grandmother and aunt died from a stroke and she
was concerned that she had one. She cannot close her left eye completely. Stated was a weird feeling like
when went to the dentist and get the Novocain shot and cannot move that part of your mouth. The doctor
told her he thought it will last for 2 weeks. Stated that it could've started overnight but she was uncertain
as she was sleeping and didn't notice it until this morning. Mentioned her husband was at the hospital all
day yesterday for procedures. After receiving her second dose of the vaccine she thought she didn't feel to
bad at all, not tired like with the first one; until she woke up with this today. Stated no for medications but
mentions that on 11Mar2021 she had bad allergies and was like a water faucet. She took Children's
Benadryl 12.5mg 2 tablets and some eye drops. Stated that it helped. Thought she was allergic to
something in the building. Stated was given Prednisone, as she was reading the label she notices she was
supposed to take two a day and had only taken 1 this morning. Prednisone is prescribed as 20mg 2 tablets
by mouth every day for 7 days. Spelt out name of antiviral medication as IC Valacyclov. Prescribed as 500mg
2 tablets by mouth three times a day. Also has eye drops to keep eye moist. Has eye patch for bedtime.
Admitted to hospital on 4/10 with 2 day history of mydriasis, diplopia with blurry vision, dizziness and
balance difficulty. Found to have enhancement of 6th and 3rd CNs on MRI. Patient continued to have blurry
and double vision during her stay and mild gait instability. She developed mild frontal headache managed
with Tylenol. Her exam was remarkable for mydriasis, mild lateral gaze limitation R>L, mild dysmetria,
dizziness and unsteady gait without notable ataxia. No papilledema. Her reflexes were 2+ in her BL UE and
LEs. Pediatric Neurology and ophthalmology consulted and followed patient. Eye exam remarkable for
bilateral cranial nerve 6 palsy but no other element of CN3 palsy and bilateral dilated but unreactive pupils.
Patient treated with IVIG 1mg/kg/day x2 days for likely miller fisher syndrome variant of Guillain-Barre.
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Drooping and closed left eyelid/third nerve ocular palsy paralysis; Headache; Sandy eyes; This is a
spontaneous report received from a contactable consumer (Patient) reporting for himself. A 73-year-old
patient received second dose of BNT162B2 0.3ml on 26Feb2021 at 12:00 pm (Lot no: EN6203, Expiration date:
unknown) via intramuscularly route of administration in right arm as SINGLE DOSE for covid-19
immunization. The patient does not have cardiovascular disease, he just had a blockage at one time. The
patient had one stent put in and low dose to preventative for plaque buildup in veins. The patient's
concomitant medications included Simvastatin for mild heart attack in 2013. The patient previously
vaccinated with first dose of BNT162B2 on 05Feb2021 at 13:00 pm and 5 days later got sandy eye. It was
reported that, on 04Mar2021 (3 weeks later of second dose) the patient experienced blurred vision and
drooping, closed left eyelid which were diagnosed as third nerve ocular palsy paralysis on 08Mar2021. It
was reported that the patient still gets Headaches periodically. The outcome of the events was not
recovered. Follow attempts are requested. Further information is expected.

6 days

Bells Palsy; This is a spontaneous report from a contactable consumer (patient). A 44-year-old male patient
received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of
administration, administered in Arm Right on 02Apr2021 15:00 (Lot Number: Er8737) as single dose (at the
age of 44-years-old) for covid-19 immunisation. Medical history was reported as none. Patient had no known
allergies. There were no concomitant medications in two weeks prior to the vaccination. Patient did not
receive other vaccine in four weeks prior to the COVID vaccine. Patient had no COVID prior vaccination.
Patient was not tested for Covid post vaccination. On 08Apr2021 06:00 patient experienced bells palsy.
Event resulted Doctor or other healthcare professional office/clinic visit, Emergency room/department or
urgent care, Prolongation of existing hospitalization (vaccine received during existing hospitalization).
Therapeutic measures taken as a result of bells palsy included antibiotics and steroids. Patient had not
recovered from the event, at the time of the report.

COVID19 VACCINE

PFIZER\BIONTECH

1265975-1

30-39 years

6 days

COVID19 VACCINE

JANSSEN

1089578-1

30-39 years

7 days

COVID19 VACCINE

JANSSEN

1144847-1

65+ years

7 days

Initially he was diagnosed with Bell's palsy/face drooling; did not have a knee reflex or any feeling in his
hands; did not have a knee reflex or any feeling in his hands; severe muscle pain all over his body to the
extent he can't move; severe muscle pain all over his body to the extent he can't move; This is a spontaneous
report from a contactable pharmacist. A 32-year-old male patient received BNT162B2 (PFIZER-BIONTECH
COVID-19 VACCINE, solution for injection), dose 1 intramuscular, administered in left arm on 06Mar2021
09:45 (lot number: EN6205) at the age of 32 years old, as single dose for COVID-19 immunisation. Medical
history included asthma from an unknown date and unknown if ongoing. The patient has no known allergies.
Concomitant medication included salbutamol (ALBUTEROL HFA) taken for an unspecified indication, start and
stop date were not reported. Initially the patient was diagnosed with Bell's palsy, his diagnosis was changed
to rare reaction to a vaccine as per ER report in the hospital. They changed the diagnosis because it was not
only his face drooping (reported as drooling) but he did not have a knee reflex or any feeling in his hands, and
severe muscle pain all over his body to the extent he can't move. At the hospital they excluded Lyme disease
by blood work and stroke and spinal infection by spinal tapping. Then he was discharged. All events occurred
on 12Mar2021 at 09:00 AM. AEs resulted in emergency room/department or urgent care. The patient
underwent lab tests and procedures which included nasal swab (COVID-19 PCR test): negative on 13Mar2021;
and on unspecified date, blood work which excluded Lyme disease and stroke and spinal tapping which
excluded spinal infection. Corticosteroid was given as treatment for the events. The patient has not
recovered from the events. No follow-up attempts are possible. No further information is expected.;
Sender's Comments: Based on the available information and an implied temporal association, the reported
events are considered possibly related to BNT162B2. The impact of this report on the benefit/risk profile of
the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including the review and
analysis of aggregate data for adverse events. Any safety concern identified as part of this review, as well as
any appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics Committees
and Investigators, as appropriate.
Bilateral upper and lower extremity paralysis, jaw clenching, dystonic contracting of bilateral upper and
lower extremities. Urinary retention.
Guillain Barre syndrome
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A week after the patient had the vaccine he developed weakness with numbness in the lower extremities.
Patient continued to get worse and was admitted on 04/03 with concerns for Guillain-BarrT syndrome ( GBS).
Patient is currently getting treatment for GBS.
Received vaccine on 3/9/21. Started experiencing facial numbness , difficulty with speech and swallowing on
3/16/21 around 11pm. Had facial drooping of the mouth and eye on my left side of face. Went to Hospital ER
around 5:30 am on 3/17/21 as symptoms did not subside. I was later placed in stroke observation unit. I
had 2 MRI's, CT scan and Echo tests ran. i was diagnosed with TIA. All test were negative for a cause. I sent
a total of about 26 hours hospitalized.
7 DAYS AFTER VACCINATION PATIENT FELT NUMBNESS AND LOSS OF TASTE IN HER TONGUE. THE
FOLLOWING MORNING SHE WOKE AND ONE SIDE OF THE FACE WAS DROOPING. PATIENT RECEIVED CARE
AT AN URGENT CARE FACILITY. A CT SCAN WAS PERFORMED TO RULE OUT BLOOD CLOT. PATIENT WAS
DIAGNOSED WITH BELL'S PALSY
woke up with weakness of eye opening of the right eye, has been occurring every morning, now less
frequently in the last few days exam shows a subtle right bell's palsy
Numbness on right side of face , numb tongue, water build up in ears, right nostril closed up right side of face
sags and eye will not close can?t blink. Diagnosis Bell?s palsy nad viral infection
10 days after the vaccine my perfectly healthy husband began developing terrible back pain and abdominal
numbness, went to the ER, had a brain bleed and was daignosed with Guillain-Barre Syndrome. He has been
in the hospital for a week. He is not being released yet.
bells palsy
Immediately after the injection patient felt a pressure like and felt a ball on the back of his head left side
that resolved within a day. Within a week from vaccine patient started having a headache on and off with
feeling of like his brain is swelling on the left side. Within another week patient experienced abdominal pain
and chest pressure. went to a hospital CT abdomen was negative. On 4/28 patient had a severe headache
followed by numbness to left face and left facial droop. 911 was called patient was code stroke in ED.
Guillain Barre Syndrome. Leg weakness one week following vaccine. Hospitalized. Treated with IVIG.
Improved with leg weakness only sequela.
Patient on awakening this AM had a HA (short duration) and facial droop. These symptoms alarmed him
enough to present to the ED at an outside hospital. Diagnosis of Bell's Palsy is made with treatment of
antivirals and steroids.
Bell?s Palsy upon waking, minor
Patient woke with right sided facial droop, right-sided mouth numbness and whole tongue numbness, and
two days of right ear pain. Also, erythematous rash on left arm lasting 5-6 days. CT head unremarkable. MRI
brain underway.
Patient woke up on the morning of 1/21/21 with left facial numbness and loss of muscle tone of left face. She
presented to her doctor who diagnosed Bell's Palsy. She has been treated with prednisone and acyclovir. she
is awaiting a head CT-scan. Symptoms have stabilized and perhaps slightly improved.
Received vaccine on 1/9/21. On 1/16/21 started with drooping to eyelid. On 1/21/21 experienced vertigo.
She was evaluated by her primary care doctor for those symptoms and was diagnosed with Bells Palsy at
that time, and with vertigo. Her PMD recommended she not go forth with the 2nd dose of the vaccine.
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Bell's palsy; A spontaneous report was received from a site concerning a patient, who received Moderna's
COVID-19 vaccine (mRNA-1273) and was diagnosed with Bell's Palsy. The patient's medical history was not
provided. No relevant concomitant medications were reported. On 31 Dec 2020, approximately 7 days prior
to the onset of the event, the patient received their first of two planned doses of mRNA-1273
intramuscularly for prophylaxis of COVID-19 infection. On 07 Jan 2021, the patient was diagnosed with Bell's
Palsy. No treatment information was provided. Action taken with mRNA-1273 in response to the event was
not reported. The outcome of the event, Bell's Palsy, was not reported.; Reporter's Comments: This case
concerns a patient who received their first of two planned doses of mRNA-1273 (Lot unknown), and who
experienced the serious unlisted event of Bell's palsy. Very limited information regarding this event has
been provided at this time. Based on the current available information and temporal association between
the use of the product and the onset of event, a causal relationship cannot be excluded and the events are
considered possibly related to the vaccine.
Aside from a very sore left arm for two days after vaccination, a more serious symptoms began on Thursday
morning around 6:00 am, January 28th 2020, and the lower right side of my face started swelling and
numbness followed. Also I felt some pain and have lost movement on the right side of my face. It looks like I
had a stroke. Upon research, I came across Bell's Palsy and its the closest description to what I am currently
experiencing. In the last two days, the swelling has subside and it's a little bit better, however, my face is
still compromised.
The patient started with sudden onset double vision nd ambulatory dysfunction. The patient was taken via
ambulance to R/O CVA. MRI results unremarkable. The patient was diagnosed with
INTERNUCLEAROPHTHALMPOPLEGIA. Possible cranial nerve 6 palsy.
Patient received first Moderna vaccine on 1/15/2021. Delayed injection site reaction which was warm and
erythematous 1 week after vaccination on left arm for which was seen by PCP and prescribed Bactrim for 10
days. On 2/3/21 patient experienced itchiness in hands and feet with pins and needles sensation. Seen by PCP
on 2/4/21 and was started on Medrol Dose Pack for pruritis and paresthesias. 2/10/21 presented to ED with
progressive sensory motor polyneuropathy and early gait dysfunction. Patient started plasmapharesis
treatment for suspected Guillan-Barre Syndrome on 2/11/2021.
1/29/21 0700 received vaccine
2100 started not feeling well fever of 99 1/30/21 0300 fever was
between 102 and 103.5
1000 fever stayed around 101 to 102 1/31/21 1000 fever was down to 99
and disappeared around 1500 2/4/21 I started having a sore throat and some mild ear pain. 2/5/21 ear pain
was getting worse. 2/6/21 ear pain was very bad 2/7/21 went to the clinic they gave me amoxicillin for and
ear infection 2/10/21 ear pain was still the same and things were not getting any better. I called my doctor
and he switched me to amoxicillin-clav. I was not able to pick it up until 1/11/21. 1/11/21 my left eye started
bothering me and if felt like pink eye. 2/12/21 I started getting a metal taste in my mouth and it started
feeling numb. I called my doctor back around 1300 and he told me to switch back to the regular amoxicillin.
By 1640 my vision in my left eye started to get blurry and my entire left side of my face was numb and
paralyzed =. My doctor told me to go to the ER. Being the stubborn person I am I didn?t go right away.
2/13/21 I went to the hospital. I was diagnosed with Bell?s Paulsy. The doctor did not seem to think I had
an ear infection. My entire left side of my face is paralyzed. I still have pain behind my right ear and around
the ear canal. My vision in my left eye is terrible. My speech is getting slurry. 2/16/21 I followed up with
my primary doctor. He is hoping with the treatment I'm on this will go away in 1 to 2 weeks. He
encouraged me to fill this adverse reaction form out. I have a follow on 2/17/21 with and ophthalmologist for
my blurred vision.
Intense pain at the injection site and radiating down right arm for 24 hours after the injection. 72 hours after
injection paralysis of right wrist possible radial nerve damage.
1 Week after injection (Feb 10) developed swelling, redness, itching around injection site. Also felt know in
muscle at injection site. after one week treated site with Cortisone cream relived symptoms. On Feb 17
developed symptoms of Bell's Paulsy on left side of face: lip and left nostril felt swollen, gums sore, difficulty
drinking from straw and eating. Saw neurologists on Feb 25 said symptoms were consistent with Bell's
Paulsy.
Bell's palsy, facial paralyzes.
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Drooping Left side of face. Was advised to go to hospital for possible stroke. He was completely tested and
checked for possible stroke. Was given DX of Bell?s Palsy along with scripts for steroids and antiviral.
Severe arthralgias, Bell's palsy, nausea, vomiting, palpitations
I could not go to sleep on Sunday night February 28th, after only a couple hours sleep I woke to watery
eyes. Symptoms progressed throughout the day. I went to urgent care clinic on Tuesday, March 2nd and
they sent me straight to ER and I was diagnosed with Bell's Palsy. I cannot shut one eye, tingling of face,
mouth, and tongue. I was prescribed and antibiotic and steroid.
BELL'S PALSY LEFT SIDE OF FACE
2/26/21 History & Physical- History of present illness: ""Pleasant 79 years old female who started to develop
recurrent episodes of nausea and vomiting of nonbilious none bloody material 1 week ago then started to
have frequent watery bowel movements with the last bowel movement was associated with rectal
bleeding, she started to develop generalized weakness and fatigue, she had 3 falls in the last week without
hitting her head, she did not have loss of consciousness, over the last 2 days she has been complaining of
numbness and tingling to the hands and feet, she was not able to walk due to generalized weakness. She
denied fever or chills she had no chest pain or shortness of breath. 2 weeks ago she got her second dose of
COVID-19 vaccine. There was no change to her medications according to her, she denies sick contacts.""
Intubated and ICU transfer 2/28/21 for ""Possible Guillain-BarrT syndrome and impending respiratory
failure"" extubated 3/10/21.""
Presented to Prison Urgent Care/TTA on 2/26/21 with L facial droop and L arm and leg tingling. Presumptive
Dx of Bells Palsy but sent to ED given extremity involvement. Neg ED CT Head w/o contrast with Dx: Bells
Palsy.
Woke up at midnight with my right cheek going numb and unable to move the right side of my face in the
same manner as the left. I was afraid I was having a stroke but none of the other symptoms present. After
the numbness and paralysis did not subside, I went to the emergency room at 9:00 am. Emergency rooms
doctors thought that it must be Bell's Palsy. A CT scan was completed and a stroke was ruled out. A
severe case of Bell's Palsy was not confirmed due to the entire face not drooping. ER staff said nothing and
asked nothing about the COVID 19 Vaccination. It was only after returning home and doing research that I
found it to be a side effect of the vaccination.
Bell?s Palsy
Bell's palsy; A spontaneous report was received from a consumer who was a 59-year-old, male patient who
received Moderna's COVID-19 vaccine (mRNA-1273) and developed Bell's palsy (facial paralysis). The
patient's medical history was not provided. No relevant concomitant medications were reported. On 12
Jan 2021, approximately seven days prior to the onset of the symptoms, the patient received the first of two
planned doses of mRNA-1273 (Batch number: unknown) intramuscularly in the left arm for prophylaxis of
COVID-19 infection. On 19 Jan 2021, the patient developed Bell's palsy. As per patient, there was loss of
taste, his eyeball was not moving, he had facial pain and he could not raise right side of his lips. The patient
stated that his symptoms were still on going at the time of report. Both his PCP and neurologist can not
confirm this is not related to vaccine. Treatment for the event included a seven-day course of Valtrex and
Prednisone. Action taken with mRNA-1273 in response to the event was not provided. The event, Bell's
palsy, was considered not recovered/not resolved.; Reporter's Comments: Based on the current available
information and temporal association between the use of the product and the start date of the event, a
causal relationship cannot be excluded.
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Bell's palsy; A spontaneous report was received from a consumer concerning a 58-years-old, female patient
who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced Bell's palsy (facial paralysis). The
patient's medical history was not provided. No relevant concomitant medications were reported. On 27 Feb
2021, approximately eight days prior to the onset of the event, the patient received their first of two
planned doses of mRNA-1273 (Batch number: 011A21A) intramuscularly in the left arm for prophylaxis of
COVID-19 infection. On 6 Mar 2021, the patient started showing symptoms of numbness in face. She went to
emergency response on 08 Mar 2021 and was diagnosed with Bell's palsy. She said she didn't have drooping
or paralysis, but still have numbness. She went to other provider for second opinion and was given high dose
of Vitamin B-12 and Acyclovir. No additional treatment information was given. Action taken with mRNA1273 in response to the event was not reported. The outcome of event, Bell's palsy was considered not
recovered.; Reporter's Comments: Based on the information provided which includes a temporal association
between the reported events, administration of mRNA-1273 vaccine and excluded all other etiologies, a
causal association cannot be excluded
Guillan Barre Syndrome
Bells Palsey.
Right side Bell's palsy
Facial droop, ear pain, headache on left side. Vertigo and confusion. Diagnosed as Bell's Palsy after CT scan
and MRI showed no sign of stroke.
STROKE OCCURRED AT 11:30 ON TUESDAY NIGHT. WE DIDN'T RECOGNIZE SYMPTOMS UNTIL 3:00 AM
WEDNESDAY MORNING WHEN HE WAS TAKEN TO HOSPITAL . SLURRED SPEECH, UNABLE TO GET UP,
DROOPING MOUTH.
Bell?s Palsy
"Pfizer-BioNTech COVID-19 Vaccine"": left-sided facial bell's palsy; facial drooping mostly resolved, minimal
eye drooping on left side; headache; Tylenol taken for headache; headache has resolved;left-sided sensitivity
to loud noises; hearing sensitivity resolved""
First ear pain then associated facial pain which progressed into R sided Bell's Palsy
Patient expressed: Pain in the left side of the face and migraine on 25Dec2020, and came to emergency room
where apparently they diagnosed facial paralysis; Patient expressed: Pain in the left side of the face and
migraine on 25Dec2020, and came to emergency room where apparently they diagnosed facial paralysis;
This is a spontaneous report from a contactable nurse. A 42-year-old female patient received first dose of
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE; lot number EK5730) intramuscular, on 17Dec2020 04:15,
single dose arm left for COVID-19 immunization. Relevant medical history included hypothyroidism,
hypertension, hyperlipidemia, obesity, and penicillin allergy. Concomitant medications included
levothyroxine sodium (SYNTHROID), butalbital, caffeine, paracetamol (FIORICET 50-40- 325mg),
dexamethasone 4mg Inj., diclofenac (VOLTAREN 1% Gel), Magnesium, valsartan (VASOFLEX) (pending
confirmation), cyanocobalamin (VITAMIN B12), losartan potassium. The patient was not pregnant and did not
received any vaccine in four weeks. The patient previously took cephalosporin and experienced allergy. On
24Dec2020, the patient experienced pain left side of the face and migraine, and came to emergency room
where apparently they diagnosed facial paralysis. The events resulted in emergency room visit/ urgent care
where the patient was administered dexamethasone 4mg Inj, Medrol dose pack, Vit B12 500mcg, and
Fioricet 50-325-40. Facility where the most recent COVID-19 vaccine was administered was in the doctor's
office/urgent care. It was unknown if the patient was diagnosed with COVID-19 prior or since the
vaccination. The events were assessed by the nurse as non-serious. Outcome of the events was recovering at
the time of the report.; Sender's Comments: A causal association between BNT162B2 and the reported
events cannot be excluded based on a compatible temporal relation between vaccination and onset of
events. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer
procedures for safety evaluation, including the review and analysis of aggregate data for adverse events.
Any safety concern identified as part of this review, as well as any appropriate action in response, will be
promptly notified to RAs, Ethics Committees, and Investigators, as appropriate.
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Patient developed symptoms of Guillain-Barre syndrome on January 15, 2021 and was admitted the Hospital.
She was diagnosed and eventually required ICU level care and has been treated with plasmapheresis. She is
currently still in the ICU but is stable.
hemiparesis left, facial droop, weakness on left upper and lower extremity
facial droop Left
Site: Bruising at Injection Site-Mild, Systemic: Other- Bells Palsy-Medium
37yo female received first COVID vaccine lt arm on 1/15/21. She denies any immediate adverse reactions.
Day 6 (1/22) she c/o right ear pain. 1/23 continued ear pain with nasal congestion 1/24 symptoms continue
with difficulty chewing about 1100am. 1700 c/o tongue -upper lip swelling and rt facial droop, foreheadeyebrow paralysis - to ER where diagnosed with Bells Palsy. ER provider dx viral like illness and bells palsy
attributed to viral prodrome. Given tapering dose prednisone, Sudafed for congestion/ear fullness and
ophthalmic eye drops. Seen by HCP 1/27 and again 1/28 with improvement of symptoms but facial droop
continues. Pt states is better. Prescribed Valtrax Additional information for Item 18: Medical center notified
of case and monitoring.
facial paralysis; stress; facial pain; This is a spontaneous report from a contactable nurse. A 42-year-old
female patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: EK5730),
intramuscular on an 17Dec2020 at single dose for COVID-19 immunization. The patient's medical history
includes ongoing facial paralysis (it was reported that the patient experienced facial paralysis caused by
stress a couple of year ago and then again after the vaccination). Concomitant medications were not
reported. The reporter felt worried about the patient (partner) that had facial paralysis and asked if they
could administer the second dose of the vaccine of COVID-19 from Pfizer. The paralysis it was previous from
the fist dose of the vaccine, a consequences of the stress, the partner had 42 years. The reporter considered
that the event was non-serious. As of 15Jan2021, it was reported that the patient experienced facial
paralysis caused by stress a couple of years ago and then again after the vaccination (24Dec2020). The
patient also experienced pain in face on 24Dec2020. The patient underwent MRI on an unspecified date.
Treatment was given for the events facial paralysis and pain in face (Anti-inflamatories). The outcome of the
stress was unknown while not recovered for the other events. Information on the lot/batch number has
been requested. Amendment: This follow-up report is being submitted to amend previously reported
information: country of incidence was updated. Additional information received on 15Jan2021 from a
contactable nurse includes: patient details (medical history and lab data), product details (therapy dates),
reaction data (additional event: pain in face) and clinical course details.; Sender's Comments: A possible
causal association between administration of BNT162B2 and the onset of facial paralysis cannot be excluded,
considering the plausible temporal relationship. The impact of this report on the benefit/risk profile of the
Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including the review and
analysis of aggregate data for adverse events. Any safety concern identified as part of this review, as well as
any appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics Committees
and Investigators, as appropriate
On 1/26/2021, resident had an elevated blood pressure of 183/102 and he was cold and clammy. Resident
sent to ER via 911. He was sent home that same day. On 1/27/2021, resident found sitting in his apartment
with a facial droop, slightly slurred speech and left sided weakness. Resident had also fallen the previous
night and on the morning of 1/27/2021. Resident transported to the ER for evaluation and treatment and
was admitted with diagnosis of TIA; rule out stroke.
Runny nose & headache
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One week after the second vaccine I developed Bell's Palsy; This is a spontaneous report from a contactable
other health professional reported for himself. A 30-year-old male patient received second dose of bnt162b2,
via an unspecified route of administration in left arm on 11Jan2021 11:00 at single dose for covid-19
immunization. The patient's medical history was not reported. Concomitant medication included terbinafine,
cetirizine hydrochloride (ZYRTEC), multivitamin. The patient previous received first dose of bnt162b2, via an
unspecified route of administration in right arm on 21Dec2020 11:00 for covid-19 immunization. The patient
experienced one week after the second vaccine, he developed bell's palsy on 18Jan2021 with outcome of not
recovered. The event was reported as non-serious. The adverse event result in a visit to emergency
room/department or urgent care. Treatment Prednisone, valacyclovir was received for the adverse event.
Facility where the most recent COVID-19 vaccine was administered: School or Student Health Clinic. The
patient didn't receive any other vaccines within 4 weeks prior to the COVID vaccine. Prior to vaccination,
the patient wasn't diagnosed with COVID-19. Since the vaccination, the patient hadn't been tested for
COVID-19. Information on the lot/batch number has been requested.; Sender's Comments: Based on
temporal association, a possible contributory role of suspect BNT162B2 cannot be excluded for reported
event Bell's palsy. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as
part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate data for
adverse events. Any safety concern identified as part of this review, as well as any appropriate action in
response, will be promptly notified to Regulatory Authorities, Ethics Committees and Investigators, as
appropriate.
61 yo F with history of bilateral lung transplant 6/23/17 presented to ED on 2/4/21 with chief complaint of
worsening shortness of breath, nausea and diarrhea for past week since receiving since receiving COVID-19
vaccine (Pfizer) on 1/28/21. Upon arrival to triage she was obviously dyspneic with significantly low oxygen
saturations. O2 sats on arrival were 65%, improved to mid 90's with O2 6 liters per NC. Admitting diagnosis:
hypoxic respiratory failure post COVID vaccine. Lab work shows an elevation of the BUN and creatinine at 31
and 1.71 which is slightly higher than her usual baseline levels. BNP is elevated at 2 448 with a mildly
elevated troponin. Procalcitonin is also elevated. Patient's white blood cell count is 11.07. Full viral panel
including COVID-19 is not detected. All blood cultures and respiratory cultures were negative. Patient chest xray shows numerous bilateral patchy opacities which is significantly different from her previous chest x-ray
here. Empiric rejection treatment initiated including high dose methylprednisolone, plasmapheresis, IVIG,
Thymoglobulin. She continued to decline and ultimately required intubation, proning and paralyzing on
2/8/2021 and then VV ECMO cannulation on 2/13/2021. EGD done 2/14/2021 as unable to pass the TEE
probe during cannulation prior day (unable to complete due to abnormal anatomy). Acute pupil exam change
in the early am hours of 2/15/2021 prompted urgent head CT which revealed catastrophic brain bleed.
Brainstem reflexes were lost soon after. Despite placing an EVD emergently at bedside, brain stem reflexes
were not recovered. GOL engaged and patient not an organ donation candidate. Therefore discussion with
sister at bedside resulted in decision for cessation of life support. Patient expired shortly after support
withdrawn and pronounced dead on 2/15/2021 at 11:11 AM.
[COVID-19 mRNA vaccine (Pfizer-BioNtech] treatment under Emergency Use Authorization (EUA)
right sided facial palsy, consistent with Bell's palsy, grade 3 treatment with prednisone and valacyclovir for 7
days with improvement to grade 2 by 1 week
Complete Cranial Nerve 3 Palsy, left side Symptoms: Diplopia, Ptosis
Bell?s palsy. Left eye will not close and left mouth droopy with muscle weakness left side.
Developed Bells Palsy, distorted face, droopy mouth and eyelid, not able to fully close left eye and mouth not
functioning correctly. Given Prednisone and ointment and lubricant for eye Afraid to get second shot! Need
recommendation!
one week after injection Woke up to room spinning and would not stop, eyes closed or open. Felt nausea,
stumbled to the bathroom holding walls. Severe, nausea and vomiting. Went back to bed and tried to sleep.
Hour later I get up and same thing, more vomiting, Finally got back to sleep and spent day in bed. Better in
the evening but left side of face feels a bit droopy and left side of body seen off, and sorta numb, but not
numb.
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I rec'd my first Covid vaccine shot on 3/3/21 in my right arm. I had soreness in the arm for 2 days
afterwards. On Wednesday, March 10, 2021, I got severe pain behind my left ear and down the left side of
my neck. Saturday morning, March 13,2021 my lips were numb and I was not blinking my left eye and I
could not close my left eye. I went to the doctor Monday morning, March 15,2021 and she confirmed Bell's
Palsy. Blood was drawn and I was given prescription medication.
Bell's palsy; This is a spontaneous report from a contactable Nurse (patient). A 64-year-old Female patient
received second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) on 27Feb2021 at single dose in left
deltoid for COVID-19 immunisation at the age of 64-year-old. Lot number was EN6200. Relevant medical
history and concurrent conditions included Herpes zoster/ shingles, Bells palsy, overweight. Concomitant
medications included ergocalciferol (Vitamin D) for her bones and that kind of stuff. First dose of BNT162B2
(PFIZER-BIONTECH COVID-19 VACCINE) was received on 21Jan2021 for COVID-19 immunisation at the age of
64-year-old. Historical vaccine included typhoid, malaria and yellow jacket. Patient initially confirmed she
has had no reactions after prior vaccinations. On 06Mar2021 at 02:30, the patient experienced Bells palsy;
the event was considered Medically significant; the patient visited emergency room; the patient was given
Zanamivir, antiviral in the Emergency Room. The patient had been told by other people that she should get
started on a steroid, so she started prednisone, prescribed by the NP at her primary care. Patient had right
facial paralysis right at the time of report, it was slightly worse than when she first noticed it. The patient
did not think she has reached the maximum of the Bells Palsy and she had to drink coffee out to of a straw
and issues with her words. The patient did not recover from the event. The reporter mentioned that she has
had several family members who have had Bells Palsy. The odds that she received something that could
trigger some kind of immune response, the time frame, the fact she got the vaccine, also fact she has a
history of shingles she would have to associate with the vaccination. The reporter had done mission work
and has never had a reaction to any of the vaccines that she received for that.; Sender's Comments: Based on
temporal association, the causal relationship between BNT162B2 and the event facial paralysis cannot be
excluded. The information available in this report is limited and does not allow a medically meaningful
assessment. This case will be reassessed once additional information becomes available. The impact of this
report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety
evaluation, including the review and analysis of aggregate data for adverse events. Any safety concern
identified as part of this review, as well as any appropriate action in response, will be promptly notified to
Regulatory Authorities, Ethics Committees, and Investigators, as appropriate.
drooping face on tight side, diagnosed as Bell's Palsy in the ER; Numbness of lips; This is a spontaneous report
received from a contactable other non-Health Care Professional (Patient). A 64-year-old male patient
received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection, Batch/lot
number: En6201 and expiry date was not provided), via an unspecified route of administration, in Arm left,
on 12-MAR-2021 10:45 AM (at the age of A 64-year-old) as a single dose for COVID-19 immunization. Medical
history included Diabetes, high blood pressure and Allergies to medications, food, or other products Tetanus
Shot. Concomitant medications received within 2 weeks of vaccination were Magnesium 500mg, Lisinopril
20mg, Chlorthalid 25mg. Patient did not receive other vaccine in four weeks of vaccination. Patient was not
diagnosed with COVID, prior vaccination. Patient has not been tested for COVID, post vaccination. It was
reported that numbness of lips, drooping face on tight side. Diagnosed as Bells Palsy in the ER. CAT scan to
rule out other causes on 19Mar2021. Patient went to Emergency room/department or urgent care, where
the patient put on Prednisone for 5 days and anti-viral for 7 days for the adverse events. Outcome of the
events was Not recovered.
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Bell's palsy; eye sight in that eye is getting worse every day; right eyelid was sticking on his eye and
wouldn't shut; he couldn't move his face on the left side and he can't control it at all; blood got really thin
and wouldn't clot; left hand got really swollen; entire arm bruised; edema in his hand; edema in his hand got
to the point where his skin was cracking; blood got really thin and wouldn't clot; face went numb; This is a
spontaneous report from a contactable consumer (patient). A 59-year-old male patient received bnt162b2
(PFIZER-BIONTECH COVID-19 mRNA VACCINE; lot number: EN6207, Expiration Date: Jul2021), via an
unspecified route of administration, administered in Arm Right on 11Mar2021 (at the age of 59 years old) as
single dose for covid-19 immunisation. Medical history included lupus from 2020 and ongoing, ongoing High
Blood Pressure, Spinal Surgeries from 1999, Chronic Pain,Retention water, blood clot issue. The patient
previously had tetanus shot. Concomitant medications included losartan potassium; allopurinol;
hydroxychloroquine; methocarbamol; morphine sulfate (MS CONTIN); oxycodone; furosemide. Caller states he
is calling about the Pfizer Covid 19 Vaccine. Seven days later the dose of vaccine (18Mar2021), patient
developed Bell's Palsy which he has never had before and has never had any other problem with. He has
seen an ENT, his pain doctor, and his medical doctor and they all say the Covid vaccine has caused the
problem he is having. He was told by his ENT this is very possibly permanent. Emergency Doctors are who he
went to because he thought he was having a stroke, because half of his face went numb. He has been to the
doctor 10 times in the last 7 days, it has not been fun at all. He didn't put it together until he saw the ENT,
who said Bell's Palsy is caused from a virus. States he had no idea until he said that, that it could possibly be
from the injection. States he has never had Bells Palsy before and it started 8 days after the initial shot. His
right eyelid was sticking on his eye and wouldn't shut and he couldn't move his face on the left side and he
can't control it at all. Clarifies he couldn't shut his right eye all of the way. Since then they have told him he
needs to tape his eye shut for 12 hours a day to keep from going blind. The thing that bothers him is his eye
sight in that eye is getting worse every day even though he uses the cream and tapes it shut. His wife told
him even with both eyes shut, it will not completely shut because his lower eyelid is hanging down too far.
The ENT told him he needs a hearing test today at 2:00p.m. to see if this is going to be a permanent
problem. He is getting ready to go to the ear doctor to find out more. At the same time he developed the
Bells Palsy, his blood got really thin and wouldn't clot which seems really weird. Also on 18MAR2021, his left
hand got really swollen and the entire arm bruised and they said the edema in his hand got to the point
where his skin was cracking because his blood got so thin that it couldn't clot at all. He had a blood clot issue
in the past. States his arm and hand have improved, he can move his hand again finally. The ENT said that
since he has been on Prednisone, for recovery for Bells Palsy, for over a week and gotten worse instead of
better, it may be permanent. Prednisone is not working, it has actually gotten worse. Prednisone 10mg for 7
days and to decrease by one tablet every day until gone but states he has gotten worse. Treatments
(assessed as for all events): Prednisone. States that it has been two weeks since this happened and the
doctor told him the only other option is skull surgery. The bones in his head would be drilled out to make

7 days

had paralyze sensation from her knees to toes/ unable to move her lower legs; This is a spontaneous report
received from a contactable consumer (patient). A 22-years-old non-pregnant female patient received first
dose of BNT162B2 (Lot number was not reported), via an unspecified route of administration on 13Mar2021
at 09:00 AM at age of 22-year-old at single dose for covid-19 immunisation. The patient had no relevant
medical history. No covid-19 prior vaccination. No covid-19 tested post vaccination. No allergies to
medications, food, or other products. Facility where the most recent COVID-19 vaccine was administered was
hospital. No other vaccines received within 4 weeks prior to the COVID vaccine. Concomitant medication
included ongoing Vitamins. On 20Mar2021, patient was unable to move her lower legs, had paralyze
sensation from her knees to toes. Seriousness criteria was reported as hospitalisation. The event resulted to
doctor or other healthcare professional office/clinic visit, and emergency room/department or urgent care.
The patient was hospitalized for 4 days. Patient received treatment included Morphine and Steroids. The
outcome of event was recovering. No follow-up attempts are possible. Information about lot/batch number
cannot be obtained.
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Bell's Palsy left side of face; right side of his face went numb; This is a spontaneous report from a contactable
consumer (patient). A 64-year-old male patient received the first dose of BNT162B2 (Pfizer-BioNTech COVID19 vaccine, lot number: EN6205), via an unspecified route of administration, administered in the left arm on
09Mar2021 at 09:25 as a single dose for COVID-19 immunization. Medical history included hypertension and
high cholesterol both under control from an unknown date and unknown if ongoing. The patient did not have
COVID prior to vaccination. The patient did not receive other vaccines within 4 weeks. Concomitant
medications included rosuvastatin calcium (CRESTOR); losartan potassium (LOSARTIN) and latanoprost
(manufacturer unknown), all taken for an unspecified indication, start and stop date were not reported. The
patient was tested for COVID post vaccination on 16Mar2021 via a nasal swab with a result of negative. On
16Mar2021 at 11:30 AM, the patient experienced Bell's Palsy on the left side of his face and at the same
time the right side of his face went numb. The event caused the patient to go to the emergency
room/department or urgent care. The patient started to recover after 3 weeks. The patient was given a 6
day steroid dose and an 7 day anti viral. The outcome of the events was recovering.
I've developed bell's Palsey; This is a spontaneous report from a contactable consumer. A 40-years-old male
patient received bnt162b2 (BNT162B2), via an unspecified route of administration, administered in Arm Left
on 10Apr2021 (Batch/Lot Number: EW0162) as a single dose for covid-19 immunisation. Medical history and
concomitant medications were not reported. The patient did not have any other vaccinations within 4
weeks. The patient reported that on 17Apr2021, he developed bell's palsey. The outcome of the event was
not reported. The patient did not have COVID prior to vaccination not was tested post vaccination.
5 days after shot came down with Belle Palsy
Left side of face is numb
The patient had her Janssen vaccine on 4/7/21. On 4/15/21 she began having a very severe headache
(10/10). This was followed by dysarthria and facial droop. The symptoms persisted until the following day at
which point she went to urgent care and then here to our ER. We did a head CT which showed she has and
acute/subacute stroke in the right posterior MCA territory. I am the Hospitalist physician that admitted her
yesterday. I have and MRI of the brain as well as an MRA and MRV ordered though not performed yet. Her
symptoms are improving.
86-year-old spanish speaking female brought into the ED with concerns of slurred speech and confusion that
was noted at 3 PM on 4/8. Patient's last known well was at 10 AM on 4/8. GCS on arrival 15. NIH SS 2
recorded at 18: 12 (for mild right-sided facial droop and mild dysarthria). In the EMS blood glucose was 122,
no meds were given. Patient is not on any anticoagulation. Patient's blood pressure was elevated at
233/78. Patient denying any headaches, nausea, vomiting. Per the family no focal neurologic deficits noted
except for dysarthria which was improved during the ED visit. Neurology contacted in the ED for stroke
code. Patient outside of TPA window. CT head was negative. CT head negative for acute intracranial
infarction. Chest x-ray negative for any acute cardiopulmonary findings. Patient was started on nicardipine
drip in the ED with the blood pressure reduced to 145/70, then turned off. CBC showed mild leukocytosis
(14.8) likely reactive. CMP unremarkable. PT/INR was also obtained. After discussion with neurology given
the CT head and CTA head and neck, CTP negative are reassuring for low concern of stroke. ASA 325 once
was given. However neurology does recommend an admission for further evaluation with an MRI for notably
rule out stroke. After discussion with family and the physicians the patient refused admission. Upon
reexamination no further worsening of her initial symptoms, blood pressure controlled. Patient was
discharged in a stable condition. She was discharged AMA. Patient was thoroughly explained the risks and
benefits of leaving AMA. Patient said she understood and was advised to come back if the symptoms
worsen. Patient was discharged with aspirin, Plavix and atorvastatin. Recommended to follow-up with the
PCP tomorrow soon as possible. Also advised to return to the ED if any of the symptoms return.
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One week after taking the vaccine the patient developed numbness and tingling in his face, hands, and feet.
These symptoms progressed over time and on April 18, 2021, he presented to the ER with ?weird nerve
symptoms,.? He remained there overnight and was admitted the next day., He was diagnosed by lumbar
puncture with Bell?s palsy of the face secondary to Guillain Barre syndrome., He is presently still an
inpatient there. He?s being treated with IV immunoglobulins, with no improvement. His eyes and facial
muscles droop, and he has difficulty chewing food. The patient has no PCP but the hospital should be able to
give you medical records of his admission. The patient and I both strongly support vaccines, and we were
both eager to be vaccinated, but we don?t believe this rare illness has struck him with no precipitating
event except the vaccine.
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4/10 - sore arm, no other symptoms 4/11 - headache 8/10, brain fog, nausea, dizziness, 7/10 neck and back
pain, 8/10 exhaustion 4/12-4/17 - low grade headache 3-4/10 4/19 - 8/10 headache, 8/10 exhaustion, extreme
weakness on right-side, rapid onset of stroke-like symptoms (Est 815am) to right side (face droop with
impaired slurred slow speech, right arm, right leg immobility) facial symptoms resolved quickly (less than 1
minute), complete speech impairment lasting 2-3 minutes, partial speech impairment sustaining through to
mid-day, complete right side weakness lasting 3-5 minutes before total resolve and intermittent R-side
weakness after transport to hospital. Arrived at Emergency department about 930/10am, most symptoms
subsided by time of admission - slowed speech persisted to mid-day. Discharged at 4pm to home. 4/19 - 6/10
exhaustion through most of the day 4/20-4-21 unusually high level of energy 4/21 - back pain and low grade
headache return 3/10 4/22 - back pain more intense 4/10, intermittent headache 3/10 - report to CDC 4/26 scheduled follow up appointment with Neurology
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On 4/10 I started feeling tired with muscle aches. A few days later my skin started to hurt. Clothing was
uncomfortable when it moved across my skin. Those symptoms lasted about a week. Then as they started to
lessen I had some back pain (Sciatic) and a sore throat. Also the muscles behind my eyes were slightly
painful and bright lights were uncomfortable. Then about 4/21 most of the symptoms reduced and I was
feeling close to normal. Then on 4/22 I was brushing my teeth and noticed that I couldn?t spit water like
normal. I called my GP doc and she recommended I head to the ER. After thinking about it I also remember
on 4/21 while drinking something I had some water squirt out of my lips. At the time I thought I was just
being clumsy but in hindsight the muscle weakness in my face started on 4/20. I checked into the ER on
4/22. When I checked into the hospital my facial weakness was very difficult to notice. By the evening of
4/22 it was noticeable if I tried to ?show my teeth? or make a big smile. By the morning of 4/23 it was very
noticeable. The morning of 4/24 I couldn?t move my lips, nose or eyebrows. My tongue, jaw and throat
were not impacted at all. I was started on plasmapheresis on 4/24. I had another treatment on 4/25. I
noticed facial weakness was very slightly recovering the evening of 4/25. By 4/27 my facial weakness is still
healing with noticeable improvement day to day.
After I took I vaccine I only had the sore arm at injection site for 2 days. One 01/17/2021 at lunch while
drinking water, I noticed water dripping out the right side of my face (mouth). The next day morning my
doctor I work from found that right side weakness. The referred me to my primary care doctor, and she did a
video visit with me and was diagnosed with Bell's Palsy, I seen her at 01/18/2021 at 1:50 PM. She prescribed
prednisone 60 mg and once a day and Acyclovir 800 mg taking 5 times a day q4hr for 7-10 days. As of today
I have not recovered, it is not getting worse but not getting better.
cerebral hemorrhage and left sided paralysis of the body
Pateint developed right sided facial paralysis on saturday, with weakness of the right cheek and drooling.
Seen at the Doctor's office today and diagnosed with Bell's palsy; started treatment with Prednisone and
Valacyclovir. Patient will follow up in 1 week or earlier if needed.
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I had no immediate symptoms other than slight redness and muscular pain at injection site for a couple days,
which was tolerable. 8 days after my vaccine (1/14/21) I noticed tightness in my right cheek and my tongue
feeling a little numb or burnt in the evening while relaxing watching tv. The next morning (1/15/21) when I
woke up, the right side of my face was drooping. It was mild at the time, but I was worried I was having a
stroke, called my doctor and she felt comfortable having me come for an office appointment. At my
appointment, she diagnosed me with Bell's palsy and did 3 blood tests and had me get a head CT. Results for
all were unremarkable. I am 14 days out from when symptoms started and still dealing with Bell's palsy. I
did start a round of oral steroids on 1/19/21 and will finish those in the next 3 days. I did not start any
antivirals or any other treatments.
bell's palsy, unknown onset time
Bells Palsy on left side of the face
Bell's palsy diagnosed in ER. Onset 2/8 @ 2100. Noticed right-sided numbness and facial weakness, including
lack of motor control of tongue. Came promptly to ER. Reports family history of Bell's palsy - mother, 50+
years ago.
Facial paralysis; Shaking all over her body/shaking for 8 days; Can not sleep; Whole body hurts and it does
not go away; Terrible chills and shivers; A spontaneous report was received from a consumer who is a 61year-old, female patient, who received Moderna's COVID-19 Vaccine (mRNA-1273) and experienced facial
paralysis, terrible chills, shaking for 8 days (tremors), shivers, cannot sleep (insomnia) and whole-body
hurts(pain). The patient's medical history was not provided. Concomitant medications were not reported.
On 13 Jan 2021, the patient received their first two planned doses of mRNA-1273 intramuscularly in her left
arm for the prophylaxis of COVID-19 infection. On 21 Jan 2021, the patient experienced terrible chills,
shaking for 8 days, shivers and cold all the time, cannot sleep and whole-body hurts. On 28 Jan 2021, the
patient experienced facial paralysis which was getting worse more on right side then moved to the middle of
her face. The patient was given steroids. Treatment for the events included steroids. Action taken with
mRNA-1273 in response to the events was not reported. The outcome of events, facial paralysis, terrible
chills, shaking for 8 days (tremors), shivers, cannot sleep (insomnia) and whole-body hurts(pain), were
considered unknown.; Reporter's Comments: This case concerns a 61-year-old female who experienced a
serious unexpected event of facial paralysis, the non-serious unexpected events of tremors, insomnia and
pain, and a non-serious expected event of chills. Events began on 21-Jan-21 after the first dose of mRNA-1273
on 13-Jan-21. Treatment with steroids. Outcomes unknown. Based on the current available information and
temporal association between the use of mRNA-1273 and the start date of the events, a causal relationship
cannot be excluded.
Morning-back of R side throat discomfort, R eye tearing, 24 hrs later- numbness of R side tongue, R side of
lips and cheek lose of muscular control, R eyelid remains open. Evaluated in ER 48 hrs after start of
symptoms. DX-Bells Palsy treated with Prednisone & anti-viral. Symptoms continue.
Patient received 2nd dose on 1/29/21. Was treated for symptoms of Guillian Barre syndrome requiring
inpatient rehabilitation.
8 days after vaccination - stroke/full right side of body paralyzed - clot buster drug at ER
One week after injection I developed Right sided facial numbness, right eye and facial drooping. Seen in ER
and diagnosed with Bell's Palsy. Treated with Prednisone 60 mg qd for one week and Valtrex 1 Gm tid for
one week. I am completing treatment today, March 10, 2021, with no improvement. Follow up visit with my
provider is scheduled for March15,2021.
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I am twenty-eight years old, young, healthy active girl. I have always been into fitness and yoga. I live a
generally healthy lifestyle. I have been a singer, a dancer, and a flight attendant! I decided sign up for the
COVID-19 vaccine in order to help our world fight against this pandemic. I wanted to protect my family and
friends to eradicate this virus once and for all. It was with no hesitation did I jump at the opportunity to get
this vaccine when it became available to me on February 12th, 2021 at the Convention Center. As soon as I
received my shot I proudly posted my photo with tears in my eyes letting the world know that we were one
human closer to a COVID-19 free world. I was Moderna proud. My entire family had already received their
Moderna vaccines because I come from a family of nurses, but none of them had experienced any side effects.
I was confident I would be in the clear after their clear symptom free vaccine. Immediately following my
vaccine my arm was a little sore, as expected. However, I did experience fatigue and mild leg cramps in my
calves. One very odd symptom was that I could taste the vaccine in my mouth, like a metallic, strange taste,
which I reported to my family, but everyone just laughed it off. The leg cramps went away after a day or
two as well as the taste, but the fatigue continued throughout the week. I felt these symptoms were pretty
average. I signed up for the V-Safe reporting system and put in my report and thought nothing of my initial
vaccine symptoms. Things took a very strange turn on the morning of February 20th, 2021 at about 10am. I
woke up and my face was numb, tingling all over, twitching in different parts of my face pretty severely and
uncontrollably. By 4pm the tingling moved into both of my arms and hands and by 5pm it moved into both of
my legs. Shortly after the cramping and twitching began in both of my legs and I lost the ability to walk, lift
my legs, and just the ability to feel my legs at all. I could not walk. Obviously concerning, I thought I was
originally having a reaction to a medication I had been taking for over a year called, Topamax, a nerve pain
medication which can cause numbness and tingling as a side effect. I called my prescribing physician and he
immediately ruled out the possibility of a reaction to this medication due to the length of time I had been on
this medication, that I had not missed a dose, I had not increased or decreased the dose, and I had not
experienced a reaction like this in the time that I had been taking the medication. He recommended I keep
an eye on my symptoms and go to an emergency room if things worsen. Overnight, my symptoms remained
the same. I woke up on Sunday, February 21st, 2021 and I still could not walk, I could not feel my legs. My
legs were still twitching and cramping. My face was still numb and tingling, but the twitching had stopped in
the face. My hands had stopped tingling. At this point my mother who is a nurse suggested that I call
Moderna, the vaccine provider, to report a possible side effect of the vaccine. Upon contacting Moderna, the
company thought that it could possibly be a reaction between the Topamax medication and the vaccine, but
they had no current information about these two having any interactions. They thanked me for reporting
and told me to go to an emergency room if my symptoms continued or worsen. Throughout the day on
Sunday, February 21st, my symptoms remained. I was able to get to my feet, but I walking like a newborn
baby giraffe or as my mother described, like a 105 year old woman. I was unable to feel my legs completely,
lift them, move them without lifting them with physical help of my arms moving them. At this point on
was dx with Bells Palsy by his physician and Optometrist.
Bell Palsy
8 days after the Covid 19 Moderna Vaccine #1 was received, I started having adverse symptoms: left side of
mouth was numb, face got numb and then left eye would not close completely. After Emergency Room visit, I
was given a Cat Scan and MRI and the neurologist diagnosed my condition as Bells Palsy.
Mild Bell's Palsy affecting right side of face. Mild assymetry noted, mild decreased muscle strength and tone,
and slight right eye irritation. Symptoms with minimal progression by day 2. Started course of Prednisone on
day 3 (12/28/20.) Currently symptoms persist but early in treatment course.
12/23/2020 developed left ear pain and next day experienced drooping of left side of face, difficulty blinking
left eye Bells Palsy
Patient developed tingling on the tongue 7 days after vaccine and developed unilateral facial weakness 9
days later diagnosed as bell's palsy and started on Prednisone, Valcyclovir and ophthalmic Lubricants.
Thursday morning 1/7/21, right side of face noticed jaw drooping, later progressed to bad headache, bad
taste in mouth then lost sense of taste. Pain on the right side of face/jaw area. Trouble speaking. Went to ER
at hospital then transferred to another ER.
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Patient presented to the emergency department with sensory loss and loss of reflexes, evaluated by
neurology and diagnosed with Guillain- Barre Syndrome thought to be secondary to the Pfizer Covid Vaccine
Pfizer-BioNTech COVID- 19 Vaccine EUA Received communication that patient experienced a Bell's Palsy
symptoms on 1/16/2021. Patient received vaccine dose #1 on December 18, 2020 and dose #2 on January 8,
2021.
left arm pain, sharp, stabbing, weak, painful to move.; increase ear and teeth pain including left jaw; face
swelling including eyes; left ear and teeth pain; left ear and teeth pain; drooping of right side of face at
mouth/neurology visit diagnosed with bells palsy reoccurrence related to vaccine; drooping of right side of
face at mouth/neurology visit diagnosed with bells palsy reoccurrence related to vaccine; numbness/swelling
to left side of face/some numbness and tingling intermittent left arm; numbness/swelling to left side of face;
some numbness and tingling intermittent left arm; Left neck stiffnes and pain; Left neck stiffnes and pain; Left
arm pain; Headache; This is a spontaneous report from a contactable nurse (patient). A 42-year-old female
patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), intramuscularly on
15Dec2020 15:45 at left arm, at single dose for covid-19 immunization. Medical history included facial
paralysis from 2010, ongoing chronic migraine, Known allergies was None. Concomitant medication included
cetirizine hydrochloride (ZYRTEC ALLERGY); ibuprofen; paracetamol (TYLENOL); ascorbic acid, biotin, calcium
pantothenate, cyanocobalamin, folic acid, nicotinic acid, pyridoxine hydrochloride, riboflavin, thiamine
hydrochloride, tocopheryl acetate (MULTIVITAMIN). The patient was not pregnant at the time of
vaccination. The patient experienced left arm pain day of vaccine lasting through the week from 23Dec2020
06:00. Headache everyday after. On 28Dec2020 the patient noted numbness/swelling to left side of face,
some numbness and tingling intermittent left arm. Left neck stiffness and pain. On 31Dec2020 increased left
neck pain 10/10 and noted drooping of right side of face at mouth, left ear and teeth pain. On 02Jan2021 face
swelling including eyes, increase ear and teeth pain including left jaw. Headache and neck pain continued. On
05Jan2021 Virtual visit with NNP started AbX and steroids (possible bells palsy flair up) and dentist visit no
issues with teeth. On 08Jan2021 neurology visit diagnosed with bells palsy reoccurrence related to vaccine.
Throughout the week increased numbness, tingling, and pain to left arm. With intermittent sciatic type pain
to left leg. her whole left side had felt different since the vaccine. Constant left arm numbness, tingling, and
pain since 09Jan2021. Minimal relief from headaches pain from 8 to 5. On 13Jan2021 10/10 left arm pain,
sharp, stabbing, weak, painful to move. Treatment Steroids, pain meds, and MRI scheduled were received.
All events resulted in Doctor or other healthcare professional office/clinic visit. The outcome of the event
headache was recovering, the outcome of the other events was not recovered. Prior to vaccination, the
patient was not diagnosed with COVID-19. Since the vaccination, the patient had not been tested for COVID19. The patient did not receive any other vaccines within 4 weeks prior to the COVID vaccine. Information
about lot/batch number has been requested.; Sender's Comments: Based on the time association, the facial
paralysis recurrence is possibly related to suspect BNT162b2 administration. The impact of this report on the
benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation,
including the review and analysis of aggregate data for adverse events. Any safety concern identified as part
of this review, as well as any appropriate action in response, will be promptly notified to Regulatory
Authorities, Ethics Committees and Investigators, as appropriate.
Patient received Pfizer BioNTech on 12-23-20 & 1-13-21. She woke upon 1-21-21 with Left side Bell's palsy,
She did go to the ER and report attached. She also reported a tennis ball size swollen lymph node in R
underarm (armpit) on 1-14-21 for a day or two. very tender to touch.
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Diagnosis of Bell's palsy/ getting peripheral nerve palsy/Left side partial facial paralysis/droopy face;
difficulty with blinking; This is a spontaneous report from a non-contactable consumer. A 49-year-old male
patient received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, batch/lot number EL3246), via an
unspecified route of administration on 09Jan2021 14:30 at left arm at single dose for covid-19 immunisation.
Medical history included type 2 diabetes, Hep B carrier. Concomitant medication included metformin,
entecavir. On 17Jan2021 04:30 PM, the patient experienced left side partial facial paralysis, droopy face,
difficulty with blinking...went to ER to rule out stroke, MRI and CAT scan normal. Diagnosis of Bell's palsy.
First time getting peripheral nerve palsy. AE treatment: Prednisone, Valtrex, eye drops...IV steroids. No
covid prior vaccination. No covid tested post vaccination. No other vaccine in four weeks. No known
allergies. The patient underwent lab tests and procedures which included computerised tomogram: normal,
magnetic resonance imaging: normal. The outcome of the events was not resolved. No follow-up attempts
are possible. No further information is expected.
On 01/26/2021 I received my second dose of COVID vaccine. 02/04/2021 I awoke at 3am and could see fine.
At 7am I awoke again and was seeing double from my left eye. Was seen my an ophthalmologist and dx w
4th nerve palsy- Left eye. I have no underlying medical conditions to explain this, ie no diabetes, HTN etc..
At this time 02//05/2021 I continue to have double vision , the image is sloping downward, head movement
and keeping my left eye open results in this woozy feeling of imbalance and nausea.
Vaccine given 1/13; symptoms began 1/21-burning and intermittent blurry eyes/double vision, drooping left
eyelid, drooping left side of mouth, fatigue; went to ER on 1/22, blood work, EKG, MRI normal, ER MD didn't
know the cause but if symptions persisted, go to internal medicine MD; symptoms improved but saw Dr. on
1/28. She referred me to a neurologist. By 1/31, most of my symptoms had cleared. On 2/4, neurologist exam
showed weakness in facial muscles, diagnosed condition as viral Bell's Palsy. Following medical exams, I read
CDC report which referenced Bell's Palsy in Unsolicited Adverse Events section. Am sending this report
Peripheral facial paralysis (Bell's Palsy) left side 8 days after vaccination; This is a spontaneous report from a
contactable 49-year-old male other healthcare professional (HCP) (patient) reported for himself received first
dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: EL3246) via unspecified route on left
arm single dose for COVID-19 immunization on 09Jan2021, 02:30 PM, at 49-year-old. Medical history
included: Borderline Type 2 diabetes; Hepatitis B carrier. No allergies to medications, food, or other products.
Prior to vaccination, the patient was not diagnosed with COVID-19. Concomitant medications included:
metformin, entecavir. The patient did not receive any other vaccines within 4 weeks prior to the BNT162B2.
The patient had peripheral facial paralysis (Bell's Palsy) left side 8 days after vaccination (17Jan2021) and
was reported as non-serious. Treatment was received as steroids and antiviral. Emergency
room/department or urgent care visited. Since the vaccination, the patient had not been tested for COVID19. Action taken for BNT162B2 was not applicable. Outcome of the event was not resolved.; Sender's
Comments: Based on currently known drug safety profile, a causal association between the reported event
peripheral facial paralysis and BNT162B2 cannot be fully excluded. The event facial paralysis can also be
caused by other virus infection. Case will be reassessed when additional information is available including
viral testing. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of
Pfizer procedures for safety evaluation, including the review and analysis of aggregate data for adverse
events. Any safety concern identified as part of this review, as well as any appropriate action in response,
will be promptly notified to RAs, Ethics Committees, and investigators, as appropriate.
Awoke with symptoms of Bells Palsy - droopiness on left side of face, especially mouth, unable to lift left side
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1/12/21: Pt presented to ED with L sided facial droop, L sided weakness to arm and leg, numbness to L face L
arm and left leg. Presentation consistent with acute ischemic stroke. Risks and benefits discussed with the
patient, who agreed to proceed with tPA. MRI brain 1/12: ""Acute infarct right MCA territory predominantly
involving the right parietal/insular lobes. No acute hemorrhage or midline shift."" Started on aspirin 325 mg
daily and rosuvastatin dose increased to 40 mg daily 24 hours post tPA. Patient reported a history of aflutter many years ago for which she was on a beta-blocker, but the diagnosis remains unconfirmed. Tele
reviewed during stay, no arrhythmias. ECHO, normal EF, NO PFO. Discharged to rehab on 1/15.""
I was diagnosed with Bells Palsy one week after getting the covid vaccine. Half of my face is numb and
paralyzed.
Patient is a 66 y.o. male who presents as a transfer to Hospital from an outside hospital for ICH. Patient
states around 1130 he was running on the treadmill and noticed sudden left-sided weakness and decrease in
station. He arrived outside hospital and was found to have left-sided hemibody weakness, left-sided
decrease in station and a right gaze preference. CT at outside hospital showed large ICH with 3 mm of
midline shift and vasogenic edema. repeat scan was performed and showed 7 x 2 x 4 cm frontal parietal
region hemorrhage. Patient is now in rehab and states he has left sided paralysis
Left 4th Nerve Palsy; This is a spontaneous report from a contactable physician. A 75-year-old non-pregnant
female patient received the first dose of BNT162B2(PFIZER-BIONTECH COVID-19 VACCINE, lot number:
PfEL9Ue2), intramuscularly on 08Feb2021 12:30 at age of 75 years old no pregnant at time of vaccination at
single dose in right arm for COVID-19 immunisation. Medical history included diabetes, hypertension,
allergies to Penicillin, Sulfa drugs. The patient did not have COVID prior vaccination also not had COVID
tested post vaccination. No other vaccine in four weeks. Concomitant medication (other medications in two
weeks) included Metoprolol, Metformin, Vitamins. It was reported 6 days after vaccine developed severe
diplopia on 14Feb2021 10:00. Exam on 16Feb2021 revealed, Left 4th Nerve Palsy. Left Hypertropia, Esotropia
and Torsional strabismus. Events resulted in doctor or other healthcare professional office/clinic visit. The
outcome of the events was recovering. No treatment received.; Sender's Comments: Based on the
information provided, a causal association between BNT162B2 and IVth nerve palsy cannot be completely
excluded in the basis of temporal relation. Note however, that patient has history of diabetes and
hypertension which may have contributed to the event. Note also that the event is resolving without
treatment received. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as
part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate data for
adverse events. Any safety concern identified as part of this review, as well as any appropriate action in
response, will be promptly notified to RAs, Ethics Committees, and Investigators, as appropriate.
Got COVID shot March 3, then had some alteration of taste around March 8 or so, then L facial paralysis
consistent w Bell Palsy on March 11.
My father developed a severe headache on the evening of 3/15, followed by left sided facial paralysis, facial
droop approximately 7 days after receiving the first dose of the COVID-19 vaccine at a CVS pharmacy. He
was admitted to hospital on 3/16 for acute stroke workup given his VERY CLEAR Facial droop, slurred speech.
His CT Head was negative for acute bleed and his MRI Brain was negative for any acute stroke. He was seen
by Neurologist while inpatient and was determined to have Bell Palsy and NOT an acute or subacute stroke.
Prior to taking the vaccine, he had NO facial droop. After taking the vaccine, he received no new medications
nor did he travel to any other places. Additionally, he lives in a city and has not been hiking in the woods.
Guillain-Barre Syndrome- prosimal upper limb malgias, followed by progressive 4-limb (prox>distal)
weakness, hand paresthesias, bifacial weakness, areflexia, over 4-5 days. Course complicated by SIADH and
hyponatremia. Currently treating with plasmapheresis.
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About 7 - 8 days after the vaccination, the patient began experiencing numbness in his chin that came and
went. By Friday, April 2, the patient began experiencing left side numbness and droopiness in his face, had
slurred speech and increased blood pressure. Patient thought he was having a stroke, so wife took him to
the ER. All lab work and medical tests came back normal. The patient has an appointment with their family
doctor on 4/8 and an appointment with a neurologist next month.
Started having neck pain on a Thursday, my taste buds became less sensitive but I could still taste on Friday
and late Saturday night my left side of face started feeling numb. Went to hospital on Sunday morning when
I woke up since left side of face was completely numb. Diagnosed with Bell's Palsy.
Facial paralysis/Bell's palsy/lip and tongue paralyzed; Lip and Tongue Paralyzed; reports neck, ear & head
pain that started on 21Mar2021; reports neck, ear & head pain that started on 21Mar2021; reports neck,
ear & head pain that started on 21Mar2021; This is a spontaneous report from a contactable consumer or
other non hcp. A 53-years-old male patient received bnt162b2 (BNT162B2, PFIZER-BIONTECH COVID-19 mRNA
VACCINE; Formulation: Solution for injection, Lot number: Batch/Lot Number: unknown; Expiration Date:
unknown), dose 1 via an unspecified route of administration on 13Mar2021 between 15:00-16:00 as SINGLE
DOSE for COVID-19 immunization. Medical history included diabetes mellitus from 2016 and ongoing States it
started 5 years ago, and it is under control, hypertension from 2016 and ongoing States it started 5 years
ago, and it is under control. Concomitant medications were not reported. The patient did not receive any
other vaccines within 4 weeks. On 21mar2021, the patient experienced neck, ear & head pain on the left
side. On 24Mar2021, the patient experienced facial paralysis, lip and tongue paralyzed the left side of the
face, bell's palsy. The patient states that everything started before on sunday then on wednesday he started
to get paralyzed on his face. The patient went to the ER on 24Mar2021 and they thought he was having a
stroke, so they did a CT and MRI and his brain is fin and Stated that the Neurologist diagnosed him with Bells
Palsy. He was admitted to the hospital on 24Mar2021 and discharge 25Mar2021 at 18:00. The patient
enquired about getting second shot and he wants to know what is going to happen if he gets the second
shot, was it recommended or not recommended. The patient underwent lab tests and procedures which
included computerized tomogram: normal on 24Mar2021 brain is fine, magnetic resonance imaging: normal
on 24Mar2021 brain is fine. Therapeutic measures were taken. The patient was treated with Acyclovir and
Methylprednisolone. The outcome of the events facial paralysis, lip and tongue paralyzed were not
recovered and for neck,ear and head pain was recovering Information on the lot/batch number has been
requested.
facial paralysis; neck, ear & head pain; neck, ear & head pain; neck, ear & head pain; This is a spontaneous
report from a contactable consumer (patient). A 53-year-old male patient received the first dose of BNT162B2
(PFIZER-BIONTECH COVID-19 VACCINE, lot number and expiration date not provided) via an unspecified route
of administration on 13Mar2021 as a single dose for COVID-19 immunization. The patient's medical history
and concomitant medications were not reported. He experienced neck, ear & head pain on 21March2021. He
also reported facial paralysis that started on Wednesday, 24March2021. The patient asked if he should
receive the second dose of the Pfizer-BioNTech Covid 19 vaccine. He also asked what protection he has from
the Pfizer-BioNTech Covid 19 vaccine. The outcome of the events was unknown. Information about batch/lot
number has been requested.
All was fine till day 9 evening when my right eye kept watering, and I brushed my teeth water shot out
right side. Next day same thing with blurred speech. I went to hospital, had CT n MRI. No blood clot
determined its bells palsy. I have been healthy accept for mild seasonal allergies
Patient developed Guilain Barre Syndrome GBS as confirmed by hospital neurologist. Dr felt the Covid 19
vaccination was the likely cause.
Hemorrhagic stroke resulting in paralysis of L side of body DVT in L calf
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Bell's Palsy recurrence; This is a spontaneous report from a contactable consumer (Patient). A 25-years-old
female patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection,
Lot number: 59267-1000-01) via unspecified route administered on left arm on 29Mar2021 at 17:45 as single
dose for COVID-19 immunization. Medical history included facial paralysis two times before once in 2013 and
in 2015. Concomitant medications included Zoloft 200. On 06Apr2021 at 20:00 pm, the patient experienced
bell's palsy recurrence. It was reported that the patient developed recurrent symptoms of bell's palsy a
week & one day out from the vaccine. The treatment for the event included Prednisone. The patient had no
other vaccine in four weeks. The patient was not tested for covid post vaccination. There were no known
allergies. The outcome of the event was unknown.
Diagnosed as Guillain-Barre syndrome; This is a spontaneous report from a contactable consumer (patient
himself). A 50-year-old male patient received bnt162b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE), dose 2
via an unspecified route of administration, administered in arm left on 16Feb2021 12:00 (Batch/Lot number
was not reported) at the age of 50-year-old as single dose for covid-19 immunisation. The patient was health
and had no medical history. The patient had no known allergy. Concomitant medication included finasteride
(PROSCAR); lorazepam; hydroxyzine. There was no other vaccine in four weeks. The patient was diagnosed
as Guillain-Barre syndrome on 24Feb2021 16:00. The event resulted in doctor or other healthcare
professional office/clinic visit, Emergency room/department or urgent care, hospitalization, life threatening
illness (immediate risk of death from the event), disability or permanent damage. The patient was in
hospitalization for 8 days. The patient had no COVID prior vaccination and had been tested post vaccination.
The patient underwent lab tests and procedures which included covid (blood test): negative on 01Mar2021.
Outcome of event was recovered with sequel in 2021. The patient received IVIG Infusion therapy for 5 days
for event. Information on the lot/ batch number has been requested.
Bell's Palsy; This is a spontaneous report from a contactable Other healthcare professional (HCP). A 57-yearsold male patient received BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE), dose 1 intramuscular on
03Apr2021 (Lot number was not reported) as SINGLE DOSE (at age of 57 years old) for covid-19 immunisation.
Medical history included diabetes from an unknown date and unknown if ongoing , covid from an unknown
date and unknown if ongoing. Patient did no have any known allergies. Concomitant medication(s) included
aspirin [acetylsalicylic acid] (ASPIRIN [ACETYLSALICYLIC ACID]) taken for an unspecified indication, start and
stop date were not reported; atorvastatin taken for an unspecified indication, start and stop date were not
reported; lisinopril taken for an unspecified indication, start and stop date were not reported; glipizide taken
for an unspecified indication, start and stop date were not reported; metformin taken for an unspecified
indication, start and stop date were not reported. The patient did not receive any other vaccine within 4
weeks prior to the vaccine. The vaccination was given in a hospital. The patient experienced bell's palsy on
11Apr2021. The event resulted in emergency room/department or urgent care. Therapeutic measures were
taken as a result of bell's palsy which included Prednisone, Valacyclovir. Outcome of the event was
recovering. It was also reported that since the vaccination, the patient had not been tested for COVID-19.
Information about lot/batch number has been requested.; Sender's Comments: Based on vaccine-event
chronological association, a causal relationship between event Bell's Palsy and BNT162B2 (PFIZER-BIONTECH
COVID-19 MRNA VACCINE) cannot be excluded. The impact of this report on the benefit/risk profile of the
Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including the review and
analysis of aggregate data for adverse events. Any safety concern identified as part of this review, as well as
any appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics Committees
and Investigators, as appropriate.
Per patient report, he states he received the first dose of the COVID19 vaccine on 1/23/21. He began
noticing sporadic arm twitching , jerking, and paralysis on 1/31/21. He went to urgent care who told him the
vaccine may have hit a nerve and to come to ED if not improving. He states the symptoms worsened so he
came to the ED for a full workup.
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7 days after receiving J&J COVID19 vaccine, patient developed left ear pain, left sided facial
numbness/droop, vertigo. Pt was seen in clinic and physician diagnosed pt with Left Bells Palsy. Prescribed 12
day prednisone course. Pt on Day 3 of steroid course today and slowly feeling better.
Pain started in buttocks; then numbness in legs, then progressed up back to mid back pain, then to neck
fullness and tightness, pain on both sides of neck, jaw and chin, feeling of something popping in neck and then
Bell's Palsy of right side of face, difficulty speaking, eating, numbness of tongue; right eyelid unable to close,
more pain on both sides of neck and back of head; cold and hot sensations on limbs today and no
improvement of facial paralysis; hearing cricket noises in right ear at times, burning pain in patches of face.
* MAR 8th = Vaccine shot * MAR 15th = alleged ""sore throat"" * MAR 19th = watery eyes; dry eyes; tired
eyes. Onset of right eye not blinking/closing. * MAR 21st = Emergency Room. Diagnosed w/ BELLS PALSY.
[Ruled out stroke] The following week after my vaccination (approximately MAR 15th), I experienced a
strange feeling at the back of my throat. It can best described as a ""sore throat"". I noticed it upon waking
up. I could feel it at the back of my throat when swallowing; the act of swallowing would enable me to
""feel"" the sensation at the back of my throat. This was unusual and not normal for me. I thought I was
coming down with a cold virus. I had not been sick for over a year and thought it was a strange feeling. I
was concerned. With the recent schools, restaurants, and gyms opening up with less restrictions, I learned
from coworkers that there was an increase of illnesses because our immune systems are not as strong and
germs are easily transferable during the usual interactions. Therefore, I expected my sore throat to be the
start of a harmless cold virus. Then, later in the week (MAR 19th), I noticed my eyes were abnormally
dripping tears. It is my experience that I get this effect in the office setting or during winter when my eyes
are ""dry"". However, I was neither in the workplace (office), nor was it winter. I was not sure why my eyes
had excessive tears coming out. Finally, on SUN (MAR 21st), an obvious physical symptom finally became
apparent to me and my family members. My speech was impaired. I could not chew properly. I could not
drink from a cup. I struggled during breakfast. I was not sure if I was having a STROKE. I recited the
alphabet to hear for a slurred speech. I looked in the mirror, and my smile was not perfect. I got dressed
and went to the Emergency Room. The doctors performed physical PUSH-PULL tests, eye tests, etc.
DIAGNOSIS = Bells Palsy. OTHER SYMPTOMS = + shortness of breath. + leg swelling. + headaches. +
excruciating pain in the neck, especially during sleep (laying down).""
Patient states he received J&J vaccine on 4/1; on 4/10 he had nonradiating persistent low back pain. A few
days after that (on 4/13) he felt numbness and pain in his legs, in addition to ?decreased sensation in his
inner thighs. These sensations were migratory and intermittent. Also noted in his upper extremities as well.
He also had issues with temperature sensation in his lower extremities. On 4/14 he had slight haziness in
vision while driving which resolved after 30-60min and has not recurred. He also had slight difficulty walking.
On 4/15 he had an appointment with his PMD; had L-spine XR which revealed moderate lower lumbar facet
arthritis, and was thought that change in sensation was likely d/t radiculopathy - was prescribed ibuprofen,
muscle relaxant, oxycodone (took oxy x1, ibuprofen for a few days). Since then he has also had intermittent
stabbing pains in various parts of his body which resolved spontaneously. On 4/17-4/18 his back pain
resolved. On 4/18 at 4:30am he woke up with R-sided facial weakness. He has not had focal weakness aside
from the face. Was seen in ED that morning for this R-sided facial droop involving the forehead, diagnosed
with Bell's palsy and given prednisone/valacyclovir. Yesterday 4/19 around mid-day he started having Lsided facial weakness and slurred speech. This has progressed since yesterday. Reports ability to swallow,
though a little difficult d/t cheek weakness. Low back pain has returned as well. Does report constipation
and possible poor bladder emptying for the last few days. He was seen by a Doctor and referred to ED to
rule out AIDP and other diseases after J&J vaccine.
Bell's Palsy on the right side of my face. ear ache, head ache all on the right side. droopiness of the right eye
and right side of lips. inability to fully shut my eye., difficulty eating and drinking. Attempted to go to an
urgent care on 1/02/2021, but they sent me to the ER. ER evaluated me and sent me home with antivirals
and steroids. I was sent home with Prednisone and Acyclovir
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Pt states she got the Moderna COVID Vaccine on 01/05/2021 and felt fine till 01/14/2021 when Left arm at
site of injection started itching, states it is now red / raised and warm to touch. States she has also
experienced vertigo since 01/14/2021 at about 8:45 pm. States she has had a headache for a few days. Pt
presented to Health Dept for eval. Left arm did have a oval shaped area that was red and had what
appeared to be red stratch marks. the area is 50mm X40mm. Advised she can treat with over the counter
remedies as directed & / or follow up with provider of choice. Advised pt will make note & file VAERS Report.
Pt verbalizes understanding.
12/29/2020 - Moderna COVID 19 Vaccine #1 administered 1/7/2021 - Right ear pain, worsening over 7 days
and not responsive to antibiotics 1/14/2021 - Right facial palsy; negative brain MRI w/w/o 1/21/2021 Diagnosis of Ramsay Hunt syndrome by neurology
On Friday 1/22/21 9:30 pm patient reports sudden onset of visual changes such as double vision with vertigo.
He presented to Hospital to the emergency room. Treatment CT (negative) -blood work then transferred to
healthcare facility via ambulance where he had an MRI (negative) and a CTA (negative). He was diagnosed
with Lateral Sixth Nerve Palsy. He was intructed to follow with ophthamalogy and neurology and priamry
care providers.
Around 1am on 1/21 patient started c/o drooping mouth, lips. She didn't feel bad and didn't think she was
having a stroke. Her daughter had had Bell's Palsy in her 20's so she recognized the symptoms. She went to
The ER and was seen and had test run. They did diagnose her with Bell's Palsy.
I can?t be certain of the exact date but for at least 2 weeks I?ve had recurring symptoms of Bell?s Palsey
which I had January 19, 2019. I feel weakness in the right side of my face and my right eye is oozing. I
notice my speech is a bit slurred because of lack of full control of my mouth. Nothing is drooping just the
nerves. I had not thought about it may being an adverse affect until today.
SUDDEN ONSET OF 3RD CRANIAL NERVE PALSY - NECESSITATING EMERGENCY ROOM EVALUATION
He has lost a lot of feeling and motor skills on his left side. he is dropping lots of things and he cannot drink
very well, things are falling out his mouth.
On Wednesday, Feb 17, I experienced an earache in my left ear and an eye twitch in the left eye, which
continued to Thursday , Feb 18. On Feb 18, also experienced extreme fatigue and a jabbing, throbbing pain
behind my left ear that came and went all day. I also noticed when I brushed my teeth that I had a hard
time swishing water in my mouth, especially on the left side. On Friday morning, I woke up and noticed my
left eyelid was drooping and my smile was lopsided. As I have a history of hemiplegic migraine, I assumed I
was experiencing a migraine, although this was not the usual course of these migraines, and I had not had
one of these types of migraines in many years. The left side of my head, behind my ear, and wrapping from
my neck to my temple continued to hurt (but not as painful as a normal migraine). Thinking I was in a
chronic migraine state, I took 40 mg of Prednisone, as I have done before to 'cut through' the migraine.
When the facial weakness did not resolve by the next day, I suspected this was not migraine and instead
suspected Bell's Palsy and consulted my physician. Looking back in time, I also realized that I had
experienced some adverse tingling/taste sensations on part of my tongue as far back as February 8, that felt
similar to burning your tongue from drinking too hot liquids that I realized later could have also been part of
the Bell's Palsy.
Bell's palsy
(A few of the same symptoms when hospitalized 05/01/2020) *Low energy *slur speach *forgetting
basics(daughter phone number and passwords) * bell palsey- more noticable
Guillain Barre Syndrome
Bell,s Palsy 02/27/2021 Shot given 02/11/2021 2/20 Start of very sore scalp, sore throat, left ear ache, stiff
neck/knotted up muscles. No Fever. 2/25 Rapid Covid test, Negative. PCR taken, result Negative. Rapid
Strep test, Negative . Throat culture for other possible bacteria taken, result Negative. Diagnosis possible
viral infection. No visible inflammation of the throat or inner ear. No Fever.
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Bell's Palsy; A spontaneous report was received from a Consumer regarding his wife who received the first
dose of Moderna Covid-19 vaccine and have experienced Bell's palsy. The patient's medical history was not
provided. Her concomitant medication is thyroxine. No information on allergies. On 04-FEB-2021, prior to
the onset of events, the patient received first of two planned doses of Covid-19 vaccine intramuscularly for
the prophylaxis of Covid-19 infection. On 11-FEB-2021, patient noticed excessive watering from her right
eye, next day on 12-FEB-2021, she felt jaw pain on right side of her mouth and her lip began to droop. On13FEB-2021, patient was taken to ER where she was diagnosed with Bell's Palsy. She was treated with
antivirals and steroids. She is recovering, but still side effects are present. Action taken with the 2nd dose
of vaccine was not reported. The outcome of the event Bell's Palsy is still recovering at the time of report.;
Reporter's Comments: Based on the current available information and temporal association between the use
of the product and the start date of the event, a causal relationship cannot be excluded. Very limited
information regarding this event has been provided at this time.
Bell,s Palsy 02/27/2021 Shot given 02/11/2021 2/20 Start of very sore scalp, sore throat, left ear ache, stiff
neck/knotted up muscles. No Fever. 2/25 Dr office, Rapid Covid test, Negative. PCR taken, result Negative.
Rapid Strep test, Negative . Throat culture for other possible bacteria taken, result Negative. Diagnosis
possible viral infection. No visible inflammation of the throat or inner ear. No Fever. 2/26 Dr office, Left
outer ear reddened and swollen but no swelling of or reddening of the ear canal. Sharp pain in ear
throughout the day 3-5 times per hour. Light headedness and occasional nausea. Sore throat, ear ache, very
sore scalp, stiff neck/knotted up. Augmentin was prescribed to treat the inflamed outer ear. Diagnosis
remained possible viral infection. No fever. 2/27 ER Entered ER because of swollen left eye, swollen lips and
for CT scan for possible abscess near throat or ear. The CT scan was negative. Later in day lost use of left
facial muscle and Bell's Palsy was diagnosed. Shingles was also thought to be an issue but characteristic
blisters were not present on scalp, ears, face or other parts of the body. Valacyclovir HCL (Valtrex ) was
prescribed for the Bell's Palsy and possible shingles. 2/28 Dr office, Reviewed ER findings and noted there
was still no inflammation of the ear canal. Prescribed oxycodone if needed for pain.
?Abnormal feeling? to his lateral, right upper and lower eyelids, and around the region of his right cheek
bone, which he can best describe as tingling. He reports he has not had any symptoms to the right eye, itself.
He states he has some mild facial drooping involving his right upper eyelid and his right cheek. He reports
mild swelling under his right eye, as well as to his right cheek area. He also reports that he can?t fully open
his right eye, which impairs his field of vision; otherwise, denies any vision changes. Instructed that the
symptoms were suggestive of Bell?s Palsy, but to go straight to ER for further evaluation.
Bell palsy, left side
went to the hospital for 5 days and had 5 infusions, one each day. He was diagnosed with Guillain Barre
Syndrome. currently in rehab going on 3 weeks now.
Day after: sore arm, tired and headache 3/7/21: extremely tired, nausea, hot, cold, body aches, swelling and
itching at injection site. Some better by 3/9/21. Just some head aches. 3/11: on a video call i noticed facial
drop on right side of face around mouth and slight puffiness.
Patient states she received her second COVID vaccine Moderna on 2/22/2021; presented to hospital and
admitted with history of weakness starting 3/3/2021; diagnosed with Guillian Barre Syndrome sensory
>motor variant resulting in progressive weakness and inpatient hospitalization;
Paralysis on Left side of Face. Was prescribed and took 5 days of prednisone, following orders from ER
02/23/2021 visit - diagnosed with Bells Palsy. Followed up with PCP Dr. and was prescribed to physical
therapy but insurance would not cover so I followed online Bells Palsy exercises. I currently have about 50%
of my movement back.
R facial droop, headache, dizziness and neck pain, started ? 2/27/2021
drooping of face on right side- diagnosed in ER on 3-14 at Bell's Palsey
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Received vaccine, and no reactions. Nine days after the vaccine slowly had drooping on the right side of his
face, numbness on the right side of his face, mainly around the mouth, a little on the eye, hard to close the
right eye. General soreness around his mouth when he tries to eat or talk a lot. Limited movement of his
face do to swelling, difficulty closing his eye, and headache. Went to the ER on 3/7/21 and admitted him as
they believed he had a blood clot, diagnosed him with Bell's palsy on Monday 3/8/21. Was given
corticosteroids for 9 days Prednisone 60 mg. The symptoms are slowly improving but still has the Bell's
palsy.
Sudden worsening of 4th cranial nerve palsy. Had surgery 2 years ago for it and had excellent correction but
2 days after vaccination started noticing recurrence of symptoms. Coincidence versus reaction/side effect???
Patient developed ascending paralysis that began on 3/28/2021 which rapidly escalated requiring intubation
and mechanical ventilation. He is currently being treated for Guillain-Barre first with IV Ig, now with being
treated with plasma exchange. He has a flaccid paralysis and lost his ability to protect his airway. He will
likely need tracheostomy.
palsy bell; This spontaneous case was reported by a consumer and describes the occurrence of FACIAL
PARALYSIS (palsy bell) in a 58-year-old male patient who received mRNA-1273 (Moderna COVID-19 Vaccine)
(batch no. 006B21A) for COVID-19 vaccination. The patient's past medical history included No adverse
event (No Medical History was reported). On 20-Mar-2021, the patient received first dose of mRNA-1273
(Moderna COVID-19 Vaccine) (Intra-arterial) at an unspecified dose. On 29-Mar-2021, the patient experienced
FACIAL PARALYSIS (palsy bell) (seriousness criteria hospitalization and medically significant). The patient was
hospitalized on 29-Mar-2021 due to FACIAL PARALYSIS. At the time of the report, FACIAL PARALYSIS (palsy
bell) had not resolved. Not Provided For mRNA-1273 (Moderna COVID-19 Vaccine) (Intra-arterial), the
reporter did not provide any causality assessments. The patient went to the ER on 29MAR2021 because he
had facial paralysis, trouble talking, couldn't shut his eye or smile. Patient was diagnosed with bells palsy
(ongoing) tx: prednisone, antiviral for a wk - bells palsy, facial issues tylenol 500 mg for headache
Guillen Barre Syndrome, received IVIG. Transferred to rehab after 13 days in hospital.
Patient developed Bell's Palsy on 1/1/2021 and was seen in the Emergency department and started on oral
steroids. I saw him 1/6/2021 and he continued to have left sided facial nerve palsy/paralysis.
Patient developed left side Bell's Palsy 8 days after receiving vaccine. He was seen in the Emergency
Department and started on Prednisone
morning of 01/13/2021 awakened with early Bell's Palsy on right side
14th of jan i had a pain around my jaw got up the next day i started having water eyes, the right side of face
started to droop. went to ER and was diagnosed with Belspaulsy. after that did a follow up appointment
with neurology
SUDDEN LOSS OF MOTION OF THE LEFT INDEX FINGER AND LEFT THUMB 9 DAYS AFTER RECEIVING
VACCINE. WENT TO ER AND HAD A STAT CAT SCAN TO R/O STROKE AND A CHEST X RAY BOTH NEGATIVE.
DISCHARGED FROM ER . SAW NEUROSURGEON FOLLOWING DAY, NECK X RAYS DONE. WAS PLACED ON
PREDNISONE FOR 6 DAYS AND REFERRED TO NEUROLOGIST. EMG TO BE DONE IN THREE WEEKS FROM
1/22/21.
I am a pediatric critical medicine physician and received my COVID-19 vaccine at my workplace. 1st Pfizer
EH9899 (on Dec 18, 2020) and 2nd Pfiszer EL1283 (on Jan 9, 2021). Both IM through my left arm. Directly for
about less 48H post vaccination I had muscle pain that were self-resolved. On Jan 18, 2021, I started having
funny sensation (like having a foreign body) over my left eye medial /innercantus area. The next 2 days I
started to have pain over my left external ear canal, then it progressed into pain over my left lower jaw, left
vertex of my head, inner side of left eye. My SS progressed on 1/30/21 at around 3:30 PM to numbness over
my left sided tongue and left sided lip. Then on 1/31/21 at around 5 AM, I started having left facial paralysis.
I have left BELL's PALSY which was confirmed. following a negative non-contrast brain MRI to rule out stroke
and negative SARS-CoV2 PCR test. I start taking Prednisone 60 mg daily and Acyclovir 1 g TID on Jan 31,
2021. To this date I still have left facial paralysis but not worsening.
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Bell's palsy; This is a spontaneous report from a contactable physician reported for self. This 76-year-old male
patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) on 04Jan2021 10:50 on
Arm left at single dose (Lot # EK5730) for covid-19 immunisation. None additional vaccines administered on
same date of the Pfizer suspect. Medical history included ongoing Cardiac disorder from Jun1990, Type 1
diabetes mellitus from 2000, Heart Attack from Jun1990. Concomitant drugs were none. He said he has a
question. He stated he got his first dose of the COVID-19 Vaccine on 04Jan2021 and woke up 9 days later on
13Jan2021 with Bell's Palsy, which was medically significant. He said he was not sure if he should get his
second COVID-19 Vaccine shot that was scheduled for Monday, 25Jan2021. He asked if Bell's Palsy has been a
reported side effect of the COVID-19 Vaccine. He said he refuses to take steroids for the Bell's Palsy. He said
he had an incident in 2019 where he was prescribed steroids for an arthritic condition, and he ended up
septic. No treatments were received. Outcome of the event was resolving. Drug result by physician was
related.; Sender's Comments: A possible contributory effect of suspect BNT162B2 on reported Bell's Palsy
cannot be excluded. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as
part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate data for
adverse events. Any safety concern identified as part of this review, as well as any appropriate action in
response, will be promptly notified to regulatory authorities, Ethics Committees, and Investigators, as
appropriate.
Patient diagnosed with Bells Palsy, mild case. Symptoms include numbness and pain on the left side of the
patients face along the facial nerve. Patient also experienced left sided drooping of her cheek, lips and eye.
I had a major stroke on 12/25/2020, 9 days after receiving the vaccine. I had a clot in my MCA. My left arm
was completely flaccid, with left facial droop and garbled speech. Thankfully I was able to receive TPA that
day, which resolved all of my symotoms.
Bell's Palsy; This is a spontaneous report from a contactable consumer, reporting for herself. A 71-year-old
female patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection,
lot number: EL9265), via an unspecified route of administration at the left arm on 27Jan2021 15:15 at a
single dose for COVID-19 immunization. Vaccination was done in a Public Health Department. Medical history
included hypertension (HTN), gastrooesophageal reflux disease (GERD), total hysterectomy and
osteoarthritis, all from an unknown date and unknown if ongoing. The patient was not pregnant. There were
no known drug allergies. Concomitant medication included celecoxib (CELEBREX), omeprazole magnesium
(PRILOSEC), estradiol (ESTRACE), metoprolol succinate (TOPROL XL) and ascorbic acid, betacarotene, cupric
oxide, tocopheryl acetate, zinc oxide (PRESERVISION). It was reported that the patient experienced right
sided neck pain which began a couple of days after vaccination on 06Feb2021 07:00. On 05Feb2021, her right
eye was twitchy. On 06Feb2021, the right side of her face felt swollen. It felt like when you go to the dentist
and get numbed. She tried drinking a liquid and it ran out of the right side of her mouth. She went to urgent
care and they sent her to the emergency department. She had a CAT-scan, MRI and blood work done which
all came back normal. Her right eye was not closing all of the way and they diagnosed her with Bell's Palsy
on 07Feb2021. She was prescribed a course of prednisone and Valtrex. She has continued to have right-sided
facial paralysis and her right eye will not close. She had had severe pain in her right eye and had to tape it
shut to sleep and often during the day because it dries out. She was using Systaine eye drops every couple of
hours and an eye gel at night. She was concerned about getting the second dose because she does not want
this to get worse. There were no other vaccines in four weeks. There was no COVID prior to vaccination and
was not COVID tested post vaccination. The outcome of the event was not recovered.
Bell palsy develop Wednesday early morning some numbness in lip but condition worsen around 7pm at
night, face droop, blurred vision , and paralysis set in. Thursday seen dr and started prednisone 20mg tablet
, 2 tablet once a day and valtrex 20mcg , 3 times daily . Currently a week on meds and symptoms hasn?t
improved. Never been diagnosed with bell palsy or have any neuroconditions. Blurred vision and paralysis is
still the same. Have some eyelid and mouth movement.
Right eye will not blink closed; numbness on the right side of face, lip; and right side of mouth is turned
down.
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Bell's Palsy
Bells Palsy, right side of face - decreasing somewhat
Bells Palsy-treated with Prednisone
Patient was vaccinated at the Community Center (not our clinic) and called us today with symptoms of Bell's
Palsy (left side of face feeling numb and visibly weak including left eyelid) that began on March 4th and
slowly worsened. I prescribed prednisone 60mg daily x7 days, with plan to f/u with another phone visit this
week.
9 days after receiving vaccine, pt developed rapid onset of ascending paralysis. No use of legs, minimal use
of right arm. Limited use of left arm. Repiratory difficulty/failure.
Bells Palsy, treatment started 3/8/21 with prednisone
Pt arrived to ED with CVA like symptoms. Positive F.A.S.T. per EMS with left sided weakness and left facial
droop.
Bells Palsey, currently impacted, recovering, prednisone, valacyclovir
Bell?s Palsay
Bells Palsy on right side of face; Headache; fatigue; sore right arm(injection arm); This is a spontaneous report
received from a Pfizer sponsored program . A contactable consumer (patient) reported that a 73-year-old
male patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for
injection) via an unspecified route of administration in the right arm on 21Feb2021 at a single dose for COVID19 immunization. Medical history included 20 years ago (in 2001), he had Bell's Palsy on left side of face
which was more severe, he had lost his hearing and the paralysis was present for a long period of time. The
patient's concomitant medications were not reported. The patient had a sore right arm (injection arm),
headache, and fatigue after the vaccine (unspecified date in 2021). On 02Mar2021, 10 days after the first
dose (as reported), he developed Bell's Palsy on right side of face. He has been put on prednisone by his MD
to treat the Bell's Palsy that he was currently experiencing. He was on Prednisone for Palsy and wondering if
it could decrease efficacy of vaccine. He wanted to know if the second dose is going to create a problem with
the Bell's Palsy. The outcome of the events was unknown. Information on the lot/batch number has been
requested.
Developed Bell's palsy on left side of face

9 days

Bell's palsy; This is a spontaneous report from a contactable consumer. A 67-year-old male patient received
bnt162b2 (BNT162B2), dose 1 via an unspecified route of administration, administered in left arm on
03Mar2021 17:00 (Batch/Lot Number: EL9266), at the age of 67-years at vaccination, as SINGLE DOSE for
covid-19 immunisation. Medical history included ongoing blood pressure high has had for about 2-3 years.
Concomitant medications included amlodipine 10mg once daily taken for hypertension, start and stop date
were not reported. The patient got Bell's palsy on 12Mar2021 in the evening. States that he saw his doctor
on 18Mar2021, and the doctor didn't have a problem with him getting his 2nd dose, which is scheduled on
23Mar2021. She is assuming it's okay for him to get the 2nd one. The outcome of the event was not
recovered.

9 days

Bell's palsy; This is a spontaneous report from a contactable consumer (patient). This male patient (Age: 61
Unit: Unspecified) received the first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), via an
unspecified route of administration on 01Mar2021 as single dose for covid-19 immunisation. The medical
history and concomitant medications were not reported. On 10Mar2021 the patient got bell's palsy. The
doctors put him on prednisone and an antiviral. They told him it was ok to take ibuprofen (ADVIL) which he
did and the second vaccine was scheduled for 26Mar2021. The patient took ibuprofen up until the morning
before his second vaccine. He then heard can't take ibuprofen because it reduced the efficacy of the vaccine.
The outcome of the event was unknown. Follow-up attempts are completed. Information on the lot/batch
number cannot be obtained.
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Bell Palsy; pain in arm; pain in neck; headache worsen from center of head to neck; dizzy; nausea; chills;
tongue swollen; no taste; This is a spontaneous report from a contactable consumer (patient). A 51-year-old
(also reported as 52-year-old) female patient received bnt162b2 (BNT162B2), via an unspecified route of
administration at the age of 51-years-old, administered in Arm Left on 10Mar2021 10:45 (Lot Number:
EN6202) as single dose for COVID-19 immunization. Medical history included asthma and high blood pressure.
The patient was not pregnant at the time of vaccination. The patient's concomitant medications were not
reported. The patient experienced ""Bell palsy"", pain in arm, pain in neck, headache worsen from center of
head to neck, dizzy, nausea, chills, tongue swollen, no taste; all on 19Mar2021 22:30. Description was as
follows: ""pain in arm, neck, headache, dizzy, nausea, chills and then days later other symptoms, headache
worsen from center of head to neck, neck hurting, tongue swollen, no taste, and then woke up with Bell
Palsy and was taken to the emergency room"". Therapeutic measures were taken as a result of Bell palsy.
The outcome of the events was recovering. The events were considered as serious (Disability or permanent
damage/ Disabling/Incapacitating). The adverse events resulted in any Doctor or other healthcare
professional office/clinic visit and Emergency room/department or urgent care. The patient did not receive
any other vaccines within 4 weeks prior to the COVID vaccine. Prior to vaccination, the patient was not
diagnosed with COVID-19. Since the vaccination, the patient has not been tested for COVID-19. More
information has been requested.""
Bell's palsy; This is a spontaneous report from a contactable consumer, the patient. This 43-year-old male
patient, height: 66.22 cm & weight: 175 kg, received the first dose of BNT162b2 (PFIZER-BIONTECH COVID-19
mRNA VACCINE; Lot Number: ER8734), via an unspecified route of administration in the left arm on
10Apr2021 17:00 (at the age of 43-year-old) as single dose for COVID-19 immunization. The patient did not
receive any other vaccines within four weeks prior to the vaccination. The patient was not enrolled in the
clinical trial. Medical history included LASIK eye surgery. Concomitant medication(s) included prednisolone
acetate (manufacturer unknown) and moxifloxacin (manufacturer unknown) both were taken after LASIK eye
surgery. On 19Apr2021 12:30, the patient experienced Bell's palsy. The clinical course was described as
follows: On 19Apr2021 at 12:30, the patient was eating lunch and he noticed the left side of his face was a
little numb. The patient states he thought originally that he might be having an allergic reaction, but he was
eating the same food that he always eats so it couldn't have been that and sort of ignored it. About 21:30,
22:00 at night (19Apr2021), he realized in the shower that he could not open his right eye, right eyelid, then
his face was numb and he couldn't form his mouth to make a whistle, and he still can't, and he thought he
was having a stroke because his face was all messed up. So that's when he went to the emergency room and
they did a CAT scan that determined it was not a stroke, it is Bell's Palsy. The patient stated they prescribed
him medications to take, and he was not hospitalized and discharged home. The patient stated his eyelids,
they don't blink at the same rate and his left eye doesn't close all the way, he had to force it closed and it's
very annoying. The patient verified that all his symptoms began on 19Apr2021 at 12:30 and all symptoms
have worsened. The patient stated that he is perfectly healthy, not overweight and he's never had it before,
and it came right out of the blue. The clinical outcome of the Bell's palsy was not resolved.
Guillan-Barre syndrome
Received vaccine on 3.12.2021; began to have tearing of R eye with erythema on 3.24.2021 at approx 20:30;
awakened 3.25.2021 with swelling of R eyelid, inability to blink, R side facial numbness, R side tongue
numbness; Diagnosis: Bell Palsy; Rx Prednisone taper, Neurontin, Valacyclovir, moisturizing eye drops, eye
patch.
Shortness of breath, body ache, headache, diarrhea, runny nose,chills , fatigue
Numbness in extremities, paralysis full body. Pneumonia left lung. Now diagnosed with Guillain-Barre
syndrome, due to reaction to covid-19 vaccine
Received Janssen vaccine 3/18/21 - on 4/1/21 (14 days later) woke up with numbness to left side of face
(can't close L eye, can't raise L eyebrow, left mouth crooked with smiling, watery left eye), and possibly
droopy R eye. No diplopia, no weakness limbs (gait ok), no pain - went urgent care - transported to ER due
to concerns of TIA/CVA
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Patient endorsed unilateral eye twitching with subsequent development of generalized unilateral facial
droop. Seen by provider the evening of 1April2021 where he was diagnosed with Bells Palsy.
Symptoms started as numbness and weakness in her feet which progressed to her hands, and eventually
whole body. Diagnosis is Guillain-Barre syndrome. Remains hospitalized and receiving IVIG.
Patient with progressive ascending weakness over 2 weeks. Diagnosed with Guillain-Barre Syndrome.
Pt received J&J covid vaccine on 3/15/21 in.presented to the ED on 3/29 for few days of progressive
weakness and urinary difficulty. Recently took a trip and returned Thursday evening. That night, she noticed
mild sensitivity to her left forearm. On Friday she developed an achy feeling under both arms and across her
breasts. Her eyes felt painful as well. Overnight Friday into Saturday her feet began feeling cold and numb
and she developed a generalized sensitivity over her entire body that she describes almost as a burning
sensation. Also had trouble urinating -. presented with pain, paresthesias and weakness below mid-chest
level and urinary retention. MRI brain, C and T spi ~C and T spine c/w demyelination. Neuro consulted and
impression = acute demyelinating disease, unclear etiology but may be acute disseminated
encephalomyelitis (ADEM) 2/2 COVID vaccine vs. 1st presentation of multiple sclerosis. Sx gradually
improved s/p solumedrol IV bid x 5d in hospital -- > transitioned to PO prednisone taper per neuro (60 mg x2
days then go down by 10 mg every 2 days until off) for discharge. Pt to f/u with neuro post discharge. For
neurogenic bladder PT had temporary foley, removed 4/2 and will require CIC QID (teaching done prior to
discharge) at home. Outpt f/u Urology.
4/6/21 I awoke with symptoms of numbness/paralysis on left side of face limited to upper lip and cheek area
and both eyes would not stop watering. Movements to drink or make facial expressions were limited due to
the numbness. Because I have sensitive skin I thought I may have had some type of reaction to something.
So I waited to see if it would clear up through the day. I was not experiencing any other symptoms. By that
evening it was apparent that I was not getting better and possibly getting worse because I began to
experience some noticeable drooping in my cheek area. I decided to call my doctor in the morning. Because I
am currently out of town, my home doctor suggested I see a local ER to rule out a stroke and determine if I
was experiencing Bell's Palsy. I went to an ER clinic on 4/7/21
LEFT WRIST DROP, LEFT FINGER ABDUCTOR WEAKNESS, LEFT FINGER EXTENSOR WEAKNESS, LEFT ELBOW
EXTENSOR WEAKNESS. NO ASSOCIATED PAIN.
Symptoms: numbness/tingling and cold skin all over body (both sides of body), headache, facial droop, blurry
vision. Stoke, CVA.
Guillain-BarrT syndrome
Symptoms started 4/2/21. Stated as numbness and tingling in lower extremities and progressed to numbness
of tongue and upper extremities along with back pain. Patient admitted to Hospital with R/O Guillian Barre
Syndrome.
Breath shortening, severe headaches, vomiting,chest pressure
Patient received 1 dose of the vaccine on 3/29/21. 13 days later on 4/10/21 the patient presented to
Hospital with an acute stroke. Patient was working out with her mother and collapsed. She presented to
the ED with aphasia, right sided weakness, right nick pain and a left gaze preference. CT in the MSU was
negative therefore IV tPA was given. Patient is recovering but still admitted to the Neuro ICU.
I received J&J vaccine on 31st March. I?m 32 years old woman. I?m currently out of states, I came to
another Country on 9th April. About 2days ago, I observed some tiny spots on my fingers (3 on middle finger,
and 1 on ring finger - refer attached image). Also, at the same time I felt little disorientation where I was
almost blank for just few seconds. I believe that might be due to empty stomach/low sugar. And then, I?m
having a headache today. After the vaccination, I had a fever of 102.7 degrees for about 2days. I?m just
concerned that this is nothing to worry about. And, if there are some blood tests or scans that I should get
done just to be safe.
Dizziness, loss of use of legs, could not stand. had to be hospitalized for a week and then rehab for 2 weeks.
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At work while sitting at my desk I became dizzy, broke out in sweat, disoriented, blurred vision, slurred
speech. Called plant nurse. She said my face was drooping, I couldn't smile or stand. She called Ambulance.
Ambulance arrived and decided symptoms of stroke and called for helicopter to take me to medical center.
When I arrived they did CT and I was later told it showed possible areas of no oxygen to brain. They gave
me TPA drug and almost immediately I could see improvement - my headache cleared. Throughout the next
couple hours I regained movement on right side and all functionality returned except weakness in right arm.
I stayed in ICU for 24 hours as required after receiving TPA and while additional tests were ran then was
discharged on Friday, April 16, 2021
10 days after the shot I woke up with Bells palsy on my right side. Right side was getting better and
yesterday (4/17)I woke with it on my left side. Too
Presented to emergency department for evaluation of weakness and aphasia. The patient has her eyes open
on arrival. She does follow commands with mild weakness to the right upper and lower extremities. Mild
right facial droop is noted on physical exam. The patient does not speak otherwise. Initial CT concerning for
ischemic stroke. CTA with perfusion was then obtained that shows evidence of a small area of core infarct
with a large area of penumbra. Carotid occlusion from the bifurcation LP is noted on the left side with
collateral circulation coming from the Act. Patient transfered from this emergency department to tertiary
care center for possible thrombectomy.
Bells Palsy, other nerve problems, body aches, body pain
SEVERE, SUDDEN ONSET HEADACHE IN LEFT TEMPORAL LOBE; LEFT EYE/FACIAL DROOPING, ELEVATED
BLOOD PRESSURE (NO HISTORY OF HEADACHES OR MIGRAINES); TREATED IN THE ER WITH IV MORPHINE,
'MIGRAINE COCKTAIL', INCLUDING IV MAGNESIUM SULFATE
Bell's Palsy diagnosis. Paralysis on left side of face. Severe headache behind left ear. Numbness in feet/toes.
Progressive left arm pain and extending to patient's neck and lateral shoulders peaking on 3/21/21.
Numbness, tingling, and leg muscle cramps where patient went to urgent care on 3/2/21. Started on a 6 day
prednisone course (40 mg daily x 4 days, 20 mg daily x 2 days) but had pain in his lumbar spine, tailbone, and
hips. Muscle reflexes +1 in upper and lower extremities. Continued muscle weakness, cramping, and tingling
with generalized fatigue seen in neurology clinic on 4/16/21. Admitted to the hospital on 4/21/21 for IVIG
treatment and diagnosed with Guillain-Barre Syndrome.
patient had guillain barre syndrome requiring hospitalization and IVIG treatment
Bell's Palsy on right side of face developed 4/22/21. Pt thought he was having a stroke and went to the ER.
Doctor gave him B12 to inject 2 doses. Worsening 4/24/21 and having a lot of trouble speaking and
eating/drinking.
Bell's Palsy symptoms
Painful headache, dizziness, loss of feeling in right side, numbness in right side, drooping face, blurred vision,
shortness of breath
Developed ascending paralysis, currently hospitalized and being worked up, but felt to be inflammatory with
extensive spinal lesions and brain lesion.
Guillain Barre syndrome- symptoms of BLE numbness with ascending bulbar weakness developed 4/18 and
diagnosed on 4/27
Guillain Barre syndrome. Severe progressive motor impairment upper and lower extremities. Respiratory
distress severe widespread edema, hypertension increase,
Guillan Barre Syndrome. Hospitalized. IVIG 5 day treatment. 5 day treatment Plasma Ferisis transfusions.
Numb Feet- Leg Paralysis- Numb Hands
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The patient is a 49 year old male who has a past medical history significant for bipolar disorder with manic
episodes, OSA on CPAP, morbid obesity, HLD, and relapsing remitting MS. Per chart review, patient's MS
was initially diagnosed in 2012 on MRI and LP and was on Copaxone for several years but stopped taking in
2017. Symptoms and imaging remained stable through 2019 then patient was lost to follow up until he was
seen by Dr. on 4/12/21 who ordered an outpt MRI. Patient had COVID vaccine with Jansen vaccine on
4/10/21. He developed bilateral upper and lower exremity weakness and urinary retention on 4/21/21
which prompted presentation. He came into ED 4/21/21 and had foley placed but removed foley and decided
to leave AMA. Returned on 4/22/21 with worsening symptoms and was subsequently admitted. Patient was
seen by neurology and started on high dose steroid x5d for MS exacerbation. Initial MRI of the brain
obtained on 4/22/21 was notably stable without change in previously described white matter disease. No
new lesions to suggest active demyelination. New plaques were noted on MRI C and T spine (4/22/21). It is
noted that patient received COVID19 vaccination with J&J vaccine on 4/10/21 and temporal relationship
between his acute presentation and recent vaccination was questioned. On 4/30/21, patient developed
severe bilateral facial weakness and he additionally was reported to have had an episode of aspiration.
Repeat MRI brain on 4/30/21 showed new bilateral facial nerve enhancement. Etiologies could include: GBS,
Lyme disease, botulism, neurosarcoidosis, less likely myasthenia gravis. LP was pursued on 5/1/21 which was
significant for tube 4 with 136 WBC, 88% lymphocytes, glucose 89, protein 632. Meningitis/encephalitis panel
was negative. Lyme CSF was negative, Lyme antibody panel was positive. MuSK antibody negative. ACE
blood level normal. Ganglioside antibody panel and myasthenia graivs adult panel pending. He is being
treated for Lyme disease with Ceftriaxone 2g IV daily since 5/1/21 with plan for 2-4 week course to cover for
Lyme disease. He is still admitted and is still having symptoms of facial palsy as of today (5/4/21)
Guillain-Barre Syndrome - mild case. Tingling, numbness up entire legs more prominent in feet. Mild back
pain. No weakness. Some numbness and paresthesias hands. Restlessness.
4/8 got vaccine. Then on 4/20 patient developed myalgias in back, legs, and jaw and headaches, tingling in
hands, normal strength. Then on 4/25 developed Bells palsy treated with prednisone and valcyclovir for
possible meningitis (no LP). Full body pain particularly in LE persisted even though Bells palsy resolved. He
then developed confusion and intrusive thoughts, as well as urinary retention. He was direct admitted to our
hospital. Neuro exam was notable for diffuse myalgias and 1+ patellar reflexes bilaterally. Patient was
treated with gabapentin for neuropathic pain control, urinary hesitancy improved, no strength deficits.
Lumbar MRI showed cauda equina enhancement consistent with ascending infectious or inflammatory process
like GBM.
Bell?s palsy
JAN2-HEADACHE, JAN 3 RIGHT SIDE OF TONGUE BECAME NUMB, AND JAN 4 RIGHT SIDE OF MOUTH
BECAME NUMB, RIGHT EYE PAIN WITH TEARING, NOTICABLE DROOPING RIGHT SIDE OF FACE, MINIMAL
ACTIVE MOVEMENT, FLUIDS DRIBBLED OUT OF RIGHT SIDE OF MOUTH WHEN DRINKING LIQUIDS,
EVALUATED BY PA ON 1/5, DIAGNOSED WITH BELL'S PALSY, STARTED ON VALACYCLOCIR 1 GM THREE TIMES
A DAY AND PREDNISONE TAPER BEGINNING WITH 60 MG X 5 DAYS AND TAPERING DOWNWARD
Patient developed Bells Palsy.
Bell?s palsy, treatment prednisone and acyclovir, outcome unknown
I suffered severe migraine to the point of severe pain unlike any migraine I have ever had, drooping of eye
and pain in neck and blurry vision, Went to dr she said I have Bella palsy that could be due to vaccine
Bellspalsy diagnosed in the ED 01/12/2021
So basically I believe I have Bell's palsy . After about an hour after receiving the vaccine I noticed I was
having a weird taste in my mouth. Sort of a metallic taste. As the weekend went on it seemed to get worse.
Then Monday morning I noticed when brushing my teeth that I wasn?t able to gurgle my mouth wash. And
saw that my mouth and eye seemed to be drooping slightly. Now Thursday the 21st and it seems to be
effecting my speech to were I now have a lisp. Can definitely see it when I?m speaking to someone. Which
people have commented on. Not sure what can be done . But at this point I?m hoping it doesn?t get worse.
Thanks
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Bell Palsy Type Symptoms on the right side of my face. Sun the 17th I began to feel my tongue tingle.
Thought I had burn my tongue on hot food. Didn't think anything of it, Monday my right eye began to water
like crazy. Didn't think anything of it. Tuesday morning I had a hard time eating breakfast because I couldn't
open my mouth wide enough and was hitting my bottom lip with my teeth. i thought it was strange but
didn't think anything of it. Took a shower about 11;30 and when I looked in the mirror I notice the ride side
of my face was not responding like the left side, I called my doctors office and they got me right in. After a
brief consultation they called ER and told me I would be on my way. I checked into ER at about 1;30pm.
Bell's palsy
Bells Palsy diagnosed by PCP on 1/12/21
Morning of 1/24/21 (Sunday), patient saw that the right side of her face was drooping, her right eye was
swollen and excessively tearing. Patient noted drooling out of the right side of mouth when drinking fluids
or eating food. Patient was unable to chew on the right side, had difficulty speaking due to the drooping of
the right side of her mouth. Symptoms persisted into the next day. Patient was seen by her PCP and was
diagnosed with Facial Palsy (Bell's Palsy). Patient's neurological assessment was negative for stroke
symptoms.
Bell's Palsy
The patient noted weakness starting in the legs on January the 19th, 10 days after receiving the first dose
of the vaccine. The weakness progressed to the point that he was able to ambulate only with assistance.
He was seen in my neurology clinic on January 28th and his evaluation suggested an ascending, painless
weakness of the legs with rapidly progressive symptoms. He was admitted to Hospital on the same day.
His evaluation is consistent with Guillain Barre Syndrome and he has been started on plasmapheresis to
treat the condition.
Bell?s Palsy. Diagnosed 13 days post Moderna vaccine injection #1.
Bell's palsy to L side, sx began 1/27
Bell's palsy -L side of face began 1/30/2021. Gradual onset. Began with dysarthria and droop of corner of
mouth, then upper brow of eye, then weakness in closing L eye. Went to Hospital ER. Diagnosis made after
exam and tests
Went to my doctor thinking it was a very very bad sinus infection. My doctor didn't think it was with the
way my headaches were. It hurt on the back right and above the right ear. It hurt to touch. My tongue is
not functjioning now. I had to get a MRI because they thought it could of been a mini stroke. MRI came back
negative the doctors told me Bell Palsy. They advise me not to get my second dose on 2/3/21.
After the 1st and 2nd dose,Patient experience covid like symptoms like fever 102,nausea vomiting and
severe body aches for 1 1/2 days. After the 2nd dose (01/20/2021) on the 12th day (02/01/2021 develop
Bell's Palsy and went to ER for treatment.
day 1-3 sore/red/tender/raised at vaccination site
This patient was hospitalized and subsequently diagnosed with GBS or AIDP
Pt arrived to emergency department complaining of RIGHT side facial droop that includes the right eye.
Diagnosis by physician is bells palsy second to Covid-19 vaccination that she received two weeks prior. Pt
also going to be evaluated for further neurological problem and will requiring admission to inpatient
hospital.
Client came to clinic for dose #2 and during screening mentioned she had been diagnosed with Bell's Palsy on
/22/21. Client reports on 1/22/21 she had paralysis on R side of face, R eye would not open or close, pain and
swelling on R side of face. Client also reported taste was altered on R side of mouth. All symptoms resolved
2/1/21. Per consultation with Medical Director, dose #2 was not given.
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Neck pain near the top of the neck at the base of the skull slightly to the right of the center began around
Feb 1. Began taking Ibuprofin, but it did not go away. Thought I had muscle strain, but surprisingly there
was no stiffness or loss of motion. Tried massage, heat, and cold packs with limited relief. Began interfering
with sleep over the next few days. On the evening of Feb 4, I noticed a strange sensation on the right side of
my tongue as if I was losing taste or feeling there. At 3 AM got out o bed due to neck pain and noticed right
eye felt strange and was drooping. When I got up at 8 AM I saw eye droop and smile was only on one side of
mouth. Called my doctor and was directed to an advice nurse who told me to go to the ER right away, since
this could be a stroke or Bell's Palsy. Went to ER and was diagnosed as Bell's Palsy after blood tests, EKG, CT
scan, and tests of limbs. Given medications and and released with prescriptions sent to CVS for prednisone
and valacyclovir.
On 2/6/21 at 6:00PM, resident experienced sudden left facial droop, left arm and left leg weakness. She was
sent to hospital and they confirmed she had an acute ischemic stroke.
Confusing: Only slight pain at site of injection , but noticed some pain in back of head on right side the
evening of shot (Fri.Jan.22). Pain at skull continued for two more days in back of head but took Tylenol and
OK. Colonoscopy on Mon. Feb 1st; while lying on cot just prior to having the procedure, I felt a pain near
right ear. The next day following colonoscopy, (I was given Versed). I had difficulty removing a dental
tooth cover (which I usually don't wear at night---an Essex ?) and noticed weakness of mouth. Symptoms got
worse during day and right eyebrow lower than left. I was cooking and shopping---obviously not a stroke.
But next day (Wed.) face drooping.
1/22/2021 received 1st dose of MODERNA COVID-19 Vaccine. 2/3/2021 noticed his tongue and lips felt funny.
2/5/2021 Right side of face drooping and no feeling. 2/6/2021 went to prompt care due to right eye dryness.
Prompt care transferred him to OSF: ER to rule out stroke. No admission. 2/9/2021 follow up with
neurologist, Dr. whom confirmed Bells Palsy. Prescribed prednisolone, eye drops, and physical therapy.
Right Sided Bell's Palsy
Started with numbness on right side of face on 2/3/21. Numbness continued and subsequently went to ER, at
approximately 10:30 AM. After receiving an EKG, a chest X-Ray, and a CT of the head, I was informed that I
had developed Bell's Palsy. I was then seen by Dr., Neurology who also confirmed. I was then admitted to
the hospital for observation and another CT of the head 24 hours after the first. I was given Acyclovir 200mg
and Prednisone 10mg. during my hospital stay and prescribed after discharge at approximately 5 PM on
2/5/21. as of the date of this report, still experiencing same symptoms
Bell's Palsy
Patient reports she experienced Bells Palsy after first dose of Moderna Vaccine.
Bell's Palsy, Fever, Fatigue, Headache, and Dizziness
complains of developing bells palsy 2/7 /21
Left sided facial numbness/drooping began morning of 2/14/21. and left side arm and leg weakness was
noticed later in the day . at 6pm I went to ER and received MRI and labwork. Ruled out Stroke or Brain
mass or issues. was diagnosed with Bells palsy given order for prednisone which I started on 2/15/21 and
made appointment with Neurology for March 3rd. Plan to make PCP appointment when the office opens. The
facial numbness and drooping continue with expected complications. Teary eye, dry eye, pain in jaw and ear
and headaches. Difficulty eating drinking with numbness.
Experienced Bell's Palsy on right side of face. Noticeable when smiling.
I received my vaccine on 2/10/21. I had expected side effects of fevers, chills, body aches, headache on 2/11 2/13. I continued with a persistent headache throughout the week. A presure in my head, worse with
standing up, and it made me dizzy when I stood up. On the night of 2/18/21 I developed left sided ear pain.
On 2/19/21 I developed a left sided otitis media. On 2/21/21 I developed sudden onset left sided facial droop.
I had a negative head CT, and was diagnosed with bells palsy related to the swelling in my ear from the
otitis media. I continue to have significant ear pain, and left sided facial paralysis today.
Bell?s palsy
Bell's palsy. Watery left eye, facial paralysis on left side of face. Numbness Treatment - one week of steroids
and antivirals. Eye cream
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Bells Palsy
Patient developed Bell's Palsy and was treated with Prednisone and Acyclovir for 1 week by Dr.
Right side Lips, face became numb. Right eye drooped, along with corner of mouth right side Right side of
tongue became numb, swelling of right jaw lymph node, ear ache, dry mouth.
Bell's palsy left side of face
Sudden onset of Bell?s Palsy. Temporary paralysis of left side of face.
L facial droop, DX= Bells Palsy
Diagnosed with Bells Palsy
She received Moderna COVID-19 vaccine 2/17/21 and developed symptoms of left ear discomfort followed by
left sided facial and eye droop on 2/27/21. She was seen by MD on 2/27/21 and was confirmed to have Bell's
Palsy. She was given prednisone with taper and valacyclovir for 7 days. Also advised to wear an eye patch.
On 2/22 I woke up with and went to the ER, it was determined that I have Bells Palsy.
Bells palsy 10 days after vaccine given. Has resolved now.
After first dose which was on a Friday 01/15/2021 I started to get a rash on my neck, then over the
weekend I got hives on my body. Then I called my Dr and he administered a steroid injection. Then it got
better. After the second dose I received it on 02/ 12/21 and then on 02/26/2021 I did not fell well at all at
work I told my SV I felt my right side of my face going numb, but I continued to work. Then later that night I
notice my face I could not move it, and as I have a lot of medical knowledge I knew it was not a stroke, but
Bell's palsy. I emailed my provider and he confirmed it was Bell's palsy and started me on a steroid
medication. I am still on the medication and my face is still numb and droopy and I can not eat nor drink like
normal, so while at work I try not to eat as it is very difficult and I shock and do not want my other coworkers seeing me this way.
Shingles in mouth and Bell's Palsy right side face
A couple of weeks after the vaccine, I started noticing difficulty whistling to call my dog inside and holding
fluids/food in my mouth. While at work, co-workers noticed I had paralysis in the left side of my face. I was
rushed to the emergency room under suspicions that I was having a stroke. The doctor diagnosed me with
?Bells Palsy?. The left side of my face is noticeably paralyzed.
Started with mouth numbness and progressed to full paralysis on left side of face. Diagnosed in ER with Bell's
palsy
Fever, chills, extreme muscle pain beginning 12 hours after second dose and lasting 24 hours. Extreme nerve
pain in face and head and metallic taste beginning on 3/6 overnight and continuing to worsen over the next
72 hours. Within 48 hours of onset of symptoms, facial paralysis and loss of taste (suspected Bell?s palsy,
awaiting confirmation) began in addition to worsening pain and extreme discomfort. Still ongoing.
Losing eyesight in one eye; Has scratched cornea; She developed Bell's Palsy; She developed shingles; A
spontaneous report was received from a relative concerning a 91-year old, female patient who received
Moderna's COVID-19 vaccine (mRNA-1273) and developed shingles, Bell's Palsy, losing eyesight in one eye,
and scratched cornea. The patient's medical history included blind in one eye after laser surgery.
Concomitant medications include vitamin d, equate arthritis medicine, losartan potassium, and eye vitamins.
On 30 Jan 2021, prior to the onset of the events, the patient received their first of two planned doses of
mRNA-1273 (lot/batch: 007M20A) intramuscularly for prophylaxis of COVID-19 infection. On 09 Feb 2021,
the patient developed shingles and Bell's Palsy. The patient was in the process of losing eyesight in one eye,
on the side affected by the Bell's Palsy. The patient also has a scratched cornea. The patient went to the
emergency room on 12 Feb 2021. Action taken with mRNA-1273 in response to the events was not
reported. The outcome of the events was unknown.; Reporter's Comments: Based on the current available
information, a temporal association between the use of the product and the start date of the event and
excluding all other etiologies, a causal relationship with the events of shingles Bell's Palsy cannot be
excluded. However, causality with scratched cornea and losing eyesight in one eye is unlikely. The scratch is
most likely due to a trauma and can impair vision. No further information is expected and follow up consent
was denied.
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LEFT BELL'S PALSY, DYSEQUILIBRIUM, HYPERACUSIS LEFT, LOSS OF TASTE LEFT TONGUE
He was fine until 2/22/2021. He suddenly started having left leg weakness. He started becoming more dizzy
next day and skipped his daily walk. On 2/25/2021, his left leg weakness became worse. His wife gave him
cane and took him to PCP who diagnosed him with BPPV and gave him meclizine. Next day, he started
having jaw stiffness and had difficulty in brushing his teeth. He was complaining of blurry vision in both eyes.
He denied any double vision. He stated he could not read things which he was able to read 2 days ago. A
day before he presented to Hospital, he was not able to walk at all and he required walker. According to his
wife, when she went to see him at Hospital around 7 PM on 03/05/2021, his oxygen saturation dropped
twice and internist decided to transfer him to ICU. Later on, the decision was made to transfer him to
Medical Center. Pt was intubated, developed diffuse segmental myoclonus, required intense sedation; /ivig
ineffective, now giving plasmapheresis. pt underwent imaging of CNS, LP and extensive laboratory testing.
Chills on the 2nd day, bells palsy 2nd wk after 1st dose of vaccine
I believe I reported adverse symptoms on the 11th March, but on 12 March I noticed my left upper lip
""drooping"", and my right eye blinking differently from my left one, so, fearing a stroke I went to the
Hospital at approx. 2PM. They monitored my BP, took blood samples, then did a CT scan followed by an MRI.
Then the doctor saw me and told me that my MRI was ""clear"", but that I had ""Bell's Palsy"".""
Pt seen on 3/11/2021 for left facial paralysis, increased tearing. and periaricular pain for 4 days. Pt diagnosed
with Bells Palsy
Progress weakness developed over two weeks consistent with Guillain Barre
Patient developed Bell's Palsy 14 days after vaccination. Another 10 days after that, she developed
symptoms of right leg weakness that have progressed to bilateral lower extremity weakness plus sensory
symptoms that meet criteria for Guillain Barre Syndrome.
Pt started with symptoms of facial paralysis approximately 2wk after vaccination, pt was diagnosed with
mild case of L bell?s palsy
Developed Bells Palsy 10 days after 2nd Covid Moderna shot
MODERNA COVID-19 Vaccine EUA Patient presented to ED on 3/14/21 with new onset of inability to walk.
Recalls not feeling well on 3/4/21 after receiving her COVID-19 vaccine (1st dose) on 2/21/21. She began to
experience aching over the anterior thigh on the following day that progressed to involve the posterior
lower extremity and forearms by Saturday, 3/6/21. She also began to experience numbness and tingling in
the feet and fingers at that time. The sensory symptoms persisted over the following days in association
with lower extremity weakness that culminated in a fall at home on Thursday, 3/11/21. She was unable to
walk without assistance at the time of her presentation. Initial examination in the ED revealed borderline
antigravity lower extremity strength and absent lower extremity reflexes. A lumbar puncture performed on
3/14/21 revealed protein ˘ 218.1, glucose ˘ 76, WBC ˘ 8, and RBC 1. She was admitted to the hospital with
the diagnosis of Guillain-Barre syndrome and received her initial dose of IVIG that evening. She has noted
some interval improvement in lower extremity muscle strength since her admission to the hospital. The pain
that she had been experiencing is less intense, though she is still prone to experience discomfort if she
remains in the same position too long. She is continuing to experience tingling in the feet and fingers. She is
not experiencing any shortness of breath or difficulty with chewing/swallowing. She is not experiencing any
urinary bladder dysfunction. She is experiencing constipation.
Right and left leg weakness, numbness, diagnosed with Guillion Barre Syndrome hospitalized for 7 days
Received the shot 1.29.21 and on 2.13.21 noticed something was wrong and by 2.15.21 my arms and left leg
had no strength. My left leg would not hold me up. Went to the ER.
Bells Palsy as per ER in Facial numbness and weakness, unable to move eyelid on left side change in food
taste per pt
Chief Complaints: Progressive weakness with respiratory difficulty and severe shortness of breath
Diagnosis: Guillain-Barre supported by progressive weakness, albumincytologic dissociation of cerebral spinal
fluid, vocal cord paralysis, speech apraxia resulting in aspiration pneumonia Treatment: Guilain-Barre:
Plasmapheresis requiring critical care management Pneumonia: Antibiotics
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My wife was 3nights ICU and 4days at hospital . Result is GBS.
Bell's palsy; A spontaneous report was received from a consumer concerning a patient of an unknown age
and gender who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced Bell's palsy. The
patient's medical history was not provided. No relevant concomitant medications were reported. On 26 Jan
2021, approximately 11 days prior to the onset of the event, the patient received their first of two planned
doses of mRNA-1273 (lot/batch number: 026L20A) for prophylaxis of COVID-19 infection. On 05 Feb 2021, the
patient was admitted to the hospital and diagnosed with Bell's palsy. On 06 Feb 2021, the patient was
released from hospital. Treatment for the event included cortisone and antiviral medications. Action taken
with mRNA-1273 in response to the event was not reported. The outcome of the event Bell's palsy was not
reported.; Reporter's Comments: Based on the current available information and temporal association
between the use of the product and the onset date of the event, a causal relationship cannot be excluded.
Bell's Palsy on the Left side; A Spontaneous report from was received from a Healthcare professional
concerning a 64-year-old female patient who received Moderna's COVID-19 vaccine (mRNA-1273) and
experienced Bell's palsy on the left side of her face. The patient's medical history was not provided. The
patient's concomitant medication was not provided. On 02 Mar 2021, the patient received their first of
two planned doses of mRNA-1273 (Lot number : unknown) intramuscular for prophylaxis of COVID-19
infection. On 14 Mar 2021, the patient experienced Bell's palsy on the left side of her face. The event was
considered medically significant. Laboratory details was not provided. No treatment information was
provided. Action taken with mRNA-1273 in response to the events was not reported. The outcome of the
event was not resolved.; Reporter's Comments: Based on the current available information and temporal
association between the use of the product and the onset date of the event, a causal relationship cannot be
excluded.
Bell's Palsy; A spontaneous report was received from a consumer concerning a 64˚ years-old female patient
who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced Bell's palsy/ facial paralysis. The
patient's medical history, as provided by the reporter, included rheumatoid arthritis. Concomitant product
use was not provided. On 03 Mar 2021, approximately 10 days prior to the onset of the event, the patient
received their first of two planned doses of mRNA-1273 (batch 025A21A) via unknown route in left arm for
prophylaxis of COVID-19 infection. On 13 Mar 2021, the patient experienced symptoms of Bell's palsy. At the
time of this report, she is still experiencing symptoms on the left side of her face. No treatment information
was provided. Action taken with mRNA-1273 in response to the event was not reported. The outcome of
the event, Bell's palsy was not resolved.; Reporter's Comments: Based on the current available information
and temporal association between the use of the product and the onset date of the event, a causal
relationship cannot be excluded.; Sender's Comments: MOD21-060392:
Slowly progressive tingling, imbalance, and mild weakness, with loss of reflexes, elevated CSF protein, and
slightly elevated WBC in CSF. Current diagnosis is probable AIDP/GBS (Guillain Barre Syndrome) beginning
about 12 days after vaccination. EXAM: Mild weakness, imbalance, absent reflexes in legs, trace biceps
reflexes
Adverse events: Weakness in legs (had a fall), feeling of pins and needles in legs, feet and hands, loss of
normal leg activity and strength, numbness in fingers, loss control of walking abilities Diagnosis: Guillain
Barre Syndrome Treatment: 5 days of intravenous immunoglobulin Outcome: Don continues to slowly
progress at home with therapy
developed dysarthria, facial droop, spontaneously resolved over several days. symptoms developed about
11 days after receipt of vaccination
Patient was immunized on 3/16/21 shortly after being discharged from the hospital. He was readmitted
with abdominal pain and complaints of bilateral hand tingling. Neurology was consulted and working
diagnosis was Guillain-Barre Syndrome (GBS). Patient was given a 5 dose series of IVIG 0.4g/kg.
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Approximately 12 days after 2nd dose of Moderna vaccine was given, patient was found down on floor
around 01:30 a.m. by husband. Husband states she was unable to move her left side and had slurred speech.
Patient was brought to Hospital by EMS. Upon arrival she was unable to move her left side and is drowsy.
She is oriented and complains of left sided headache. Stroke protocol was initiated. After stroke work up,
patient was transferred by another Hospital.
This was the Johnson and Johnson one shot. My mother received it and today is in the hospital with
acculsive blockage in left brain, paralyzed from stroke and is being operated on. I believe it is a blockage
from the vaccine. She was old but extremely cognizant, independent, healthy, strong of sound mind. This is
why I am reporting it. If she dies I will report again.
Right sided Bell's Palsy
Diagnosed with Bell¶s Palsy; Stroke; Second dose scheduled 2 days past her 42 days; terrible dizziness;
double vision; This spontaneous case was reported by a consumer and describes the occurrence of
CEREBROVASCULAR ACCIDENT (Stroke) and FACIAL PARALYSIS (Diagnosed with Bell¶s Palsy) in a 64-year-old
female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 010M20A) for COVID-19
vaccination. The occurrence of additional non-serious events is detailed below. Concurrent medical
conditions included High cholesterol, Hypertension and Thyroid disorder. On 16-Mar-2021, the patient
received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 28-Mar2021, the patient experienced CEREBROVASCULAR ACCIDENT (Stroke) (seriousness criteria hospitalization
and medically significant), DIZZINESS (terrible dizziness) and DIPLOPIA (double vision). On 10-Apr-2021, the
patient experienced FACIAL PARALYSIS (Diagnosed with Bell¶s Palsy) (seriousness criteria hospitalization and
medically significant). On an unknown date, the patient experienced INAPPROPRIATE SCHEDULE OF PRODUCT
ADMINISTRATION (Second dose scheduled 2 days past her 42 days). The patient was hospitalized from 28Mar-2021 to 31-Mar-2021 due to CEREBROVASCULAR ACCIDENT, and then from 10-Apr-2021 to 13-Apr-2021
due to FACIAL PARALYSIS. At the time of the report, CEREBROVASCULAR ACCIDENT (Stroke), FACIAL
PARALYSIS (Diagnosed with Bell¶s Palsy), DIZZINESS (terrible dizziness) and DIPLOPIA (double vision) outcome
was unknown and INAPPROPRIATE SCHEDULE OF PRODUCT ADMINISTRATION (Second dose scheduled 2 days
past her 42 days) had resolved. Not Provided The action taken with mRNA-1273 (Moderna COVID-19
Vaccine) (Intramuscular) was unknown.
Patient had a stroke that affected her right side and affected her
vision. She stated she had a very mild case of bells palsy, her mouth and her left side was drooping a bit, her
left eye did not blink and would not close, she could chew and she could talk pretty good, she had to drink
with the right side with a straw. Products known to have been used by the patient, within two weeks prior
to the event, included unspecified cholesterol medication, high blood pressure medication and unspecified
thyroid medication. Treatment medications included: prednisone, 5 or 6 medications for the heart and
valacyclovir HCL 1g tablet. This report refers to a case of Inappropriate schedule of product administration
for mRNA-1273. Based on the current available information and temporal association between the use of the
product and the start date of the events (stroke, facial paralysis, dizziness, and diplopia), a causal
relationship cannot be excluded.; Sender's Comments: This report refers to a case of Inappropriate schedule
of product administration for mRNA-1273. Based on the current available information and temporal
association between the use of the product and the start date of the events (stroke, facial paralysis,
dizziness, and diplopia), a causal relationship cannot be excluded.
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Bell's palsy; This spontaneous case was reported by a health care professional (subsequently medically
confirmed) and describes the occurrence of FACIAL PARALYSIS (Bell's palsy) in a 59-year-old female patient
who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 036B21A) for COVID-19 vaccination.
Concurrent medical conditions included Type II diabetes mellitus, Psoriatic arthritis, Hypertension and
Thyroid disorder. Concomitant products included VITAMIN D [VITAMIN D NOS], LORATADINE, METFORMIN
HYDROCHLORIDE (METFORMIN 1A PHARMA), SECUKINUMAB (COSENTYX), SIMVASTATIN (SIMVASTATIN
+PHARMA) and HCTZ for an unknown indication. On 11-Apr-2021, the patient received second dose of mRNA1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 dosage form. On an unknown
date, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1 dosage
form. On 24-Apr-2021, the patient experienced FACIAL PARALYSIS (Bell's palsy) (seriousness criterion
disability). At the time of the report, FACIAL PARALYSIS (Bell's palsy) had resolved.
For mRNA-1273
(Moderna COVID-19 Vaccine) (Unknown), the reporter did not provide any causality assessments.; Sender's
Comments: This case concerns a 59-year-old female with a serious unexpected event of Facial paralysis. Event
latency 14 days from second dose mRNA-1273. Events resolved. Based on current available information and
temporal association between the use of the product and the start date of the event, a causal relationship
cannot be excluded.
Patient received the COVID-19 vaccine on Thursday, March 25, 2021. On Tuesday April 6, 2021 he had a
massive stroke, blood clot to left side of his brain. On Friday morning April 9, 2021 doctor's advised he had
another stroke due to bleeding in the brain (paralysis on right side and racing heart beat). He died on
Saturday, April 10, 2021 @ 5:45 AM.
Ever since I got the vaccine I have headaches which increased to near migraine level on 12/29, then
yesterday 12/31 at 330pm while painting my left face became paralyzed and numb. Went to ER Had CT/CTA
of head EKG, chest Xray and multiple labs including Lyme test which will not be resulted for 5-7 days. ER
started me on taper prednisone and doxycycline. Diagnose with significant Bell's Palsy
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64-year-old male who presented to the clinic with complaints of left-sided weakness on his face. He stated
when he woke up this morning he noticed that the left side of his mouth drooped and that he could not close
his left eye all the way. Yesterday he felt fine. Today he went to work. Patient stated that on 12/18 he got
the COVID vaccine. It was on a Friday. The following day he had a headache and he felt flu-like. He stated
that those symptoms resolved quickly. He then had the facial weakness today (11 days after the
vacciantion). He has not had any fever, sweats, or chills. Patient stated that he had called ask a nurse, and
he was advised to hang up and call 911 and go to the emergency room. However, he stated he was an EMT
and did not feel that was necessary. He denies headache. He has not had any vision change. He has been
eating and drinking well without any difficulty. PHYSICAL EXAMINATION: General appearance - patient
was not in any distress. He was conversant, pleasant and appropriate. HEENT - normal conjunctivae and lids.
Sclerae anicteric. Pupils equal and reactive to light. Patient was not able to close his left eyelid. Normal ear
canals. TMs are pearly gray with bright light reflex. Neck - supple. No lymphadenopathy. Skin - pink, warm
and dry. Neuro - alert and oriented. Deep tendon reflexes 2+ upper and lower extremities with no focal
weakness. Normal range of motion. Patient can raise his right eyebrow. Could not raise his left eyebrow.
There was impaired eyelid closure on the left; tight closure on the right. Smiling of the face revealed
lateralization to the right side. When frowning, he had upper and lower facial paralysis on the left with
flattening of the forehead. The patient could not tighten the left side of his mouth. · ASSESSMENT: Bell's
palsy. · PLAN: Discussed pathophysiology of Bell's palsy. Advised patient I recommended him to call the
number that he got with the information when he received his COVID vaccine. Advised patient that I could
not definitively correlate the Bell's palsy with the COVID immunization, but that he can call the number he
has to let them know of his symptoms. Discussed treatment options. Since patient woke up with his
symptoms this morning, I advised patient that he would have hopefully the best outcome because he would
be able to get on the steroid and antiviral soon after developing the symptoms. He is to wear an eye patch
to prevent corneal drying or abrasion of the left eye at night. Using Lacri-Lube at night before placing the
eye patch and then following up by using artificial tears during the day. · Patient was placed on prednisone
60 mg once a day for 1 week to be taken with food. Valtrex 1,000 mg 3 times a day for 1 week. · Side effects
of medication discussed. Handouts were provided. He will follow up with PCP if any changes or concerns.
Advised patient that it may take up to 3 weeks before all his symptoms have resolved
BELLS PALSEY ON LEFT SIDE ON DAY 11 AFTER VACCINE. FUNCTION HAS ALMOST FULLY RESOLVED AFTER A
MEDROL DOSE PACK WAS STARTED.
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occipital neuralgia; left-side Bells Palsy; bilateral headache; This is a spontaneous report from a contactable
physician (patient). A 65-year-old male patient received BNT162b2 (Lot/batch number and Expiration date
were not provided), via an unspecified route of administration at right deltoid on 21Dec2020 19:00 at single
dose for covid-19 immunization. The patient's medical history included low high density lipoprotein (HDL).
There were no concomitant medications. The patient previously took influenza vaccine (longer than 4 weeks
ago, and he did not have any reaction), pravastatin for low HDL. Reported 2 days ago (02Jan2021) he
developed a bilateral headache. He stated he was asymptomatic until then. He said he now has Bells Palsy
on 02Jan2021, clarified he has left-side Bells Palsy. He said it is unknown to him if the bilateral headache and
Bells Palsy are related to taking the COVID-19 Vaccine. He stated he started wearing a N95 mask for the
past 2 weeks. He said the N95 mask is very tight on the back of his head. He said he believes he is
experiencing occipital neuralgia caused by wearing the N95 mask. He said studies show that the N95 mask
can cause Bells Palsy, and the N95 mask maybe a confounding factor. He stated he doesn't have any further
information on the N95 mask he was using. Initially he had a severe headache and administered to himself a
sphenopalatine block of Lidocaine 1% in his nose. He stated being an ER doctor, he knows how to administer
the sphenopalatine block to a patient. He went to the ER on 03Jan2021 to make sure he did not have a
tumor or a stroke. He said the hospital performed a CT of his head, a MRA, labs, and a COVID-19 test
(clarified as a PCR COVID-19 test) with a full viral count. He said all the tests were negative. His wife noticed
his Bells Palsy yesterday, 03Jan2021. He said he thinks the Bells Palsy started the night before on
02Jan2021. He said he noticed on the night of 02Jan2021 when he was brushing his teeth, he hit a tooth on
that side (clarified as left side) of his mouth with his tooth brush. He hasn't started taking steroids yet, but
will be starting steroids real soon. He clarified his doctor prescribed a Medrol dose pack and Valtrex for the
Bells Palsy. He stated he has not started the Medrol dose pack and Valtrex. He is ordering Lidocaine 1%
viscous for himself, so he can do an internasal sphenopalatine block on himself. He does not know if the
bilateral headache and Bells Palsy were caused by taking the COVID-19 Vaccine. The events required
Emergency Room visit. The outcome of the event Bell's palsy was not recovered, Headache was recovering,
Occipital neuralgia was unknown. Information on the Lot/Batch number has been requested.; Sender's
Comments: A possible causal association between administration of BNT162b2 and the onset of Bell's
palsy/Headache might not be excluded, considering the plausible temporal relationship. The impact of this
report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety
evaluation, including the review and analysis of aggregate data for adverse events. Any safety concern
identified as part of this review, as well as any appropriate action in response, will be promptly notified to
Regulatory Authorities, Ethics Committees and Investigators, as appropriate.
BELLS PALSY January 3, 2021- Slight numbness in tongue and food tasted different, pounding frontal
headache at night and took Tylenol 500 mg for headache relief. January 4, 2021- The slight numbness in
tongue continued and my face started to feel a little different too. I had headaches on and off throughout the
day and evening. January 5, 2021- Woke up to get ready for work and noticed that my right eyelid was a
little swollen and the right side of my mouth looked different. I arrived at work and my right eye was not
closing properly and I was having difficulty blinking. I left work an hour later and went to ER to seek
treatment. I was prescribed Prednisone and Valacyclovir for a seven day course. The first time I had Bells
Palsy was in 1997 when I was 22 years old.
Bell's Palsey- 1-10-21- c/o rt eye not closing all the way the night before, lower lip shifted to left side with
decreased movement and pt reports trouble drinking fluids. Physician assessment- vss, left lower lip
decreased movement rt side, lt sided weakness, some pain in eye, eye red and injected. prescribed
prednisone. Assessment 1-11-21- patient eye droop visibly improved, still left sided weakness and having
issues drinking, due to hx herpes cold sores prescribed famciclovir in addition to prednisone.
R sided Bell palsy
Was working on a shower door and i got dizzy, called my wife (She's a RN) because i didn't feel good. She
came in and said it looked like i had a stroke. She called 911 and i was taken to ER
Left sided Bells Palsy.
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On 01/19/2021 patient was observed to have a slight right facial droop and slight slurred speech, hand grips
were equal, pupils equal and reactive, she had difficulty moving her right leg. 911 activated due to possible
CVA, admitted to the hospital , a MRI was done to rule out a stroke. Readmitted 1/20/21 with the diagnosis
of probable Bell's Palsey. The patient is stable medically at this time. Facial droop remains at this time, she is
able to swallow without difficulty.
Bells Palsy; This is a spontaneous report from a contactable Other HCP (patient). A 63-year-old female
patient received the 1st dose of bnt162b2 (BNT162B2, Lot # EL1284) intramuscular at single dose at left arm
on 29Dec2020 16:30 for Covid-19 immunisation, administered at hospital. Medical history included
hypertension, thyroid disorder, high cholesterol, fibromyalgia, allergy to sulfur drugs and codeine. The
patient was not pregnant. The patient had not experienced Covid-19 prior vaccination. The patient
previously took codeine and experienced drug hypersensitivity. The patient had not received any other
vaccines within 4 weeks prior to the BNT162B2 vaccine. The patient experienced bells palsy on 11Jan2021.
The event resulted in Emergency room/department or urgent care. The event bells palsy has been treated
with steroids. Post vaccination, the patient has been not tested for COVID-19. The outcome of event was
recovering.; Sender's Comments: A possible causal association between administration of BNT162B2 and the
onset of bells palsy cannot be excluded, considering the plausible temporal relationship. The impact of this
report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety
evaluation, including the review and analysis of aggregate data for adverse events. Any safety concern
identified as part of this review, as well as any appropriate action in response, will be promptly notified to
Regulatory Authorities, Ethics Committees and Investigators, as appropriate
Bells Pallsey event Left arm, face, tongue numbness and tingling, slurred speech, no left facial movement
Last approximately 1hr 1/2 then full function returned
Pfizer-BioNTech COVID-19 Vaccine EUA Symptom onset was 2 weeks after second vaccine. Initially started
with 48 hours of neck pain on the left side which then progressed to left sided facial drooping, inability to
taste on front of tongue, decreased tear production in the left eye. Consistent with Bells Palsy. Started
course of methylprednisolone today. No improvement yet.
Received covid vaccine on December 30th. Developed Bells Palsy.
Bell?s palsy on left side (onset 01/24) T/t Valacylovir 1000 mg PO TID x 1 week and prednisone 60 mg PO
Daily x 1 week.
Bells Palsy was diagnosed at hospital at the ED was prescribed steroid, antiviral, and pain medication for
up to 10 days and it has only been 5 days since then. The only improvement seen is that the head pain in the
back of the ear has gone but the right side of the face being droopy is still the same.
G4P1 prior uncomplicated pregnancy 35 +1 weeks pregnant EDD 27 Feb. That night I went to drink and
liquid came out my mouth spontaneously, my left side of face had lost normal wrinkles on forehead,
eyebrow wouldn't lift, eyelid wouldn't blink, cheek couldn't puff, lips didn't smile. Next day (1) slight cheek
numbness noted- resolved Day3 . Day 2 slight difficulty articulating words. Night 3 intermittent sharp outer
ear and mastoid area pain duration 30min and at different times intermittent pulsatile heartbeat and
whistling sound 10 min or less. Day 4 & 6 notable improvements in cheek ability to puff- not fully resolved
though. Day 5 eyelid movement - not fully resolved though. Day 6: less difficulty articulating. Day 1: Spoke
to OB office nurse- offered steroids which I declined & spoke to PCP recommended go to ED, which I declined,
I'm a family physician and had otherwise normal Cranial nerve testing and no other neurological changesseems fully consistent with Bell's palsy. Day 3 had co-worker physician use otoscope - normal exam
bilaterally.
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Patient reports having his flu vaccination in November 2020 and his Pfizer COVID-19 vaccination on
12/22/2020. 10 days later he noticed bilateral leg cramps subsequently leading to numbness in his feet,
weakness in his feet, numbness on side of his legs, both hands and upper back. 2 to 3 days prior to
admission on 1/2/21 he has noticed right-sided facial weakness andhas noticed increasing shortness of
breath on exertion. He was initially seen by PCP who suspected Guillain-BarrT syndrome and had a PFT done
which showed reduced tidal volume and FEV1 He was seen by neurologistand had EMG nerve conduction
studies which confirmed demyelination & patient has been sent to the hospital for IVIG treatment. Per PT
note from 1/30: ""UE ROM: WFL UE Strength: WFL, reports grip weaker from baseline LE ROM: WFL LE
Strength: proximal WFL, ankle DF/ PF 2+/3-/5 ··········· Coordination: reports no deficits with finger to nose B
Sensation: numbness B hands; B feet numbness and reports weight bearing feels like standing on something
squishy Balance: WFL over level surfaces, able to compensate with strength Posture: midline Other: R side
facial droop, able to close R eyelid Bed Mobility: mod independent Transfers: modified independent, no
device; able to perform controlled eccentric lowering stand > sit Gait Level of Assistance: Modified
independent, requires aide device or extra time Assistive Device: None Distance Ambulated (ft): 10 ft Gait: pt
ambulating in room without device, appears mildly unsteady with decreased heel strike with increased foot
flat contact, mild increased lateral postural sway (increased with retrowalk). No frank LOB. Stairs: verbally
reports has been performing stairs sineonset of symptoms, stairs are hard but able to perform, improved
with UE support when available, requires increased time and fatigues quickly Endurance: neuromuscular
fatigue, requires increased rest breaks"" He was admitted to hospital from 1/28-2/2 for 5 treatmens of IVIG.
He had improvement of his SOB and numbness but has not had full resolution of symptoms.""
Patient started she had numbness to tongue area and HA to frontal lobe. Taste to food was different and the
continues of HA and numbness sensation during the day/ evening. She was unable to close her R eyelid and R
side drooping. The HA increased with time after two weeks the R side of the face different mouth and R side
was swollen. She then seek medical treatment at the ER where she received prednisone and valacyclovir for
one week treatment.
The employee was hospitalized on 1/25/21 and is currently being treated for multiple reasons including IVIG
therapy for Guillian Barre.
Bell's Palsy. Symptoms include right sided facial weakness, eye drooping. Onset was around 12:30 on 1/28.
Went to walk in clinic where MD confirmed Bell's Palsy and prescribed Valacyclovir and Prednisone. Started
medications around 5pm on 1/28.
Bells Palsy, facial weakness,
Facial swelling and temporary paralysis to left side of face started 1/10/21. Swelling lasted two days. Facial
paralysis 24 hrs, and facial symmetry still not corrected as of 2/2/2021. Entire facial rash started 1/21/2021.
Rash started on face and moved down neck and chest. I took Benadryl for three days, which didn?t help. I
then started a steroid regimen. 40 mg for three days. 20 mg for three days. I took last dose on Friday,
1/29/21. Rash was resistant to steroid until day three of regimen. Mild shortness of breath occurred 1/23/21,
and lasted no more than an hour.
PATIENT REPORTED HE EXPERIENCED BELL'S PALSY ON 1/22/2021, TWO WEEKS POST 2ND PFIZER COVID
VACCINE. REPORTS HISTORY OF BELL'S PALSY.
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Patient is noticed to have generalized weakness, holding his head towards right side, mild right facial
puffiness with mild left facial droop, and sent to ER, on 1/22/21. Patient also had mild fever for the last two
days and was on Tylenol, blood pressure also remained elevated moderately than the usual readings.
Patient was admitted through ER for 2 days and was discharged on 1/24/21, with a diagnosis of possible TIA,
Todd's paresis post seizure. Patient's CT head and MRI of brain was negative for acute stroke. Patient's left
facial droop and right side facial puffiness resolved over a week but noticed to have right sided pronounced
weakness with moderate swelling on right arm. Patient used to eat by himself,but now not able to do so and
not able to hold cup in the right hand. Patient was again sent to ER for repeat CAT scan of head, further
evaluation and management. Not sure if patient had an adverse reaction to Covid-19 vaccination, but
definitely these symptoms were developed after 2 weeks of receiving Pfizer vaccination, which may be
coincidental. Patient was followed up by the neurologist a week after the discharge from hospital who
couldn't rule out adverse reaction of vaccination. Patient is awaiting for an EEG, carotid ultrasound and Echo
as an out patient.
Bells Palsy possible Guillans Bare
developed Bells Palsy and headache
Guillain Barre syndrome; he had severe right foot drop and was taken to the ER; This is a spontaneous report
from a contactable consumer and nurse. A 70-year-old male patient received the first dose of BNT162B2
(PFIZER-BIONTECH COVID-19 VACCINE, lot/batch number and expiry date were not provided) solution for
injection, via an unspecified route of administration on 08Jan2021 at a single dose for Covid-19 immunization.
The patient's medical history and concomitant medications were not reported. On 18Jan2021, he had severe
right foot drop and was taken to the ER, was seen by an internist and evaluated with an MRI and Xray of the
spine and was scheduled for EMG and MRI of the brain at a later date. A stroke was ruled out and now
wants to know if he has Guillain Barre syndrome (18Jan2021). Outcome of the events was unknown.
Information about Lot/Batch number has been requested.
Loss of muscle control on one side of my face, diagnosed as Bell's Palsy.
Bell's Palsy; progressed to left facial drooping; loss of taste on anterior part of tongue; decreased tear
production in my left eye; started with left neck pain; This is a spontaneous report from a contactable other
health care professional (HCP) (patient). A 23-year-old female patient not pregnant received the second dose
of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of administration Left arm on
09Jan2021 at 04:30 PM as a single dose for COVID-19 immunisation, lot number: EL1283. Medical history was
reported as none. Concomitant medications in two weeks prior to the vaccination included oral
contraceptive pill (OCPs). Patient received first vaccine dose of BNT162B2 (PFIZER-BIONTECH COVID-19
VACCINE) on 19Dec2020 at 04:00 PM at Left arm for COVID-19 immunisation, lot number: EK5730. Patient did
not receive other vaccine in four weeks prior to the COVID vaccine. On 22Jan2021 03:00 PM (Symptom onset
was 2 weeks after second vaccine) patient initially started to experience left neck pain, and then progressed
to left facial drooping, loss of taste on anterior part of tongue, and decreased tear production in her left eye.
Presentation consistent with Bell's Palsy. Patient started a course of methylprednisolone the day of the
report with no improvement yet. Events resulted in Doctor or other healthcare professional office/clinic visit.
Patient had no COVID prior vaccination. Patient was not tested for Covid post vaccination. Patient had not
recovered from the events, at the time of the report.; Sender's Comments: The events left neck pain, and
then progressed to left facial drooping, loss of taste on anterior part of tongue, and decreased tear
production in her left eye are considered possibly related to the suspect product based on temporal
association. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of
Pfizer procedures for safety evaluation, including the review and analysis of aggregate data for adverse
events. Any safety concern identified as part of this review, as well as any appropriate action in response,
will be promptly notified to Regulatory Authorities, Ethics Committees and Investigators, as appropriate.
Bell' Palsy . Right side facial weakness. Sudden onset ten days after vaccine.
Symptoms: Pain in back of neck, right side facial paralysis, swelling, right eye not closing, un even smile.
Went to ER. Diagnosis was Bell's Palsy. Treatment included a course of prednisone and Valtrex and
lubricating eye drops as needed.
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Patient began experiencing left facial droop on 1/31/2021. Diagnosed with bell's palsy on 2/1/2021 and
started on antiviral, PPI, and steroids.
January 30, 2021, began experiencing Bell's Palsy type symptoms. Went to ER on February 1, 2021 where I
was diagnosed and prescribed Prednisone, Valacyclovir and Artificial tears.
Bells Palsy DX on 2/9/2021 Started feeling right sided facial numbness on 2/8/2021 at 4:00 pm. Then noticed
slight right eye droop.
Contrast head CT scan showed a lacunar infarct in the M1 region from MCA; Bell's Palsy; This is a
spontaneous report from a contactable physician reporting for himself. A 71-year-old male patient received
first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Lot number: EL2437), intramuscularly on
13Jan2021 11:00 on right arm at single dose for COVID-19 immunization. Vaccination facility type was at
Clinic. Medical history included Myocardial infarction from 2019, Prostate cancer from 2016 which
biochemical reoccurrence caused his PSA to bump up, Subclinical hypothyroidism, prevention of coronary
artery disease, prevent platelet aggregation, urgency incontenece, asthma symptoms, High Blood Pressure
from 2009 and ongoing, Aortic insufficiency from 2008 and ongoing. Ongoing concomitant medications
included Carvedilol from 2011 for high blood pressure, rosuvastatin from 2015 for prevention of coronary
artery disease, acetylsalicylic acid (ASPIRIN) from 2019 for prevent platelet aggregation, tamsulosin from
Dec2020 for urgency incontenece, levothyroxine from 2011 for Subclinical hypothyroidism, montelukast from
2011 for asthma symptoms. The caller stated that he was a physician and emeritus professor. He received
the Pfizer-BioNTech COVID-19 vaccine 2 weeks ago and developed Bell's Palsy on 24Jan2021 after receiving
this first dose. He had already reported this reaction but he would like to know if there was any safety
information on receiving the second dose after this type of adverse reaction. Patient had ""mentioned"" the
reaction to his HCP but he had not spoken with her about specific guidance on whether or not to receive the
second dose. Patient wished there was a way he could see more information regarding patients who have
reported Bell's Palsy as a reaction to the mRNA COVID-19 vaccine to see if it could be a trend related to
mRNA in the vaccines or if it was statistically insignificant. Patient visited the Emergency Room on
25Jan2021. Patient had a Contrast head CT scan on 25Jan2021. The results were read by the radiologist. The
neuro radiologist also read the results and made a revision. He had two different reports, it showed a
lacunar infarct in the M1 region from MCA. Not causing facial paralysis. There was no defined cause of the
paralysis. Patient was asking if we have a resource on the significance of Bell's Palsy following a vaccine. He
was scheduled to have the booster on 04Feb2021 and needed to know what to do. Treatment was received
for the events included Prednisone and Acyclovir. The outcome of the events were not resolved. Follow-up
attempts are completed. No further information is expected.; Sender's Comments: The Company cannot
completely exclude the possible causality between the reported Bell's Palsy and lacunar infarct, and the
administration of COVID-19 vaccine, BNT162B2, based on the reasonable temporal association. The impact
of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for
safety evaluation, including the review and analysis of aggregate data for adverse events. Any safety
concern identified as part of this review, as well as any appropriate action in response, will be promptly
notified to RA, IEC, as appropriate.""
1/30/2021 Began with spiking BP and extreme pain in right shoulder - taken to ER. Given pain med, BP came
down and sent home. 2/2/2021 - Spiking BP and chest pain, numbness and tingling in hands and feet. - taken
to Medical Center. Admitted. Series of heart and brain assessments done. Each day he got weaker until he
could no longer stand, walk, arm and hand strength depleted and dexterity issues. Spinal Tap on 2/8/2021
revealed Guillain Barre Syndrome 2/12 Admitted to Rehabilitation Center, 2/15 at Hospital plummeting BP,
2/18 return to Rehabilitation Center
2 weeks after second dose of vaccine received I noticed my left eye lazy and loss of taste and feeling on left
side of my tongue . As the day progressed I noticed my left side of face felt different number , my mouth was
not opening wide on left side . I did a telemedicine call with a Dr that referee me to Er where I was
diagnosed with Bell Palsy.
2 weeks after vaccination (2/20/2021) I lost movement of right side of mouth and right eye. Went to ER to
check for possible stroke.
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swelling on the left side of my face; Bell's palsy/ left side can not function properly. I have little eye, mouth
and forehead movement; This is a spontaneous report from a contactable consumer (patient). A 40-year-old
female patient received the first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, Lot number:
EL8982), via an unspecified route of administration (at the age of 40-years-old) on 26Jan2021 10:15 at a
single dose in Left arm for COVID-19 immunization. Medical history was not applicable (N/A). The patient was
not Pregnant at the time of vaccination. The patient's concomitant medications were not reported. The
patient experienced swelling on the left side of my face and Bell's palsy/ left side can not function properly. I
have little eye, mouth and forehead movement on 05Feb2021 10:30. The patient reported, ""I have swelling
on the left side of my face as well as Bell's palsy. My left side cannot function properly. I have little eye,
mouth and forehead movement."" The events resulted in Doctor or other healthcare professional office/clinic
visit, Disability or permanent damage. The outcome of the events was not recovered. The patient did not
receive any other vaccines within 4 weeks prior to the COVID vaccine. No other medications received within
2 weeks of vaccination. Therapeutic measures were taken as a result of the events which included anti-viral
medication and a steroid. The events were assessed as serious (Seriousness criteria-Disabling/Incapacitating).
Prior to vaccination, the patient was not diagnosed with COVID-19. Since the vaccination, the patient has
not been tested for COVID-19.""
Patient developed R sided Bell's Palsy approximately 10 days after vaccination
Patient presented to hospital with increasing SOB, dyspnea on 2/22/21 (vaccine dose on 2/9/21). Patient is
still currently admitted to monitor respiratory status and has been diagnosed with unilateral diaphragmatic
paralysis.
Ballspalsy, right side Eye and facial movement issues, it started gradually a week and a half after my dose
my eye was not blinking in sync with my left eye, gradually started to go down to my face where my lips my
cheek or my eyebrows were not moving when I was talking all my words were slurred and off to the side of
my mouth. When smiling one side trip the far far left the other side stay still. My job had me go to a doctors
up where they diagnosed me with Bell?s palsy it and the doctor advised me to report this. My treatment
plan is antiviral medication and steroids, Valacyclovir 1gm tid, methylprednisolone 4grams qid. I am very
upset and heartbroken every time I look in the mirror I cry because I cannot recognize my face I did read
online that Pfizer did have side effects of bells palsy but I never thought I would get it given my age and
good medical history. I would love for someone to reach out to me I need to know what happens from here.
As a result I have been off of work for a couple days.
Per Patient, he developed facial droop approximately 12-13 days after receiving his first Pfizer COVID-19
vaccine. He called his PCP at the VA, who advised him to present to the ER. Patient states that the ER ruled
out stroke and diagnosed Bell's Palsy. He was prescribed prednisone 20 mg TID x7 days and valcyclovir 1g q8
hours x7 days--he will take his last dose today. Patient stated he has been diagnosed with Bell's Palsy at
least twice in the past, and sustained ""some"" nerve damage from a previous episode.""
Bell's palsy; chest pains; high blood pressure; This is a spontaneous report from a contactable consumer
(patient). A female consumer of unknown age received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19
VACCINE) on 24Jan2021 at single dose for COVID-19 immunisation. Medical history and concomitant
medications were unknown. On 05Feb2021, the patient had bad chest pains (she was not sure if she was
having a heart attack, as reported), high blood pressure, and Bell's palsy. She was scheduled to have her
second dose on 14Feb2021. On unknown date, blood pressure resulted high. The outcome of the events.
Information on the LOT/Batch number has been requested.
Bell's Palsy diagnosis. Following 2nd administration of Pfizer COVID vaccine, 97 year old male found on the
floor by housekeeping. Sent to ER due to cuts and bruises. MRI ruled out Stroke. Patient presented with a
droopy eye & mouth on one side of face. Complained of ear pain on the same side. Patient also tested
positive for COVID without any presenting symptoms via PCR test. Patient's will to live has decreased.
Pt states he developed Bell's palsy two weeks after his first Covid vaccine. He states he saw his PCP. His
PCP recommended he still get the second injection-but to put it off as long as possible. Pt said the symptoms
from Bell's Palsy have entirely resolved.
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Received 1st dose Pfizer-BioNTech vaccine Lot EN9899 exp 03/2021 on 01/18/2021 during CVS onsite clinic for
Assisted Living Facility. Received 2nd dose Pfizer-BioNTech vaccine Lot EN5318 Exp 05/2021 on 02/08/2021
during CVS onsite clinic for Assisted Living Facility. On 02/10/2021 during routine employment screening,
tested positive for COVID-19. On 02/12/2021 reported generalized malaise, otherwise denied symptoms. On
02/21/2021 employer notified by family friend that patient was treated at Medical Center on 02/20/2021
secondary to sudden onset difficulty swallowing, impaired speech, and facial droop. Employer later notified
patient was then admitted to the ICU at aforementioned hospital secondary to dx of CVA.
Bell's Palsy. Pt currently undergoing treatment with prednisone and valacylovir
Resident presented with stroke like symptoms on 2/27/21 and was transferred to the emergency room. She
was diagnosed with Bell's Palsy and sent back to the facility. Resident received 1st dose of Pfizer vaccine on
1/24/21 and 2nd dose on 2/14/21.
On 2/22/2021, started to feel numbing sensation in mouth. On 2/26/2021, left side of face started to become
paralyzed. On 2/28/2021, left side of face became totally paralyzed and went to ER because worried it was a
sign of a stroke.
Second dose of Covid vaccine given on 2/7/21. Administered at central location. Taken to hospital for
possible stroke like symptoms with drooping to right eye and mouth, difficulty swallowing, and feeling odd.
Admitted and treated from 2/18/21 thru 2/22/21.
Left sided facial weakness, tongue feels numb on left side, speech just a little off but no left arm weakness or
anything else. Ear pain on the left side and headache. CT Head done on 2/26/21 at ER resulting in no acute
intracranial process. Diagnosed with Bell's Palsy and started on 7 days of Valacyclovir HCL 1 gram - 3 times a
day and Prednisone 20mg - 3 in the morning for 5 days. Completed course of Prednisone morning of
03/03/2021. Symptoms no better with medications.
Bells Palsy; This is a spontaneous report from Pfizer-sponsored program. A contactable healthcare
professional reported that a patient of unspecified age and gender received BNT162B2 (Pfizer-BioNTech
COVID-19 mRNA vaccine), via an unspecified route of administration, first dose on 27Jan2021 at single dose
for COVID-19 vaccination. The patient's medical history and concomitant medications were not reported. The
patient received first COVID vaccine 27Jan2021 and was diagnosed with Bells Palsy on 10Feb2021. The
outcome of the events was unknown. Information on the lot/batch number has been requested.; Sender's
Comments: Based on the current available information and the plausible drug-event temporal association, a
possible contributory role of the suspect product BNT162B2 to the development of event Bell's palsy cannot
be excluded. The case will be reassessed if additional information becomes available. The impact of this
report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety
evaluation, including the review and analysis of aggregate data for adverse events. Any safety concern
identified as part of this review, as well as any appropriate action in response, will be promptly notified to
Regulatory Authorities, Ethics Committees and Investigators, as appropriate.
face paralysis; This is a spontaneous report from a contactable consumer reporting on behalf of her husband.
A 43 year old male patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE,
Lot number unknown), via an unspecified route of administration on 06Feb2021 (at an unknown age) as a
single dose for COVID-19 vaccination. Medical history was not reported. Concomitant medications were not
reported. The reporter stated her husband received the first dose of the COVID 19 vaccine on 06Feb2021 and
was scheduled for the second dose on 19Feb2021 He woke up today (18Feb) with face paralysis. He went to
the doctor, got a CT scan and other studies, and everything is normal. The reported stated that the doctor
said it was probably the vaccine. Doctor prescribed medication and told him not to get the second dose. Lab
data included CT scan and ""other studies"" on 18Feb2021 which were normal. The clinical outcomes of facial
paralysis was unknown.""
PRESENT OF FACIAL PARALYSIS ON THE RIGHT SIDE OF THE FACE AFTER THE SECOND DOSE OF THE
VACCINE. LOSS OF STRENGTH RIGHT SIDE OF THE FACE FROM EYE TO THE MOUTH. I CAN NOT MOVE THE
LIPS AND CLOSED THE RIGHT EYE.
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Bell's Palsy; This is a spontaneous report from a contactable consumer (patient). A 65-year-old female patient
received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection, lot number:
EN5318, expiration date: May2021), via an unspecified route of administration in the left arm on 31Jan2021
at 12:30 at a single dose for COVID-19 immunization. The vaccination was done at a hospital. The patient's
medical history included Reynold's syndrome (21 years old at diagnosis), Sjogren's (diagnosed at 30 years
old), mixed connective tissue disease (diagnosed around 30 years old), and fibromyalgia (late 40s at
diagnosis). There were no concomitant medications. The patient previously received a tetanus shot for
immunization on an unspecified date and was allergic to the tetanus shot. This happened when she was 21
years old. The patient also got the new pneumonia shot on 12Jan2021 in her left arm for immunization at
the age of 65 years old. The patient got her first dose of BNT162B2 on 31Jan2021. The patient stated she
was supposed to get second vaccine 21Feb2021 but that she went to emergency room 13Feb2021 with
extreme right eye pain and numbness in lip. She was diagnosed with Bell's palsy. The patient stated that she
was not admitted to the hospital, and she just seen in the emergency room. It was reported that it initially
worsened, that her eyes were definitely worse until a week later she was scheduled to see her physician
and on Wednesday 17Feb2021 she started taking eye drops and now they have not gotten any worse. The
doctor said it was not known if it was caused by the vaccine, and stated the patient has certain autoimmune
problems Reynaud's, Sjorgen's and mixed connective tissue disorder, all diagnosed prior to vaccine. The
patient had no family history relevant to the event. There were no relevant tests. The outcome of the event
was not recovered.
I developed Bell's Palsy 13 days after injection.
Bell's Palsy (left side of face paralysis); This is a spontaneous report from a contactable healthcare
professional (patient). A 35-year-old female patient received the 2nd dose (at the age of 35-year-old) of
bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE lot# EL8982), via an unspecified route of administration on
the left arm on 05Feb2021 at SINGLE DOSE for COVID-19 immunization. The patient had no known allergies
and medical history reported as none. There were no concomitant medications. The patient was not
pregnant (including the time of vaccination). The patient received the first dose of bnt162b2 (PFIZERBIONTECH COVID-19 VACCINE lot# EL1283), via an unspecified route of administration on the left arm on
15Jan2021 09:30 (at the age of 35-year-old) for COVID-19 immunization. The patient developed Bell's Palsy
(left side of face paralysis) on Friday afternoon 19Feb2021 (2 weeks after second dose of the vaccine). The
patient went to the doctor or other healthcare professional office/clinic visit and Emergency
room/department or urgent care due to the event (which was considered as serious disability or permanent
damage). The emergency room (ER) doctor prescribed valacyclovir and prednisone. Outcome of the event was
not recovered.; Sender's Comments: Based on temporal relationship and known drug safety profiles, a
possible contributory role of suspect drug cannot be excluded for the reported event Bell's Palsy. The impact
of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for
safety evaluation, including the review and analysis of aggregate data for adverse events. Any safety
concern identified as part of this review, as well as any appropriate action in response, will be promptly
notified to Regulatory Authorities, Ethics Committees and Investigators, as appropriate.
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Bell's palsy; This is a spontaneous report from a contactable consumer (patient's wife). A 45-year-old male
patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: EL3247), via
an unspecified route of administration on 02Feb2021 at 11:00 at a single dose on left arm for COVID-19
immunisation. Medical history included ongoing systemic lupus erythematosus (Lupus), ongoing hypertension
(High Blood Pressure), ongoing gout and hip arthroplasty from Dec2020 to an unknown date; all diagnosed
about 20 years ago. Concomitant medications included allopurinol, atorvastatin, benzonatate,
chlorthalidone, apixaban (ELIQUIS), hydrocodone bitartrate, paracetamol
(HYDROCODONE/ACETAMINOPHEN), hydroxychloroquine, iron, loratadine, losartan potassium,
mycophenolate mofetil, omeprazole, paricalcitol, prednisone, spironolactone and valacyclovir [valaciclovir]
and vitamin D NOS. The reporter's husband had a reaction to the vaccine. She was wondering if it is ok to
have the second dose. He got paralysis, Bell's Palsy on 14Feb2021. She clarified vaccine as COVID19 Vaccine.
She would like any information available about second dose after having Bell's Palsy with the first dose. The
outcome of the event was not recovered.
Bell's Palsy diagnosed March 10, 2010
PATIENT RECEIVED SHOT ON 2/25/2021 AND ON 3/7/2020 PT STARTED SHOWING SIGNS OF BELL'S PALSEY
weakness, cannot walk, swelling of extremities, could not swallow, gallbladder enlarged and removed,
hospitalized for 14 days. Gullian barre syndrome.
patient reported me to his primary care provider he got his covid 19 vaccine Pfizer through department of
health, he was diagnosed of Bells palsy thereafter and treated
Client was taken to the Emergency Room. He was diagnosed with Bell's Palsy.
His left eye started looking funny on Thursday night, 2/25/21. Friday morning the left side of his face wasn?t
able to smile. Took him to medical center where, after CT scan and blood work, he was diagnosed with Bell?s
palsy. Unfortunately the treatment for this is a steroid and antiviral medication. By Sunday night he was
exhibiting signs of mania.
Patient reported have a slight left sided mouth droop on 3/8/2021- went to ER states EKG, CXR, and CT of
head all negative. Kept overnight and had MRI 3/9/2021 in AM revealed ""mini stroke"" TIA per neurology.
She was discharged with Plavix and Lipitor. Has follow up appointment with neurologist 4/8/2021 and
cardiologist 4/1/2021. Patient states she was on Amiodarone and Bystolic prior to having this TIA. Patient is
scheduled for second dose of vaccine 3/19/2021 and wants to receive it. She is cleared to receive from our
stand point. Please reach out via email or phone if you guys disagree.""
12 hours after receiving a shot I woke up from a sleep and when I went to walk her right leg collapsed under
her. She hit her head at that point. Her leg remained unable to bear weight and Monday morning we went
to the emergency room where they diagnosed her with a stroke. Her right leg is paralyzed and her right
side weak.
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Developed Guillian Barre Syndrome with Miller Fisher variant; Bell's palsy; This is a spontaneous report from
a contactable physician (patient). A 65-year-old male patient received the second dose of BNT162B2
(BNT162B2, lot number was not reported), intramuscular, on 08Jan2021 at a single dose for COVID-19
immunisation. He received the vaccine at a school/student health clinic. The patient did not have COVID
prior to vaccination. He did not receive any other vaccines 4 weeks prior to receiving BNT162B2. Medical
history included hypertension and hypercholesterolemia, both were from unspecified dates and ongoing.
Concomitant medications included ramipril (ALTACE) for hypertension, rosuvastatin calcium (CRESTOR) for
hypercholesterolemia, acetylsalicylic acid (ASPIRIN), loratadine (LORATIDINE), evolocumab (REPATHA) for
hypercholesterolemia. The patient previously received the first dose of BNT162B2 (BNT162B2, lot number
was not reported), intramuscular, on 18Dec2020 for COVID-19 immunisation, at the age of 65-year-old. It was
reported that patient developed Guillian Barre Syndrome with Miller Fisher variant 10 days (as reported)
after receiving the 2nd dose of the COVID vaccine on 18Jan2021. He lost the ability to use his hands/legs. He
received 2 g/kg of IVIG over 4 days starting on 21Jan2021. At the time of initial report (02Mar2021), he was
recovering in an inpatient rehab center. The patient also experienced Bell's Palsy on 24Jan2021. The patient
further reported that all started with a headache on 18Jan2021 and then he began to lose the ability to use
his hands and legs. So, he visited the ER (emergency room) on 20Jan2021 and got hospitalized. On
22Jan2021, he was completely unable to walk. On 24Jan2021, he was also diagnosed with Bell's Palsy which
was still ongoing at the time of report. The patient stated that he just got out of the inpatient rehab center
on 03Mar2021. At the time of follow-up report (04Mar2021), he stated that he feels better but it is not
recovered yet. The patient had undergone laboratory tests and procedures on 20Jan2021 which includes:
Blood test: normal, Urine test: normal, CR Protein: elevated, Covid19 test: negative, CT (computer
tomography) Scan: normal, MRI (magnetic resonance imaging): normal. It was reported that adverse event
Guillain Barre Syndrome with Miller Fisher variant required visit to ER. The patient was hospitalized for
Guillian Barre Syndrome with Miller Fisher variant from 20Jan2021 to 03Mar2021. The patient received
treatment for Guillian Barre Syndrome with Miller Fisher variant, while he did not receive any treatment
for Bell's palsy. Outcome of the event Guillian Barre Syndrome with Miller Fisher variant was recovering,
while outcome of Bell's Palsy was not recovered. Information on batch/lot number was requested.; Sender's
Comments: Based on the available information, a possible contribution of the drug to the events Guillian
Barre Syndrome with Miller Fisher variant and Bell's palsy cannot be excluded. The impact of this report on
the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation,
including the review and analysis of aggregate data for adverse events. Any safety concern identified as part
of this review, as well as any appropriate action in response, will be promptly notified to Regulatory
Authorities, Ethics Committees and Investigators, as appropriate.
developed guillain-barre syndrome 2 weeks following 2nd vaccine administration. unclear if vaccine is the
cause.
Stroke and Bell's Palsy
Bell's Palsy second occurrence. First occurrence 12/18 Numb toes on both feet
Developed Bell's Palsy; This is a spontaneous report received from a contactable consumer (patient himself).
A 48-year-old male patient received second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE,
Solution for injection, lot number; EN6200) via an unspecified route of administration on 11Mar2021 at 09:00
am at single dose on left arm for COVID-19 immunisation. Patient's medical history included down syndrome
and No known allergies. Patient's concomitant medications (other medications in two weeks) included
ascorbic acid (VITAMIN-C), glucosamine, chondroitin, vitamin d and IND. Patient previously took historical
vaccine included first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number; EN6208) on
18Feb2021 at 09:00 am at single dose on right arm for COVID-19 immunisation. Patient developed Bell's
Palsy on 21Mar2021 at 12:15 pm. This was 10 days following the 2nd dosage of the Pfizer vaccine. There was
no previous health history of Bell's Palsy. The adverse event resulted in doctor or other healthcare
professional office/clinic visit. No treatment for adverse event. If covid was present prior vaccination and if
covid was tested post vaccination was reported as no. The outcome of event was not recovered.
Information on the lot/batch number is requested.
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On 3/19/21, presented to ED with new right facial droop and numbness. CT head negative, neurology consult
and thought to be Bell's Palsy. Discharged home on Solumedrol 5 day pack. Patient noted asymmetry in her
taste sensation and then started to have R sided facial pain, followed by R sided facial droop. On 3/23/21,
brain MRI showed no acute infarction, intracranial hemorrhage or mass lesion, very minimal asymmetric
enhancement of the labyrinthine segment of the right facial nerve as compared to the left side.
DETAILS OF HOSPITAL STAY: PRESENTING PROBLEM: Stroke-like symptoms [R29.90] HOSPITAL COURSE: A 63
y.o. male who presented with chief complaint of left facial droop, left forehead droop and slurred speech.
Patient reports his symptoms started on Saturday and failed to improve. He contacted his PCP and he was
recommended to go to the ER for evaluation. Patient had his COVID-19 vaccine-1st dose 2 weeks prior and
was concerned that he might be having 1 of the rare side effects from the vaccine. On admission patient had
normal vitals. His labs were within normal limits. Patient's presentation was discussed with Neurology who
recommended admission for stroke workup given his comorbidities-hypertension, hyperlipidemia, diabetes
and obesity. Patient received 1 dose of prednisone 80 mg in the emergency department for treatment of
Bell's palsy (patient's symptoms more consistent with Bell's palsy presentation). Patient was admitted to
medicine service for workup of stroke with MRI brain without contrast and monitoring for any worsening of
neurological symptoms. Patient's CT head on admission was negative for any acute abnormality. CTA head
and neck showed near occlusion of intracranial left vertebral artery. MRI brain without contrast was
negative for acute infarct. Patient's facial paralysis slightly improved with 1 dose of 80 mg prednisone.
Patient's presentation was consistent with Bell's palsy. Patient worked with PT OT and speech therapy and
was recommended outpatient physical therapy and speech therapy. He was discharged home in stable
condition on oral prednisone 80 mg daily for 7 days and valacyclovir 1000 mg 3 times a day for 7 days.
Patient was recommended to follow-up with Ophthalmology as outpatient for possible left eye patch if his
symptoms fail to improve. Patient's Lipitor dose was increased to 40 mg daily from 10 mg daily due to
finding of atherosclerotic changes on CT head and neck. Active Issues Requiring Follow-up Issue: Bell's palsy
and abnormal finding on CT head and neck. Recommended follow-up provider/specialty: PCP What is needed:
1. Referral to Ophthalmology for an eye patch if symptoms fail to improve. 2. Referral to neurovascular
surgery for CT head and neck findings. 63-year-old male with history of hypertension, hyperlipidemia and
diabetes mellitus admitted for workup of stroke-like symptoms.
* Stroke-like symptoms Assessment &
Plan Patient presented with left-sided facial droop, left forehead droop and slurred speech. - CT head on
admission showed no acute intracranial process. - CTA head and Neck shows near occlusion of intracranial left
vertebral artery. Patient reports his symptoms started 3 days ago. Patient's presentation appears similar to
Bell's palsy. He received 80 mg of prednisone in the emergency department. Patient's symptoms were
discussed with stroke Neurology who recommended MRI brain without contrast to rule out possible stroke
given his underlying comorbidities-hypertension, hyperlipidemia and obesity. Plan: - will obtain MRI brain
w/o contrast. - Check A1c and Lipid profile - continue Aspirin and statin. - monitor on tele - Neurochecks q4h
Bell's palsy Assessment & Plan Patient has loss of left forehead wrinkles, left eyelid droop, droop of his left
corner of the mouth. Patient's presentation more consistent with Bell's palsy. Patient reports that he had
COVID 19 vaccine 2 weeks prior to developing symptoms and read it as one of the rare side effects online.
Patient received one dose of Prednisone 80 mg in the ED. Will continue with Prednisone taper until MRI
results are back. SLP ordered. Patient advised on following with ophthalmology for eye patch.
Progressive ascending paralysis consistent with Guillain-Barre Syndrome. At time of hospitalization, patient
was unable to walk. Diagnosis confirmed by spinal tap. IV IG therapy administered for 5 days post diagnosis
with significant alleviation of symptoms. As of the date of this filing patient is near completion of at-home PT
and has regained the ability to walk using a cane, but recovery is ongoing.
approximately 10 days post vaccine shot, onset of headaches and tiredness for two days. On the 12th day, I
ended up with facial droop and being rushed to the emergency room. Ct. scan and subsequent mri ruled out a
stroke and diagnosis after spending two days at hospital was Bells Palsey.
Paralysis (CMS/HCC) death
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she developed Bell's Palsy; This is a spontaneous report from a contactable consumer (patient). An 83-yearsold female patient received first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, Formulation:
Solution for injection) dose 1 via an unspecified route of administration on 05mar2021 as single dose for covid19 immunisation. Medical history included facial paralysis from Mar2021 to an unknown date. The patient's
concomitant medications were not reported. She was supposed to receive her second dose on 26Mar2021
but the week before on 19Mar2021 she developed Bell's Palsy (medically significant) and her doctor
suggested waiting 14 days after finishing her steroids before receiving the second dose. She is wondering
does she have to wait the 14 days after finishing the steroids or can she get it 12 days after finishing the
steroids. The patient went to the doctor on 22Mar2021. She said she had difficulty drinking water from a
cup and her mother had Bell's Palsy, so we were familiar with what it was. The event difficulty drinking
water from a cup assessed as non-serious. She is going to see a neurologist. Therapeutic measures were
taken as a result of she developed bell's palsy. The outcome of the event was unknown. No follow-up
attempts are needed. No further information is expected.
I got an Embolic stroke on 4/4/2021- 9 days after I got the vaccines from Hospital. On 4/3/2021 afternoon, I
suddenly couldn?t see well, felt dizziness. At 3 AM on 4/4/4021, called 911 because I couldn?t feel my left
side. I couldn?t see well on my left eyes, couldn?t feel left hand, left leg, left face, and the rest of my left
side are numbed and I am not able to move after I was brought to the hospital. I am now at rehab Center.
complete body went paralyzed; lost vision; throwing up; fever; This is a spontaneous report from a
contactable consumer. A 41-year-old male patient received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE,
lot number: En6207), dose 1 via an unspecified route of administration, administered in left arm on
23Mar2021 08:30 as single dose for covid-19 immunisation. Medical history was reported as none. There
were no concomitant medications. The patient started throwing up, fever, complete body went paralyzed
and lost vision all it the ER on 05Apr2021 13:00. The events were resulted in emergency room /department
or urgent care. There is some treatment (saline and ondansetron) for the events. The patient did not have
covid prior vaccination, did not test covid post vaccination. The patient received Covid test post vaccination
via Nasal Swab on 05Apr2021, covid test result was negative. There is no known allergies, no other medical
history, no other vaccine in four week, no other medications in two weeks. The outcome of the events was
resloving.
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Bell's Palsy/facial paralysis; Bell's Palsy/facial paralysis; This is a spontaneous report received from a
consumer (patient's husband). A 78-year-old female patient received BNT162B2 (Pfizer-BioNTech COVID-19
mRNA vaccine), dose 1 via an unspecified route of administration, at age 78 years, administered in right
bicep on 16Mar2021 09:00 (Batch/Lot number was not reported) as single dose for COVID-19 immunization.
Patient's medical history includes bells palsy from 1997, lower right lobe of her lung removed in 2016, and
removed for carcinoid tumor on an unspecified date. Patient did not have prior vaccinations in 4 weeks.
Concomitant medications were none. There were no other vaccines administered on the same date as the
suspect. Patient previously too quite a few medications but she hasn't been taking for years or that would
affect it. It was reported that patient and the reporter received first dose on 16Mar2021 at 09:00 AM in the
right bicep as recommended by the pulmonologist and oncologist. It was reported that on 29Mar2021, also
reported as ""13 days later from vaccination"", facial paralysis started around noon. At the time of report,
patient was experiencing Bell's Palsy from 29Mar2021 and asking for recommendation for second dose.
Patient was also officially diagnosed with Bell's Palsy when she went to the ER on 31Mar2021. Patient has
seen the doctor and been to the ER and the doctor refused to comment saying he had no opinion, they had
asked him if she should do the second dose and he said he had no opinion. Reporter relayed that on the
website there is no specific notable balance in the numerical groups to suggest a causal relationship to the
vaccine. Reporter was asking if the second dose was prohibited, stating patient was scheduled for 06Apr2021
which is 21 days after her first dose. Patient's husband spoke from the FDA's briefing document that ""Bell's
palsy was reported by four vaccine participants and none in the placebo group. These cases occurred at 3, 9,
37, and 48 days after vaccination,"" and mentioned that there have been 4 reports of Bell's Palsy during the
study and 1 of those was after the first dose and 3 were after the second dose. They wanted to know if it is
allowed should she get it or could it be rescheduled to a later date. For tests, no testing was done they just
did a visual exam on an unspecified date. Vaccine was not administered at Facility. The outcome was
unknown. Information about lot/batch number is requested.""

10-14 days

Bell's Palsy; This is a spontaneous report from a contactable consumer. A 57-year-old male patient received
bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection), dose 1 via an unspecified route of
administration, administered in Arm Left on 23Mar2021 01:30 (Batch/Lot number was not reported) as
SINGLE DOSE for covid-19 immunisation. Medical history included ADHD, depression, High Blood Pressure,
high cholesterol, Allergies to medications, food, or other products:Penicillin. Concomitant medications
included losartan (LOSARTAN); paroxetine hydrochloride (PAXIL CR); atorvastatin calcium (LIPITOR
[ATORVASTATIN CALCIUM]); amfetamine aspartate, amfetamine sulfate, dexamfetamine saccharate,
dexamfetamine sulfate (ADDERALL); all taken for unspecified indications, start and stop dates were not
reported. On 04Apr2021 12:00, the patient experienced Bell's Palsy. The patient did not receive treatment
for the event. The outcome of the event was not recovered. Information about batch/lot number has been
requested.

10-14 days

Bell's Palsy with headache; Bell's Palsy with headache; This is a spontaneous case from a contactable
consumer (patient). A 35-year-old female patient (non-pregnant) received first dose of BNT162B2 (PFIZERBIONTECH COVID-19 VACCINE, Lot number EN6204, expiration date unknown), via an unspecified route of
administration, administered in left arm on 17Mar2021 at 15:00 at the age of 35-year-old at a single dose for
COVID-19 immunisation at doctor's office/urgent care. Medical history included pcos (Polycystic ovarian
syndrome), obese and bactrim allergy. Patient did not receive any other vaccines within 4 weeks prior to the
COVID vaccine. The patient did not receive any other medications within 2 weeks of vaccination. The
patient's concomitant medications were not reported. Patient did not receive any other medications within
2 weeks of vaccination. The patient experienced bell's palsy with headache on 28Mar2021 at 23:30. Adverse
event resulted in doctor or other healthcare professional office/clinic visit, emergency room/department or
urgent care. Received prednisone medication for the adverse events. Prior to vaccination, patient was not
diagnosed with COVID-19. Patient has been tested for COVID-19 after the vaccination. Covid test type post
vaccination: Nasal Swab, Covid test name post vaccination: covid test on 26Mar2021. Covid test result:
negative. The patient was recovering from the events. Follow up attempts are needed. Information on
batch/lot number was obtained.
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Bell's Palsy; Persistent headache; This is a spontaneous report from a contactable consumer (patient). A 61year-old female patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Batch/Lot number was not
reported), dose 2 via an unspecified route of administration, administered in Arm Left on 27Mar2021 12:00
(at the age of 61years) as single dose for Covid-19 immunization. The patient received the first dose of
BNT162B2 on 06Mar2021 12:00 (at the age of 61years) for Covid-19 immunization. The patient is not
pregnant at the time of vaccination. The patient was not diagnosed with COVID-19 prior to vaccination. The
patient did not receive any other vaccines within 4 weeks prior to the COVID vaccine. The patient's medical
history was not reported. Concomitant medication included escitalopram oxalate (LEXAPRO) taken for an
unspecified indication, start and stop date were not reported. It was reported that the patient experienced
Bell's Palsy 10 days later. It was further reported that the patient had a persistent headache from date of
second vaccine to now (pending clarification), including onset of Bell's Palsy. The onset date of adverse events
was 07Apr2021 (11:00 AM) (as reported). The adverse events resulted in Emergency room/department or
urgent care. The patient was treated with steroids and anti-viral. The patient has not been tested for COVID19 since the vaccination. The outcome of events was not recovered. Information on the lot/batch number
has been requested.
she could have partially had a stroke; She woke up and her left hand and arm were numb; left arm hurts a
couple of days ago; Her hand is now cramped up, and she cannot bend it, almost like someone who has
cerebral palsy.; she could not use her left hand; Her hand is now cramped up, and she can not bend it, almost
like someone who has cerebral palsy./all her fingers are cramped and she cant open them and her hand is in
a brace; radial nerve palsy; This is a spontaneous report from a contactable consumer or other non hcp. A 61years-old female patient received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE; Solution for injection, Lot
Number: EN6198) via an unspecified route of administration, administration in left arm on 19Mar2021 as
SINGLE DOSE for covid-19 immunization. Medical history was not reported. There were no concomitant
medications. On 01Apr2021, she woke up and her left hand and arm were numb. She went to the hospital,
and they told her she could have partially and had a stroke. Three days after receiving the first dose of the
Covid vaccine, she could not use her left hand. Her hand was now cramped up, and she could not bend it,
almost like someone who had cerebral palsy. She stated that after the first dose her left hand went numb,
and she went to the hospital and was diagnosed with radial nerve palsy. She stated that all her fingers are
cramped, and she can't open them, and her hand was in a brace. She stated that she would have to do
physical therapy. It was her left hand, the same arm that she got the first dose of the Covid vaccine in. She
could not move her left hand. She was really annoyed about it, and she was scared. The patient stated that
she had a grandson and a daughter. This vaccine was the best possible way to prevent Covid. She had
always got vaccines. Upon follow-up received on 09Apr2021, she was calling about the Pfizer Covid vaccine.
She does not have a ride to get her second dose of the Covid vaccine on Saturday morning. She does not
know the name of the facility where she was supposed to go. She was asking for help with an (cab service).
She thought she was calling her county. She would call her county and ask for help with a ride. She had a
reaction after her first dose of the Covid vaccine. She received the first dose on 19Mar2021. She does not
know if it was because of the Covid vaccine. She was asking if she should get the second dose of the Covid
vaccine in the same arm as last time. She wanted to get the second dose of the Covid vaccine in the same
arm as last time, so that she does not mess up the other side of her body. She was asking what was going on
with her arm. She was asking if thaws had anything to do with the Covid vaccine. Upon follow-up received
on 09Apr2021, she scheduled second dose due on 10Apr. Her left arm hurts a couple of days ago, it ended her
going to the hospital. She called to ask if it had something to do with the Covid vaccine. The event
hypoaesthesia, cerebral palsy, muscular weakness, muscle spasms outcome was reported as not recovered.
The event cerebrovascular accident, pain in extremity, radial nerve palsy outcome was reported as
Unknown. The action taken in response to the events for bnt162b2 was not applicable. Therapeutic
measures were taken as a result of her hand was now cramped up, and she cannot bend it, almost like
someone who had cerebral palsy. (cerebral palsy). Follow-up (09Apr2021): This follow-up spontaneous report
from a Pfizer-sponsored program. A contactable consumer (patient) reported that: New significant
information.
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Bell's Palsy; This is a spontaneous report from a contactable consumer (patient). A 42-years-old male patient
received first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE; Batch/Lot Number: ER8732), via an
unspecified route of administration, administered in Arm Right on 26Mar2021 14:30 (at 42-years-old) as
single dose for COVID-19 immunization. Medical history included Ankylosing Spondylitis and Iritis. Patient
had no known allergies. Patient had no covid prior vaccination. Patient was not tested with covid post
vaccination. Vaccination facility type was School/Student Health Clinic. Concomitant medications included
certolizumab pegol (CIMZIA); brimonidine tartrate. The patient experienced bell's palsy on 06Apr2021 08:00
with outcome of not recovered. Event resulted in Emergency room/department or urgent care. Treatment
given was Methylpred Na Succinate, Prednisone, and Acycolvir.
TIAs; Face, from the nose down looked like teeth were melting; so disoriented, she didn't know where she
was, she didn't feel like herself; since this happened she makes mistakes; This is a spontaneous report
received from a contactable consumer (patient). A 74-years-old female patient received first dose of
BNT162B2 (Solution for injection, PFIZER-BIONTECH COVID-19 mRNA VACCINE; Lot Number: EN6205), via an
unspecified route of administration in the upper right arm on 06Mar2021 at 17:30 (at the age of 74-year-old)
as a single dose for COVID-19 immunisation. The patient's medical history included type 2 diabetes mellitus
diagnosed in 1998-1999, high blood pressure diagnosed about 3 years later from Diabetes Type 2, like 2002
and little bit obesity. The patient family medical history included that her mother passed in 2008 and was
admitted to hospital where she had TIA maybe in 2005. The patient's concomitant medications were not
reported. The patient was not administered additional vaccine on same date as suspect vaccine. The patient
did not receive any other vaccine within 4 weeks prior to the vaccine. The patient family medical history
included that her mother passed in 2008 and was admitted to hospital where she had TIA maybe in 2005. On
19Mar2021, the patient woke up so disoriented, she didn't know where she was, she didn't feel like herself,
felt weird. She was staring out the window, and she daughter called her on the phone and caller told
daughter she was feeling crazy, that morning was feeling weird and her daughter informed it was not
morning it was in the evening and patient did not sound right. The patient's face from the nose down, looked
like her teeth were melting, both cheeks looked like they were melting. She said her bottom lip was turned
out and down, sagging, drooping. On 19Mar2021, about 18:30, the patient went to emergency room and
was admitted to the hospital on 19Mar2021 around 21:00-22:00. On 19Mar2021 around 21:00-11:00, while
she was in the hospital, her sugar had gone up to 310, hard time bringing her sugar down and blood pressure
was way up, way higher than normal. In the hospital the patient was told she had transient ischaemic attack
(TIA). The patient was discharged on 21Mar2021. The patient informed that since it happened she was
making mistakes. The patient received the second dose of BNT162b2 (PFIZER-BIONTECH COVID-19 mRNA
VACCINE; Solution for injection and Lot Number: EP6955) via an unspecified route of administration in the
upper right arm on 27Mar2021 as single dose for COVID-19 immunization. The informed that the she waited
until after she received her second dose to inform about the events just in case something else happened.
She stated she was fine now, everything was ok and stated she did believe the events were related to the
vaccine. The patient followed up with her primary doctor, talked to him about her experience and going into
the hospital. He instructed her to call Pfizer and let them know of her experiences. The patient underwent
lab tests and procedures which included Computerised tomogram scan, Magnetic resonance imaging on
unspecified date in Mar2021 and sugar 310 and hard to bring down, blood pressure was way up on
19Mar2021. The outcome of event since it happened she made mistake was unknown and rest all events
was recovered on an unspecified date 2021.
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new numbness and pins & needles in left leg; It causes paralysis in muscles; CPK increased; This is a
spontaneous report from a contactable consumer (patient). This 60-year-old male consumer received second
dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) on 26Mar2021 at single dose in right arm for COVID19 immunisation at the age of 60-year-old. Medical history and concomitant medications were unknown.
Historical vaccine included fatigue with BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) on 05Mar2021 for
Covid-19 immunisation at the age of 60-year-old (1st dose, at 09:30, leftarm). The patient got up one day and
legs where paralyzed on 08Apr2021. The patient kept trying to stand and walk thinking it was just legs
fallen asleep, but the patient was falling every time she would try to walk it off. On 08Apr2021 at 07:30,
new numbness and pins and needles in left leg. The patient was hospitalized due to the events and they
were considered as disabiliting and life-threatening. The patient then had a bad moment when on his way to
leave for pcp appt (as reported), a steel cabinet fell on him. The patient was taken by ems to trauma unit in
Hospital. Creatine phosphokinase (CPK) levels were over 2,000 on unknown date. The outcome of Creatine
phosphokinase increased was unknown, the patient was recovering from other events. Information on the
Lot/Batch number has been requested.

10-14 days

lower right side of his face drooping and unable to move it/ Bell's Palsy; This is a spontaneous report from a
contactable consumer (patient). A 27-year-old male patient received the first dose of BNT162B2 (PFIZERBIONTECH COVID-19 VACCINE lot number: ER8733) via an unspecified route of administration, administered
on the left arm on 29Mar2021 11:30 at a single dose for COVID-19 immunisation. The patient's medical
history was not reported. There were no concomitant medications. The patient previously took amoxicillin
and experienced allergies. On 10Apr2021 09:00 AM, patient woke up with lower right side of his face
drooping and unable to move it. Urgent care advised going to ER, he was put in a stroke protocol, MRI
proved it to be Bell's Palsy; ruled out stroke, brain tumors, all blood work normal, echocardiogram normal.
No Lyme. No other events or health issues, only change was taking the vaccine. The event resulted in
emergency room/department or urgent care visit and hospitalization for 1 day. Therapeutic measures were
taken as a result of the event which included valaciclovir (VALTREX) and prednisone (and lots of tests). COVID
test post vaccination on 10Apr2021: nasal swab negative. The facility where the vaccine was administered
was in a pharmacy or drug store. The patient did not receive any other vaccines within 4 weeks prior to the
COVID vaccine. There were no other medications the patient received within 2 weeks of vaccination.
Outcome of the event was not recovered.

10-14 days

left-side facial drop with left mouth corner; stroke symptoms; transient mild headache; blurry vision; left side
of tongue affected; slurring speech; felt confused; drowsy; This is a spontaneous report from a contactable
consumer (patient). This 17-year-old female patient received the 1st dose of BNT162B2 (PFIZER-BIONTECH
COVID-19 VACCINE, lot number: ER8734), via an unspecified route of administration in the right arm at 17
years old on 30Mar2021 at single dose for COVID-19 immunization. Medical history included acquired brain
injury (C-PVL) from pneumococcal strep infection, hypoxic ischemic encephalopathy, premature birth,
quadriplegic dyskinetic cerebral palsy. Concomitant medications were none. The patient was not pregnant at
time of vaccination. The patient previously received T-Dap vaccine at 10 years old and had prolonged
migraine reaction. 12 days after, the patient developed stroke symptoms with transient mild headache,
blurry vision, and left-side facial drop with left mouth corner and left side of tongue affected causing slurring
speech also felt confused and drowsy which lasted for 8 hours. Events were started on 11Apr2021 at 03:30
PM. Events resulted in: Doctor or other healthcare professional office/clinic visit, Emergency
room/department or urgent care. The patient went to ER, they did stroke work-up. No evidence of stroke.
The patient received treatment including CT scan, MRI, EKG, labs. The patient had no covid prior vaccination,
no covid tested post vaccination. Outcome of the events was recovering.
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Presented to the ED with cc of left sided facial and LUE numbness and weakness x 1 days. Patient received
her COVID-19 vaccination on 12/30/2020 around 1PM. Immediately after the injection in her left shoulder,
she began to feel warmth and numbness in her left shoulder, arm, neck, face, and chest. She reports later
experiencing nausea, palpitations, and left arm weakness. Her symptoms persisted, and her family noted a
left sided facial droop which prompted her ED visit. In the ED, patient was noted to have some left sided
facial droop and left arm and leg weakness. CT head and CTA showed no acute abnormalities. Tele-neurology
was consulted who recommended admission to rule out acute stroke. Ultimately, work up was negative and
symptoms resolved. Symptoms appear to be related to the vaccine.
After the fever of 40C, chills, tiredness, nausea, headache. Started to feel pain on the left side of my face.
Next day the pain has spread to my neck and ear. On day number three they felt numb, day number four lots
of pain on my jaw. Day number 5 I couldn't even swallow and had difficulty breathing. When I looked in the
mirror the left side of my face was very swollen like a ball and my face looked like it was paralyzed. I went
to the ER where I was seen, but it remains the same days afterwards. My cheek doesn't look the same, looks
bigger and the eye is droopy, my neck and ear hurts, it is difficult to swallow. My left arm is numb and
swollen.
Severe joint and muscle paralysis. Fever for 24 hours. Remained in bed for 2 days.
Severe leg cramps. Temporary paralysis of both legs. Intense pain in both legs and feet. Several episodes
lasting approximately 10 minutes
HEADACHE, BODY PAIN FIRST THREE DAYS; DAY FIVE: BELL PALSY-PARTIALFACIAL DROP
Left sided Bell's palsy
Sore Arm immediately after shot for several days Bell's Palsy 19 days after injection (reporting this since CDC
web site specifically asked for reports of Bell's Palsy after vaccination)
started getting numbness in hands-fingers and lips and then numbness to feet and fell to ground with
inability to walk - no strength in legs knees or arms. left facial drooping and slurring of speech and severe
weakness -paralyzed
The morning of 3/29/2021 patient noticed right side facial drooping/paralysis around 8:30am. Her vaccine
dose of COVID-19 (Janssen) was given on 3/8/2021. Patient was seen by her general practitioner on
3/29/2021. He ordered a brain CT with contrast. Patient is awaiting results. She was given prednisone 10mg
twice daily. She is going to follow up with physician today (3/31/2021).
Patient reported to her doctor's office today with symptoms consistent with Bell's Palsy. She stated that the
facial symptoms started mid morning today on 4/5/21. Last week ( week of 3/28 to 4/3) she reports that she
felt ""weird"". She felt as if there were cool water running under her skin at all times. She also states that
when anything touches her skin, it feels very cold. For example, when running her hands under warm water,
it feels like ice water on her hands. When setting her bare arms on her desk, it feels as if they are being set
on ice and when her pants rub against her legs it feels as if they are wet and cold. She also stated that the
top 1/3 of her back was tingly and felt as if she had applied Biofreeze to it, but she had put nothing on her
back. Her tip of her tongue feels as if it is ""burnt"" and she can not tasted anything on the front part of her
tongue. She needs to get things way in the back of her mouth before she can taste them. On 4/3/21 she
states that her lips began tingling as if they were having numbing medication wearing off from a dental visit,
but she had done nothing different. On 3/31 her lower back also felt as if it had a pinched nerve. Today on
4/5/21 she has the Bell's Palsy on her face that started mid morning and she complains of her nose feeling
tingly also. She also feels as if she is retaining fluid.""
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The patient received the Janssen Covid 19 vaccine (lot 1805022) on 3/17/21. Today (4/5/21) the patient
called to report several adverse reactions. She stated that she had body aches and chills the day after the
vaccine. The aches went away but the patient reports that the chills in her hands, legs, and feet have
persisted. The patient also said that she started to have facial paralysis on 4/3/21. Also on 4/3/21 she
reported developing multiple skin rashes on different areas of the body. She also said she went to the ER and
had multiple tests run, including an MRI to rule out stroke. She did report to her primary care doctor who
advised her to see a Neurologist. I offered to reach out to her primary care but she did not provide the
information. I advised the patient that she would need to seek care from a provider who could assess and
treat her as needed. I called Janssen and they said the facial paralysis is a very rare possibility but did not
have any additional information to provide me. They advised me to tell the patient to seek medical care as
necessary. I spoke with the patient multiple times this evening and provided her with the information to
VAERS and Vsafe. I also let her know that I contacted Janssen and gave her the information they gave me. I
expressed to her that I understood that she was concerned and she could reach out to me if needed. I also
will follow up with her later in the week.
Bells Palsy, diagnosed by Medical Center. Treatment: Valacyclovir for 7 days, Prednisone for 12 days.
Left-sided Bell's Palsy, facial droop, headache syndrome, neck and jaw pain, facial paralysis and numbness,
left eye dryness (does not close) Treatment: ketorolac (TORADOL), followed by 10 days predniSONE 20 mg
and 5 days valACYclovir 1gram 2 weeks later, still have all symptoms... some improvement with facial
droop. Numbness remains, headache neck and jaw pain remain fairly constant... Ibuprofen and Naproxen
used for treatment.
Systemic: Bell's Palsy-Severe, Systemic: Tingling (specify: facial area, extemities)-Mild, Systemic: TinnitusSevere, Systemic: Unable to Sleep-Severe, Systemic: Visual Changes/Disturbances-Severe, Additional
Details: Patients' entire right face is drooping, with lack of mobility. Patient cannot blink which is causing
additional issues, such as the visual changes. As of this morning patient has experienced some tingling to her
face but she states it has not state consistent. She has difficulty eating and sleeping. Patient is also
experiencing moderate to severe anxiety about the entire ordeal. Ringing in ear is constant and has not
subsided since thursday (4/1). still experiencing symptoms since last week
Patient developed bilateral facial weakness starting on 4/3/2021, progressed over the course of five days
until she presented to the emergency department on 4/8/2021. Exam with bilateral CN VII palsy and lower
extremity areflexia. MRI brain shows enhancement of bilateral CN VII and VIII. Suspect GBS, treating with
IVIG.
16 days after getting vaccination, I developed severe allergic reaction with hives, swollen areas on the body
including facial droop with numbness. Was prescribed medication and with prednisone, after 3 days was
finally able to get the hives under control.
Severe COVID-19 infection with ARDS. Requiring mechanical ventilation, paralysis and flolan nebulization.
Bell's Palsy
Bells Palsy burning back pain that radiates to arms, legs, head occurs at night when resting
Developed right facial droop in the hospital, lead to a new diagnosis of Bell's Palsy (MRI no evidence for
stroke, CT no acute abnormality) She has Johnson and Johnson Vaccine and she is currently hospitalized
after a fall at home
Had normal pain, fatigue and low grade fever after vaccination. About 3 weeks later I experienced onset of
Bell?s Palsey defined as mild to moderate by the ER doctor.
Significant flaccid paralysis in the right arm and right leg with some difficulty swallowing
Pt reported severe fatigue over the past week, noting new onset of bilateral facial weakness 2 days ago
(Sunday), progressively worsening. All symptoms started bilaterally at the same time. Diagnosed with
Cranial nerve VII palsy. Received IVIG x 2 days with no improvement. At follow-up visit 2 weeks later, pt
reported 80% improvement in symptoms.
Suffered from a stroke on 4/3/21 from a blood clot in his brain stem. Prior to vaccine he was healthy and
100% independent, still drove, did grocery shopping, yard work, etc. Now he cannot move his left side and
was placed on hospice as he has lost his will to eat, drink, or live.
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DEVELOPED BELLS PALSY AND WAS IN ER AND ADMITTED TO HOSPITAL ON 4/10/2021. DIAGNOSIS WAS
BELLS PALSY BY A NEUROLOGIST ON STAFF
Severe back pain and shooting pain down both legs beginning on 4/2/21 Severe shoulder pain beginning on
4/2/21 Migraine headache beginning on 4/5/21 uncontrolled by medication Loss of facial muscle use on
4/7/21. Went to emergency room on 4/7/21 Conditions treated: facial nerve palsy likely in the setting of
Johnson and Johnson COVID vaccine, elevated CSF protein, headache, unspecified, parenthesis of hand
extreme headache bells palsy
Stroke- hearing loss in right ear, extreme headache left temple lobe, nausea, dizziness, diarrhea, inability to
move legs. Hospitalized for 5 days Continued weakness left side of the body
Sudden onset of facial droop and facial numbness
HOSPITAL COURSE: Patient is a 64 y.o. man admitted on 4/8/2021 with hx of HTN, HLD, tobacco use,
Hypothyroidism, and OSA who presented with acute right facial droop in setting of 8 days of headaches and
paresthesias, found to have acute ischemic stroke. New slurred speech and worsening of facial droop 4/9 AM,
but no new findings on repeat MRI. .
My father received his shot on March 13, 2021. He drove to move home and on March 28th started having
his right arm go numb but did not tell us. He asked to go the ER March 29th at 6:45am saying his chest hurt
and was having a hard time breathing, this has happened before since having Covid in September. I called
911 after he became dizzy and could not walk. While at the ER suffered a massive stroke that paralyzed him
from his nose down over a course of 3 days. His brain stem was affected and he lost the ability to swallow.
After being on a ventilator for 72 hours he was removed from it and died less then 30 mins later from
drowning in his own saliva on April 1, 2021.
I got Bells Palsy - it was on the left side of my face - I went to the ER that Friday (9th). They gave me
prednisone. It's getting better. I still experience little pain in the jaw area on my left side; a little weakness
still on the left side of my cheeks. I am still taking the prednisone.
I called a message that patient had experienced a stroke recently and had also rececived the Jansson
vaccine. I called patient, who had reported that it happened on 4/2. She had woke up and couldn't put her
robe on. Her left arm was not working right. She also noted that she had drooled. She kept thinking that
she was find and got ready and went to work. During work she was typing and found that her left hand was
not working still, but still went throughout her day and typed with her right hand. Later that evening when
she got home, her husband took her to the ER. There, she reports that her blood pressure was through the
roof. She had a CT scan and MRI and labs done and was diagnosed with a TIA. She was started on Plavix,
baby aspirin, and was started on a statin drug (couldn't remember the name as that information was at
home and she was at work at time of call). She is on a heart monitor for 4 weeks and has follow ups with her
outside PCP and cardiologist. Today she states that she is feeling back to normal and has regained function
on her left side. She reports that she had a headache at time that had lasted for a while. She also reports
that she feels like she was having issues weeks before because her brain felt foggy and just was not thinking
right.
Slurred speech, tired, facial drooping
Patient received Janssen vaccine on 3/26/21. States she had a headache on day one of receiving vaccine and
progressive neuro symptoms afterwards. Went to UC 4/14/21 with facial drooping, left side weakness. Sent
to ED and airlifted to hospital.
Bells Palsey
One side facial muscle weakness, drooling, unclear speech, eye lid drooping, diagnosed Bell's Palsy.
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The Jansen vaccine was given on 3/18/21. Patient began to experience symptoms of bells palsy on 4/6/21.
Patient noted R hemibody numbness, which began with right-sided facial numbness when brushing teeth. He
was evaluated by his PCP (no exam noted) and initiated on Bells Palsy regimen of doxycycline 100mg BID,
acyclovir 800mg TID, and prednisone 40mg. On 4/9, a referral to neurology was made after pt returned to
clinic w/ burning deep low back pain that radiates up to his shoulder, and his b/l temples. Pt again represented to urgent care on 4/12 due to severe burning back pain that resolved w/ activity. At this time
again only L sided facial weakness noted (documented as reduced ability to close eyelid, raise eyebrow,
weakness puffing out check, and reduced smile on L), no other weakness, drift, or sensory findings. Pt was
instructed to continue doxycylilne 100mg BID 10d course (4/6- 4/15), prednisone 40mg 7d course (4/6- 4/12),
acyclovir 800mg TID 7d course(4/6-4/12).
Bells palsy
On April 6th at 8:30am, wife noticed her husband had facial drooping and slurring of speech, and left hand
weakness. He was taken to Good Hospital.. Upon arrival a CT was performed, in which it was confirmed a
right middle cerebral infarction. He was then transfered priority to a Trama Hospital for a thrombectomy by
Dr. This was successful in removing the clot. He spent 3 days in ICU and then moved to progressive care. Pt is
on his 13 day in the hospital where he is no longer able to care for himself. He now has behavioral
disturbances, aggitation, confusion, delium, halluciantions. He is under Psychiatric care, physical,
occupational, and speech therapy.
Patient had slurred speech, headache, pain in the thigh muscles, bloody nose, lost strength in the arms,
hands and legs, could not chew or swallow. She was diagnosed with Guillian Barre Syndrome and
hospitalized from 04/04/2021-04/18/2021.
Guillian-Barre Syndrome and Bell's Palsy - inpatient hospitalization, treated with immunoglobulin infusion,
transferred to another Hospital and awaiting further treatment
I had numbness in the left side of my face on April 18, 2021 and was treated for Bells Palsy today April 20,
2021. That puts me almost 4 weeks from when I received the vaccine so I don?t know if this could be any
side effect but felt the need to report this.
Developed left side facial numbness - presented to ER and was diagnosed with Bells Palsy
Right sided Bell's palsy. Treated with antiviral and prednisone.
Department of Health received a call from her sister, in response to a call/letter/text sent out to all
recipients of the Janssen vaccine. She stated that her sister received the J and J vaccine on 3/12/21
(confirmed in State vaccine system) at the hospital where she receives her oncology care. She reported the
following: ""She had a massive stroke on MARCH 27TH, 2021 leaving her paralyzed on the right side with
the inability to speak, swallow, or see. She was initially diagnosed with Ovarian cancer approximately three
and one half years ago. She was chosen for a study with Pharmaceuticals and her diagnosis was changed to a
vary rare form of cancer called clear cell carcinoma which originates in the gynecological area. She did have
a previous stroke approximately three years ago, (just after original diagnosis) but she was on a different
course of treatment at that time...Oncologists have explained that this most recent stroke event would not
be considered a side effect of her current treatment routine. She wanted to bring it to the attention of the
health department in case it needs to be looked at more closely by the J&J research/scientific team. She
passed away on 4/5/21. Her current treatment consisted of palliative chemo only. "" Decedent was a
resident but was vaccinated in another state. After the CVA she was brought to the hospital and
subsequently transferred to the Medical Center where she died on 4/5/2021. Sister is willing to speak with
any investigators if deemed necessary.""
Developed Bell?s Palsy on right side of my face. Gained most movement back in 1 1/2 weeks.
At unspecified date the patient's nephew noticed acute onset change in the patient's mental status. Upon
arrival to unspecified hospital by EMS she was aphasic with right facial droop, right gaze preference, right
sided weakness. CT and CTA showed Intraparenchymal hemorrhage with 3mm midline shift as well as
superior sagittal dural sinus thrombus in the anterior 3rd. Repeat NCHCT showed bilateral parenchymal
hemorrhages.
Bell Palsy, left side of face severe paralysis. Treatment Prednisone 20MG Tablets (7 days) / follow up with
primary care doctor.
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I was informed by CPT, that a patient who received the vaccine was in critical care and diagnosed with
Guillian Barre Syndrome and is now on ventilator. Attempts to reach the DR or patient have been
unsuccesful at this point but we will continue to try. I have no PMHx of the patient or current medications
April 22nd, woke with neck pain. Persisted for 2 days and developed tingling of one side (left) of the tongue.
Continued pain and numbness until unspecified time when left sided paralysis began. Went to ER and was
diagnosed with Bell?s Palsy. Taking a steroid and Valtrex as prescribed by hcp.
My sister suffered a massive stroke with blood clots. Totally paralyzed on right side and limited speech.
Unable to function on her own, receiving care at a Nursing Home
Next day fever and chills Bell?s palsy on 4/25/2021
Right sided facial paralysis, diagnosed as bells palsy, also right facial pain later diagnosed as trigeminal
neuralgia, patient was seen in hospital for symptoms
Guillain-Barre Syndrome
patient s/p J&J COVID vaccine on 4/9 at pharmacy. admitted on 4/26 with acute onset paralysis to BUE and
BLE. MRI c/w transverse myelitis
Developed facial paralysis (Bell's Palsy) nineteen days after receiving the vaccination. Diagnosing neurologist
attributed the condition to an autoimmune response triggered by the vaccine.
4 weeks later experienced symptoms of Bell Palsy affecting the right side of his face
On 4/9/2021 patient suffered from a Hemorragic Stroke on the left side of the brain making him unable to
move his right leg and toes, right arm and hand, slight droop of right lip, and responding mostly in one word
answers with delays at times. He was hospitalized in the am hours, sent to ER and then to Neuro ICU for 3.5
days and then moved onto a neuro floor for 1.5 days. On 4/13/2021 he was transported to an acute
rehabilitation center to receive OT, PT and Speech Theraphy. On 4/19/2021 patient suffered from Ischemic
Stroke on the right side of the brain, he became unresponsive. He was intubated on 4/19/2021, placed into
ICU and was removed from intubation, due to poor life outcome from the 2 strokes having affected his body,
on 4/21/2021.
Developed Gullain Barre Syndrome approximately 2 weeks after vaccination
pt says she had a few episodes of feeling dizzy before having a stroke. Pts right hand became numb, she had
some confusion, she was nauseated and had a severe headache several days prior to going to the emergency
room. On 3/28/21 her face was dropping on the right side so was brought ER. She was admitted and given
CT and multiple test. She was treated for a Stroke and stayed for about 3 days. She was discharged to FU
w/ Neurologist next week.
Patient developed presumptive Guillain-BarrT syndrome after receiving the J&J vaccine outside of a hospital.
facial diplegia/Guillain Barre Varient.
Guillain-Barre Syndrome; LE weakness, gait difficulty; she is admitted to hospital and is receiving receiving
IVIG
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4-5-21 vommiting ,headache 4-6-21 spine pain , headache cont ,vomiting 4-7-21 spine pain , headache
cont ,vomiting reaction to morphine and oxy (anaphalactic shock ) x 2 er visits 4-8-21
spine pain ,
headache cont ,vomiting, seizures/ trimmers ,confussion/memory loss ,bladder incont. numb and teng in right
side face and arm. facale swelling and drooping Er Visit 4-9-21 spine pain , headache cont ,vomiting,
seizures/ trimmers ,confussion/memory loss ,bladder incont. numb and teng in right side face and arm. facale
swelling and drooping 4-10-21 spine pain , headache cont ,vomiting, seizures/ trimmers
,confussion/memory loss ,bladder incont. numb and teng in right side face and arm. facale swelling and
drooping ER 4-11-21- 4-14-21 spine pain , headache cont ,vomiting, seizures/ trimmers ,confussion/memory
loss ,bladder incont. numb and teng in right side face and arm. facale swelling and drooping 4-14-21 spine
pain , headache cont ,vomiting, seizures/ trimmers ,confussion/memory loss ,bladder incont. numb and teng
in right side face and arm. facale swelling and drooping went to my PCP she sent me staright to hospital due
to facial drooping and swelling in Face and convosiont/trimmeres. 4-22-21 spine pain , headache cont
,vomiting (min), seizures/ trimmers ,confussion/memory loss ,bladder i numb and teng in right side face and
arm. facale swelling and drooping Fallow up with pcp waiting to see nerology for sezure activity 4-23-21-5-221 spine pain , headache cont ,vomiting, seizures/ trimmers ,confussion/memory loss . numb and teng in
right side face and arm. facale swelling and drooping
Headache Bilateral facial palsy 30 days after administration of vaccine
Approximately 2 weeks after vaccination, patient diagnosed with UTI. Was prescribed a course of Cephalexin.
Patient did not take full course but symptoms resolved one day after initiation. Approximately one week
later, he began to experience a metallic taste for about 1.5 days, followed by right sided facial palsy. As of
date of this report, facial palsy has not resolved.
Patient is 30 yo G1P0 at approximately 27 weeks gestation. Her pregnancy was complicated by depression
on Zoloft. She reported an all-over body rash a week after the vaccine. Approximately 2 weeks later, she
presented with neurological symptoms with L facial weakness, now with significant bifacial paresis and
bilateral hand paresthesias concerning for Guillain Barre Syndrome which was confirmed on lumbar puncture.
Developed Bell's Palsy on morning of 4/29, with left side of face paralyzed. Was examined by emergency
room physicians for stroke and blood clot, cleared and given prescription for Valacyclovir 1GM (3x day 7days)
and Prednisone 50mg (1x day 5 days). As of 5/5 condition has improved significantly, though paralysis
around mouth and neck areas persists.
Left sided mild facial droop starting 18 days after vaccination, seeming to be somewhat more pronounced the
following day. Tingling sensation similar to Bells Palsy. Third day remains unresolved but not worse.
Suddenly realized when talking I was only using half my mouth.
Bells palsy; facial numbness and drooping on right hand side of face
LEFT SIDED FACIAL PARALYSIS THAT BEGAN ON 1/18/2021 WHEN SHE WOKE UP. SHE WORKED THAT DAY
AND THE LEFT SIDED FACIAL PARALYSIS WAS PROMINANT. NO OTHER NEUROLOGICAL SYMTOMS WERE
PRESENT. SHE SAW A PROVIDER AFTER WORK AND WAS DIAGNOSED WITH BELLS PALSY AND TREATED
WITH A PREDNISONE DOSE PAK. FOLLOW UP WITH HER THIS MORNING 1/19/2021 ABD THE SYMPTOMS ARE
THE SAME, NO WORSE OR NO BETTER. THE FIRST DOSE OF THE MODERN VACCINE WAS ADMINSTERED ON
12/24/2020.
starting morning on 1/21/2021 had symptoms consistent with Bell's Palsy on the right side of my face. spoke
with my PCP and described the symptoms. was started on prednisone and valtrex, advised to keep my right
eye lubricated to avoid corneal ulceration.
left eye blurred vision, facial drooping, continuous watery eye. ED test: CT, MRI, Labs, Urine, EKG
On 1/16/21 I felt numbness on my left face and abnormality in taste. Went to Kaiser Downey Urgent care.
Diagnosed with Bell's palsy. Covid test done with negative result.
Left side of face paralysis. Unable to close left eye or move any muscles on left side of face , and pain behind
left ear . Diagnosed by family practitioner as Bells Palsy
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ON THE MORNING OF 01/22/2021 PT WOKE UP AND HAD RIGHT SIDED FACIAL DROOPING. PT DID NOT TELL
ANYONE UNTIL THE MORNING OF 01/25 AND WAS SEEN BY HER PRIMARY. PT PRESENTED TO PRIMARY VISIT
WITH RIGHT SIDED FACIAL DROOPING, PT ABLE TO OPEN AND CLOSE RIGHT EYE, TONGUE GOES TO LEFT
SIDE, NO SWALLOWING ISSUES.
Patient states she woke up @ 7:am on 1/22/2021 with right sided facial weakness and paresthesia. she
went to the Emergency Room and was evaluated and discharged with a diagnosis of Bell's Palsy.
1/19/21: Bell's palsy-moderate, left facial muscle paralysis especially of the smile and upper cheek. Started
prednisone 60mg po q7days on 1/20/21 and Valtrex 1g tid.
Patient was diagnosed with Bell's Palsy
1st dose December 23, 2020. Arm pain, swelling, raised red 3 inch bump developed within 12 hours.
Subsided, and reoccurred about 10 days post vaccine. 10-14 days post vaccine I developed New onset
forefoot weakness (foot drop) Right, new onset trigger finger Right middle finger, new onset bladder spasms
with immediacy and incontinence - not bladder volume dependent, resurgence of body aches, new bilateral
knee pain requiring two arm support for sit to stand, Mental status changes including anxiety, paranoia,
mania and depression (personality change!), motion induced nausea and dizziness, visual changes (blurry
vision), New intensification of nocturnal muscles spasms - bilateral and progressive and intermittent
headache up the Right neck to crown, New onset (01/14/21 - present) burning rubber scent when some food
being cooked. The muscle and joint pain were present with February illness, subsided by April, and came
back with a vengeance within two weeks of the 1st injection. I also lost three teeth (fracture vertically
while flossing), thinned hair, and had intermittent dizziness during the initial illness in February. February
Initial loss of taste/smell included metallic taste with artificial flavors, rotten garbage - random, and ?iron
taste with meats. I can now taste some fruits but only get bitterness with other fruits and vegetables. I had
one sided facial paralysis after tooth extractions in September - resolved in 1 week. I required dental
implants to replace the fractured teeth. I am a vaccinator, and have been administering our vaccines and
swabbing for Covid testing since we reopened elective procedures. I strongly encourage our staff to get the
vaccines - and I am the one who gets the reaction. The constellation of symptoms, temporal proximity to the
vaccine with no intervening illness or injury, and commonality of some symptoms with my February illness
have prompted further testing and evaluation for central nervous system insult.
january 19th during lunch, experienced a slurring of speech, left eye and left side of mouth droop. unable to
hold in fluids. went to ED, stated all the tests were normal. air flighted to higher level of care facility for
neurology. MRI/ CT negative. work up for stroke unfounded. 1/26 ENT visit- no definitive diagnosis.
treatment with levaquin and steroids.
L Bell's palsy started 15 days after Moderna vaccine. Since she was already on Prednisone 50 mg daily (day
#4) for her L rotator cuff injury, she went to urgent care, and was advised to increase it to 60 mg daily x 5
days (started on 01/23/2021, until 01/27/2021), then 20 mg daily x 5 days (from 01/28/2021-02/01/2021).
Seen by reporter (neurologist) on 01/27/2021. Has mild symptoms of Bell's palsy, with improvement based
on her report. Still not aCle to raise L eyebrow, but now has good eye closure, and still with flat L nasolabial
fold. No ear pain, fever, ear tenderness, change in taste.
Bell's Palsy
Patient developed Bells Palsy, facial paralysis, severe headache, blurry vision, mouth twitch and severe
abdominal pain.
bells palsy
Bell?s Palsy on right side of face
Bells Palsy occurred on 1-31-2021 after receiving the shot on 1-14-2021. No other issues or illness before or
after getting the vaccine which would explain getting Bells Palsy. Have not been ill or seen doctor except for
regular check-ups as necessary.
diagnosis Bell's Palsey
Bell's Palsy
Developed Bell Palsy after receiving shot.
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Patient had the Moderna COVID vaccine on 12/30/20. She reports she was diagnosed with Bell Palsy on
1/14/21 in the ER. She does report a history of Bell Palsy at age 20, however denies any complications and
reports full resolution of symptoms at that time.
Bell's Palsy
On 1/6/2021 I had onset of High BP and Double Vision. Diagnosed with a 4th Cranial Nerve palsy on Left by
Neurology and Ophthalmology.
On Saturday, January 30, 2021 I began experiencing an altered sense of taste with a metallic taste all
through my mouth and tingling in my mouth. I mostly felt ill throughout the day with low-grade fever,
fatigue, body aches. This continued on Sunday, January 31, 2021 and Sunday evening, I noticed a small
droop in the upper lip on the right side of my mouth. When I awakened, Monday, February 1, 2021, I had
full right-side paralysis of the face, severe right eye, right jaw and right ear pain, severe fatigue, continued
body aches. After going to the ER where tests were performed to rule out stroke and sepsis, I was
diagnosed with Bell's Palsy.
BELLS PALSY
Left facial palsy
Bells Palsy LEFT facial
Bells palsy (facial paralysis). Treated with prednisone and acyclovir. Currently improving.
Developed Bell's Palsy (left side). First episode of Bell's palsy
Development of Bell's palsy (patient had Bell's palsy approximately 10 years ago)
Facial drooping with blurred vision - onset 2/9/2021 - Received Prednisone and Zovirax for treatment.
Patient had Bells palsy with associated ear pain and facial swelling.
Employee was diagnosed with Bell's Palsy 16 days after receiving 2nd dose of Moderna COVID 19 vaccination
Right facial palsy (Bells Palsy)
I developed a new onset of Bells Palsy on the right side of my face. It started the day before I was to be
given the 2nd dose.
Received his vaccine on 1/21/2021. I received notification from patient today 2/16/2021 that he was
diagnosed with Bell's Palsy. He is following up with his doctor for management. I do not have further details
at this time as that was all the information he has been able to provide me.
2/8: Onset of extreme headache (lasting through today, 2/16, with ZERO relief) which has spread into my eye
sockets. Extreme nauseous, 6 days of diarrhea, unalbe to even keep water down at day 4. Body aches,
heart constrictions on 2/12. On 2/12 the heart constrictions and severe deydration resulted to call to Advise
Nurse with direction to report to ER. In ER EKG, CT of chest and lungs. 2/12: Returned home and slept for
several days and continued to attempt to relieve massive entire head pounding. 2/14: Head ache traveled
into eye sockets creating massive eye pressure. 2/16: Sudden pain in left tongue and vision change. Noticed
facial drooping and eyes glassy. Called and then 911 as concerned.
Bell's Palsy
Onset of dizziness and left Bell's palsy 23 days after 1st dose of series.
He was seen in our clinic on February 12, 2021 and stated that he started having symptoms on Saturday
02/06/2021. Unknown as to where he received treatment but stated that they put him on steroids. When
seen in our office, had slight droop to right side of mouth. Patient states symptoms are almost resolved at
that time.
Diagnosed with Bells Palsy, treated with antiviral (acyclovir 400 mg 5 times a day for 10 days) and
predniSONE 20 mg 3 oral tabs once a day.
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Lost control of bladder; Could not walk; Paralyzed from the waist down for about 24 hours; Received the 2nd
dose on 22Jan; Diarrhea; Vomiting; A spontaneous report was received from a consumer, concerning a 67years-old female patient, who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced paralyzed
from the waist down for about 24 hours/PT: Paralysis, received the 2nd dose on 22 Jan 2021/PT:
inappropriate schedule of product administration, lost control of bladder/PT: urinary incontinence, could not
walk/PT: gait inability, diarrhea/PT: diarrhoea, and vomiting/PT: vomiting. The patient's medical history
was not provided. Concomitant medications included omeprazole, fluoxetine hydrochloride, propranolol,
colestipol, acetylsalicylic acid, and calcium. The patient received their first of two planned doses of mRNA1273 (Lot number: 037K20A) on 28 Dec 2020. On 22 Jan 2021, the same day as the onset of the events, the
patient received their second of two planned doses of mRNA-1273 (Lot number: 032L20A) intramuscularly for
prophylaxis of COVID-19 infection. On 22 Jan 2021, following the second vaccination, the patient experienced
vomiting and diarrhea. On 23 Jan 2021, the patient could not walk, was paralyzed from the waist down for
about 24 hours, and lost control of her bladder. Treatment information for the events was not provided.
The patient received both scheduled doses of mRNA-1273; therefore, action taken with the drug in response
to the events was not applicable. The outcome of the event, paralyzed from the waist down, was considered
recovered/resolved on 24 Jan 2021. The outcome of the event, received second dose on 22 Jan 2021, was
considered resolved on 22 Jan 2021. The outcome of the events, vomiting, diarrhea, could not walk, and lost
control of bladder, was unknown.; Reporter's Comments: This case concerns a 67 year old female subject,
who experienced a serious unexpected event of paralysis after second dose of mRNA1273 (Lot# 032L20A).
Very limited information regarding this event has been provided at this time. Further information has been
requested.
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Face was paralyzed; A spontaneous report was received from a consumer concerning a 42-year-old male
patient who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced facial paralysis. The
patient's medical history was not reported. Concomitant medication history was not provided. On 29 Dec
2020, the patient received their first of two planned doses of mRNA-1273 (lot number: 025J20A)
intramuscularly for prophylaxis of COVID-19 infection. On 26 Jan 2021, the patient received their second of
two planned doses of mRNA-1273 (lot number: 029L20A) intramuscularly for prophylaxis of COVID-19
infection. On 27 Jan 2021, the patient woke up to find that his face was paralyzed. The patient went to the
urgent care center and they referred him to the emergency department at the hospital. After numerous
tests they diagnosed him with Bell's Palsy. Treatment for this event included prednisone and doxycycline.
Action taken with mRNA-1273 in response to this event was not reported. The outcome for the event, facial
paralysis, was unknown.; Reporter's Comments: Based on the current available information and temporal
association between the use of the product and the start date of the event, a causal relationship cannot be
excluded
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bell's palsy; A spontaneous report was received from a healthcare professional (HCP) concerning a 56-yearold, male patient who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced Bell's Palsy/facial
paralysis. The patient's medical history was not provided. Concomitant products known to have been used
by the patient, within two weeks prior to the event, included valsartan, insulin, insulin degludec,
rosuvastatin, and acetylsalicylic acid. On 12 Jan 2021, prior to the onset of the events, the patient received
their dose of mRNA-1273 (lot number: 06L20A) intramuscularly in his left arm for prophylaxis of COVID-19
infection. The patient experienced Bell's Palsy on 25 Jan 2021. Treatments of these events were not
provided. Action taken with mRNA-1273 in response to the events was not reported. The outcome of the
event, Bell's Palsy/facial paralysis was unknown.; Reporter's Comments: Based on the current available
information and temporal association between the use of the product and the start date of the event, a
causal relationship cannot be excluded. .
Guillain-BarrT syndrome. So far hospitalized =X 7 days, on day 3 of IV IG with ICC line, then planned 3 days of
high dose soleumedrol, then plasmapheresis Auto-immune hepatitis
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Facial drooping; blurred vision; A spontaneous report was received from a healthcare professional
concerning a 73 year old female patient who received Moderna's COVID-19 Vaccine (mRNA-1273) and
developed facial drooping/facial paralysis and blurred vision/vision blurred. The patient's medical history
included hypertension. Products known to have been used by the patient, within two weeks prior to the
event, included diltiazem, metoprolol, HCTZ, calcium, and multivitamin. On 25 Jan 2021, approximately two
weeks prior to the onset of the events, the patient received their first of two planned doses of mRNA-1273
(lot number 013L20A) intramuscularly in the right arm for prophylaxis of COVID-19 infection. The patient
began experienced facial drooping with blurred vision on 09 Feb 2021. The patient presented to the hospital
and was treated with prednisone and acyclovir. Action taken with mRNA-1273 in response to the events
was not provided. The outcome of the events facial drooping with blurred vision were not recovered.
Reporter causality for the events was not provided.; Reporter's Comments: Based on the current available
information and temporal association between the use of the product and the onset date of the events, a
causal relationship cannot be excluded.
sudden onset of symptoms: left side of face drooping. Pain in left ear radiating along jaw line. PCP put me on
course of steroids
Patient was admitted for possible CVA, presented with right facial droop. MRI unable to be completed due to
pacemaker. Pt was treated and transferred to inpatient rehab
On Friday morning, February 19 around 9 am, patient felt like he was biting his lip but didn't say/do
anything about it. He got up and got dressed, went about his day. Around 12:30 his nephew saw him and
commented that his left eye was puffy and red, his face was swollen and drooped and he looked like he was
having an allergic reaction of some kind. At that time, his speech became slurred. They got a neighbor, who
is a nurse, to come over. She recommended medical attention. They went to an urgent care center and
were immediately sent to the hospital.. Left side of his face was drooping and his speech was slurred. There
were no cognitive issues. Arrived at hospital around 1:30. He was assessed immediately for a stroke and it
was determined that he had not had a stroke. Bell's Palsy was diagnosed. He was given a steroid injection
at the hospital and given a Medrol dosepak to begin on Saturday, Feb. 20 and sent home. As of today,
Monday, February 22, his symptoms are improving.
Started having unilateral facial paralysis on 2/15/21, Presented in clinic on 2/17/21 with: R sided facial
paralysis with smiling, frowning, raising eyebrows. No other systemic symptoms: no rash, no right sided body
weakness - diagnosed with Bells Palsy and sent home with steroids and valacyclovir.
Bell's Palsy
LEFT FACIAL DROOPING, WEAKNESS LEFT EYELIDS, TEARING OF LEFT EYE, NUMBNESS LEFT SIDE OF FACE
Client developed Bell's Palsy on right side of face approximately 2 weeks after receiving vaccine. Client
reports his PCP is treating with steroids, which has helped.
I noticed that the left side of my mouth was a little droopy around 10:00am on 2/14/2021 but didn?t think
anything of it. Then around 4pm my daughter saw me and noticed it as well. We went to the ED
immediately and got a stroke rule out work up. There were no other deficits besides the left sided facial
palsy.
developed Bell's Palsy of left face, also on 2-22-21 she had an episode of feeling weak
Paralyzed right side of face (possible Bells Palsy), predisone, right side of face will not move, eye will not
close, unable to smile, condition is unchanged.
Bells Palsy onset 3 weeks post vaccination.

COVID19 VACCINE

MODERNA

1056507-1

Unknown

15-30 days

COVID19 VACCINE

MODERNA

1056512-1

50-59 years

15-30 days

COVID19 VACCINE
COVID19 VACCINE

MODERNA
MODERNA

1056901-1
1058826-1

30-39 years
65+ years

15-30 days
15-30 days

COVID19 VACCINE

MODERNA

1061914-1

Unknown

15-30 days

Bells Palsy; A spontaneous report was received from a consumer concerning a 65 year old male patient who
experienced Bells Palsy/Facial Paralysis, Slurred speech/.Dysarthria, Facial droop/Facial droop, Numbness on
Facial right side/ Facial Paresthesia, Thumb numbness/ Thumb Paresthesia, Right paralysis/Right Paralysis,
Right eye lid will not close/Right Eyelid Paralysis The patient's medical history was not provided. Products
known to have been used by the patient, within in two weeks prior to the events, included Insulin Zinc
Suspension, Insulin Aspart, Clopidogrel bisulfate, Gabapentin, Mesalamine, and Atorvastatin. On 18-Jan2021, prior to the onset of symptoms, the patient received the first of two planned doses of mRNA-1273 (
Batch number: 09L20A) intramuscularly into the right arm for prophylaxis of Covid-19 infection. On 15-Feb2021 the patient received the second of two planned doses of mRNA-1273 ( Batch number: 024M20A)
intramuscularly (site not provided) for prophylaxis of Covid-19 infection. On 15 Feb-2021, the patient left a
voicemail message to safety and stated ""got right paralysis, thought I had stroke, spent 4 days in the
hospital and diagnosed me with Bells Palsy"". Hospital admission, treatment information, and discharge
dates were not provided. On 16-Feb-2021 Safety agent reached the patient to clarify the information
provided in his first report (15-Feb-2021). The patient reported his symptoms began on 08-Feb-2021, 21
days following the first dose of mRNA-1273, the patient experienced slurred speech, facial droop , numbness
on facial right side, thumb numbness, right paralysis, right eye lid will not close and blurred vision of the
right eye. He was hospitalized (date not provided). Treatment information included a CT scan which was
reported as normal . He reported seeing a speech therapist to help with his speech and improve swallowing.
He reported no treatment was given to him. A physician diagnosed him with Bells Palsy on 10-Feb-2021.
Hospital discharge date was not provided. The second dose of mRNA-1273 was temporarily withheld in
response to the events rechallenge date 15-Feb-2021 was reported as negative. The outcome of the events,
Bells Palsy,slurred speech, facial droop , numbness on facial right side, thumb numbness, right paralysis, right
eye lid will not close and blurred vision of the right eye were considered Not recovered/Not resolved.
Company Comment: the reported event Bells Palsy was considered possibly related to mRNA-1273.;
Reporter's Comments: Based on the current available information and temporal association between the use
of the product and the start date of the events, a causal relationship cannot be excluded.""
Bell's Palsy; body aches; Pain in the head; Neck pain; Jaw pain; A spontaneous reportwas received from a 56years-old, female patient who experienced jaw pain, neck pain, pain in the head, body aches and bells palsy.
The patient's medical history was not provided. Products known to have been used by the patient, within
two weeks prior to the event, included levothyroxine sodium, fluticasone propionate, loratadine, vitamin E,
vitamin B, vitamin C, ibuprofen and tizanidine. On 26 Jan 2021, approximately fifteen days prior to the
onset of the symptoms, the patient received their first of two planned doses of mRNA-1273 [Lot number
2039K20A] intramuscularly for prophylaxis of COVID-19 infection. On 10 Feb 2021, the patient experienced
jaw pain, neck pain, head pain and body aches. On 14 Feb 2021, she was diagnosed with Bells palsy after
going to urgent care . Treatment for the event included valaciclovir hydrochloride, salve for eye, steroid ear
drop. Action taken with mRNA-1273 in response to the events was not provided. The outcome of the
events jaw pain, neck pain, pain in the head, body aches and bell's palsy were unknown.; Reporter's
Comments: Very limited information regarding this events has been provided at this time. Further
information has been requested.
Sleep paralysis
Bells Palsy on the right side of the face
Bell's Palsy; A spontaneous report was received from a health care professional (HCP) concerning a patient of
unknown age and gender who received Moderna's COVID-19 vaccine (mRNA-1273) and developed Bell's
Palsy/facial paralysis. The patient's medical history was not provided. Concomitant medication history was
not provided. On 30 DEC 2020, the patients received their first of two doses of mRNA-1273 (Lot number
unknown) intramuscularly for prophylaxis of COVID-19 infection. The HCP stated that on 25 JAN 2021 the
patient developed Bell's Palsy. Treatment for this event was not provided. The outcome of the event,
facial paralysis was unknown.; Reporter's Comments: Based on the current available information and
temporal association between the use of the product and the onset date of the event, a causal relationship
cannot be excluded. Further information has been requested.
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Started with numbness and tingling in the left side of my face, lips and tongue. Went to ER (5:00 PM
2/25/21). They did bloodwork and 2 CT scans. CT scans were inconclusive so I was transferred (9:45 PM
2/25/21), admitted and an MRI scheduled for 24 hours later. MRI (12:00 AM 2/27/21) was negative for
stroke. Beginning stages of Bells Palsy was diagnosed. Prescribed Prednisone, Lipitor, Valtrex, and baby
aspirin upon discharge 1:45 PM 2/27/21). By 2/28/21 symptoms had increased to the point where I can not
suck through a straw, speaking is difficult and overall, extreme loss of muscle control in my face and feel like I
have a bad head cold.
Partial paralysis of face
I developed Bell's palsy on 2/21/2021, I do have a previous hx of this . It's a very mild case . On 3/01/2021 I
suffered a TIA. Waiting on getting MRI to see if there's any blockage. All my vital signs were within normal
limits. Not for sure there's a correlation .
Severe right Bell's Palsy, Outcome to be determined.
Developed left sided facial droop on afternoon of 3/1/2021. was seen clinic internal medicine. Diagnosed
with probable Bell's Palsy at outpt clinic prior to CT and MRI, treated with prednisone taper and valcyclovir.
Pt scheduled for 2nd covid vaccine on 3/5/2021
Guillian Barre Syndrome
Pt received first COVID vaccine on 1/23 and on 2/12 developed persistent periorbital headache and on 2/14
developed OS ptosis and diagnosed w/CN3 palsy
Pt states that he started with his numbing sensation on his left side of his mouth on Feb. 24 2021, for the
next 3 days he had the same symptoms. By the third day he had the same sensation and now has traveled
to his left side of his ear. Mouth started to droop on left side.
eye drooping, unable to close properly still going on
Left sided facial paralysis, Bell's palsy
patient diagnosed with Bells Palsy on 3/3/21 at ER. patient reported having symptoms on 3/2/21 patient
went to brush her teeth and water was dripping patient looked at the mirror and saw her mouth ""had
shifted"" . patient also reported headaches""
Bell?s palsy , prescribed prednisone and Valtrex Prognosis: should start to clear up in 2 weeks
Massive stroke causing Left hemiplegia
Patient developed paralysis in half of face about 1 month after Moderna COVID vaccine dose 2. She was
evaluated at urgent care facility, diagnosed with Bell's palsy, and treated with steroid injection.
Bell?s Palsy
I began experiencening paralazes in my right arm and hand, about 4 hours after injection. EXTREME pain and
discomfort. After taking Tramadol, Gabapentin and Naproxen I was able to relax and sleep.
Only arm soreness the first 2 days. Headaches on Feb. 25th, 26th. Headaches on Feb. 4th, 5th, 6th, 7th,
8th. The headache pain increased on 6th, 7th, 8th. Went to ER on 7th, had CT that came out clear. Got a
COVID test because of icky taste after eating sweet foods. COVID test was negative but I was positive for
antibodies. At 9:00 on Feb. 8th, noticed facial weakness on right side. Went to ER, got diagnosed with
Bells Palsy. Symptoms have continued through now - March 7th. Pain has decreased but still have facial
paralysis on the right side.
Partial right facial nerve paralysis ( Bell's Palsy ) At 2 PM, Sunday, looked in mirror, noticed drooping of right
angle of mouth and flattening of naso labial fold. Seen MD , had MRI of brain which was normal. Was
referred to and evaluated by physical therapist, prescribed daily exercises, massages .
Paralysis of right side of the face
PATIENT SYMPTOMS: FRIDAY IT STARTED AS TINGLING IN FACE AT 3:00 AND THAT AFTERNOON IT
PROGRESSED TO LEFT SIDE OF FACE AND HER SMILE WAS CROOKED. HER LEFT SIDE OF THE FACE WASN'T
MOVING LIKE THE RIGHT SIDE WAS. PATIENT WENT TO DR ON 3/7/2021 AND DR SAID IT WAS BELLS PALSY.
I woke up in the morning with swollen jaw and eye on left side of face. Went to the ER. they looked at it
and said it was Bell's Palsey. They gave me prescriptions. I filled the Prednisone and took one pill a day for 7
days. Also ordered Acyclovir but I didn't finish it because too many side effects hitting me from pills. I am
out of Prednisone and my face is still swollen. Bell's Palsey still here and active- 10 days later.
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3 weeks and 2 days after my 2nd vaccine, I woke up with Bells Palsy on the left side of my face.
Vaccinated 2-9-21 and on 3-1-21 presented at ER with numbness on right side of face and around right eye
along with headache pain behind left ear. Presented 3-7-21 with left sided drooping and right side problems
resolved.
EXACTLY 3 WEEKS AFTER 1ST DOSE OF MODERNA, I WOKE UP WITH BELL'S PALSY. THE LEFT SIDE OF MY
FACE WAS NUMB AND DROOPED DOWN. I WENT TO URGENT CARE THE NEXT DAY. THEY PRESCRIBED ME
VALACYCLOVIR HCL 1 GRAM TABLET AND PREDNISONE 20 MG TABLET FOR 7 DAYS. IT IS SLOWLY RESOLVING
BUT HAS NOT YET FULLY RESOLVED TO DATE.
Left sided facial paralysis (Bell's palsy) began on 3/7/21 and was still present when I contacted the patient by
phone one 3/9/21. Problem has so far not resolved. Seen at urgent care and diagnosed as Bell's palsy.
Bells' Palsy, started on March 4th, right sided facial droop, and visual changes. Admitted to Hospital,
worked up for CVA, and started on steroids and valacyclovir
Patient received first COVID vaccine (Moderna) on 2/4. On 2/9, patient states he had fevers, chills,
headaches, and loss of taste and smell. He was tested through his workplace via Saliva PCR on 2/11, which
resulted positive on 2/14. Symptoms began to resolve around the date of 2/21 for about 2 days. On 2/23, he
started experiencing numbness in his fingers and toes along with severe nausea, vomiting, and diarrhea. He
became so weak and ill, he presented to the hospital and was admitted on 2/26. During his hospitalization,
he was seen by neurology, completed several tests including a lumbar puncture, nerve conduction
study/EMG who diagnosed him with ""likely some variation of AIDP, very possible mixed
demyelinating/axonal variant"".""
Right sided Bell?s palsy?high doses steroids
R facial droop
Bells Palsy symptoms, visited doctor Feb. 23rd, prescribed prednisone for 5 days
HAD BELLS PALSY 8 YEARS AGO MODERNA VACCINE 1ST DOSE 2/12/2021 3/6/2021 HAD TINGLING LIP THAT
PROGRESSED TO DROOPING FACE AND EYE TO CENTER ON 3/8/2021 AND RECIEVED PRED PACK AND
ACYCLOVAIR
The shot instantly made my arm, fingers numb. I waited the 20 minutes and after I left felt a burning into my
face that is still present 8 days later. My face is now drooping and I am a healthy 41 year old who was
diagnosed after the vaccine with Bell?s palsy.
I started feeling sick on February 19, developed ear pain behind my ear on February 19 and experienced
Bells Palsy starting February 22. Slight droop of face beginning at 10 am, by noon 1/2 my face was
completely paralyzed, with my left eye is frozen open.
slight headache constant then after 3 weeks bells palsey
Bell's Palsy started on 02/2221
New onset Myasthenia gravis. Patient initially presented in the ED on 2/23/2021 with complaint of left
facial droop, slurred speech and double vision. His stroke score was 2, for left facial droop. nAChR antibody
test this test has come back positive, making it likely that this patients symptoms are due to acute
myasthenia gravis. The patient continued to experience double vision and eye weakness associated with
trouble swallowing that has continued to worsen and was brought the hospital for re-assessment at the
request of his wife.
Patient presented to ER with complaints of facial droop that began on 3/8/2021. Work up for stroke
negative. Dx with Bells Palsy
Extreme fatigue began on 3/3/21 (3 weeks post vaccine). Left sided facial drop and left sided weakness began
on 3/6/21. 2 days later, symptoms were communicated to doctor and patient admitted to hospital, where
CT scan and MRI confirmed right-sided stroke. No predisposing factors (no preceding HTN, non- smoker,
normal carotid arteries, no congenital heart defects, not on OCP, no history of blood clots or abnormal
clotting factors.)
Extreme hypnagogic sleep paralysis intermittently while sleeping.
Bell's Palsy left side of face 20 mg Prednisone 1 gm Valacyclov-IR
About 10 days later presented with symptoms of Bell's Palsey
Bell's palsy
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patient had onset of left sided numbness and tingling on march 12 and started to have facial dropping on
march 14 patient was vaccinated with second dose on march the 9th
Developed Bell's Palsy 3/5/21 and was hospitalized 3/7/21 for 2 days .

15-30 days

bell's palsy; A spontaneous report was received from a consumer concerning a female patient of 54-years-old
who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced Bell's palsy. The patient's medical
history included Bell's palsy in the past (15 years ago). No relevant concomitant medications were reported.
On 02-Feb-2021, prior to the onset of the event, the patient received their first of two planned doses of
mRNA-1273 (lot/batch: 010M20A) intramuscularly for prophylaxis of COVID-19 infection. On 02-Mar-2021,
the patient was diagnosed with Bell's palsy. Treatment for the event included steroid and antiviral
medications. Action taken with mRNA-1273 in response to the event was not reported. The outcome of
event Bell's palsy was considered recovering.; Reporter's Comments: Based on the current available
information and temporal association between the use of the product and the onset date of the event, a
causal relationship cannot be excluded. However, patient's prior medical history of Bell's palsy may have
been contributory.

15-30 days

potential Bell's palsy; A spontaneous report was received from a 84-years-old female patient who received
Moderna's COVID-19 vaccine (mRNA-1273) and was diagnosed with Bell's palsy. The patient's medical
history was not provided. No relevant concomitant medications were reported. On 07-FEB-2021, the patient
received their first of two planned doses of mRNA-1273 (lot/batch: unknown) intramuscularly for prophylaxis
of COVID-19 infection. Approximately around 25-FEB-2021, the patient's face started to droop. She was
unable to close her eyes. The patient went to the emergency room. The patient was diagnosed with
potential Bell's palsy and was prescribed prednisone. The patient was asked to follow-up with the physician.
On 07-MAR-2021, the patient received their second of two planned doses of mRNA-1273 (lot number:
unknown) intramuscular for prophylaxis of COVID-19 infection. The patient had an appointment with her
physician on 15-MAR-2021. Action taken with mRNA-1273 in response to the events was not applicable. The
outcome of event potential bell's palsy was unknown. The reporter did not provide the assessment for the
event, Bell's palsy.; Reporter's Comments: Very limited information regarding this event has been provided
at this time. Further information has been requested.

15-30 days

Chills; Fatigue; Bell's palsy; A spontaneous report was received from a 49-years-old female patient who
received Moderna's COVID-19 vaccine (mRNA-1273) and experienced chills and bell's palsy. The patient's
medical history was not provided. Concomitant medications include daily vitamin. On 15-JAN-2021, prior to
the onset of the events the patient received her first of two planned doses of mRNA-1273 (lot/batch:
037K20A) intramuscularly for prophylaxis of COVID-19 infection. A few hours after receiving the Covid-19
vaccine, the patient had chills for a day. On 08-FEB-2021, 25 days after receiving the vaccine, the patient
experienced bell's palsy on her left side of the face. On 12-FEB-2021, the patient received her second of two
planned doses of mRNA-1273 (lot/batch: 043L20A) intramuscularly on left arm for prophylaxis of COVID-19
infection. Treatment details were not provided. Action taken with mRNA-1273 in response to the events
was not applicable as the patient already received the second dose of the vaccine. The outcome of event(s),
chills was recovered and the outcome for the event bell's palsy was not recovered.; Reporter's Comments:
Based on the current available information and temporal association between the use of the product and the
start date of the events, a causal relationship cannot be excluded.
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Dizzy; short term memory sucks and it's frustrating; Can't see well; Fibromyalgia; bone pain; Neuropathy;
Feeling aches in the body; Bells palsy-paralysis on the left side of the face/ pressure on the left side of the
face and neck; headache; Ringing in the ears; Pressure in the ears; A spontaneous report was received from
consumer concerning a 41-year-old, male patient who received Moderna's COVID-19 vaccine (mRNA-1273)
and experienced pressure in ears/ear discomfort, ringing in ears/tinnitus, pressure on the left side of the face
and neck which was found to be Bell's Palsy/facial paralysis, Headache, neuropathy peripheral, fibromyalgia,
memory impairment, couldn't see well/visual decrease, feeling aches in the body/myalgia, and dizziness. The
patient's medical history included neuropathy and fibromyalgia and past cancer. No relevant concomitant
medications were reported. On 03 Feb 2021, the patient received the first of two doses of mRNA-1273 (Lot
number: 028L20A) intramuscularly for prophylaxis of COVID-19 infection. On 24FEB2021 the patient began
experiencing pressure and a ringing in the ears and then started like a pressure on the left side of the face
and neck. On 25FEB2021, the patient started having a headache and on 26FEB2021 the paralysis on the left
side of the face began. The patient said that it worsened, couldn't eat, couldn't speak, and went to the
hospital. The patient said that they had a CT Scan, and the result was that it wasn't a stroke. Vitals were
taken and blood work came back normal. The conclusion was Bell's Palsy. The patient stated that they
couldn't see well and were dizzy. The patient said that they were experiencing fibromyalgia and neuropathy
that they had when they had cancer. The patient also mentioned that they were experiencing some bone
pain and that their short term memory was not good and was frustrating. Treatment of these events were
not reported. The outcome of the events, ear discomfort, tinnitus, facial paralysis, headache, neuropathy
peripheral, fibromyalgia, memory impairment, visual decrease, myalgia and dizziness were considered
unknown.; Reporter's Comments: Based on the current available information and temporal association
between the use of the product and the start date of the event, a causal relationship cannot be excluded.
The patient's medical history of neuropathy, fibromyalgia and past history of cancer remains the contributing
factors. Further information has been requested.
Cranial nerve palsy: left abducens nerve palsy
Bells palsy; A spontaneous report was received from a consumer, concerning a 70-year-old, male who
received Moderna's COVID-19 vaccine (mRNA-1273) and developed Bell's Palsy/ facial paralysis. The
patient's medical history was not provided. Concomitant product was not provided. On 01 Feb 2021,
approximately 31 days prior to the onset of the symptoms, the patient received his first of two planned
doses of mRNA-1273 (batch number: 012M20A) intramuscularly in the left upper arm for prophylaxis of COVID19 infection. On 03 Mar 2021, post vaccination, the patient experienced Bell's Palsy. Treatment included
prednisone 20 mg once daily and valacyclovir 1g TID 7 days. The outcome of the event, Bell's Palsy was
unknown.; Reporter's Comments: Based on the current available information and temporal association
between the use of the product and the start date of the event, a causal relationship cannot be excluded.
Volunteered on March 1st to help with vaccines- I filled syringes with the Moderna vaccine. On 3/6/2021
at 11:24 AM I presented with dizziness, slurred speech, a feeling of my lip dropping to the right, and
weakness in left upper extremity. Called my daughter whom arrived within 10 minutes. After asking me
some questions and exercises she said my strength in the left upper extremity was weak compared to the
right. My daughter took me to ER, at check in I said I think I had a stroke. I was admitted, and neurology
was consulted. In the ER they called it a TIA, and after imaging a diagnosis of stroke was made. Acute
frontoparietal infarct, ASA/plavix, lipitor, PT/OT, Neurologist follow up. After discharge I have been
meeting with PT/OT following exercises. Met with my PCP and continued medications Aspirin 81 mg,
atorvastatin 80 mg, clopidogrel 75 mg. Still have muscle aches, and pain in the left upper extremityespecially 3rd and 5th digits.
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Fluid on the ear; Bells palsy; Jaw pain; A spontaneous report was received from a consumer who was a 71years-old, female patient who received Moderna's COVID-19 Vaccine (mRNA-1273) and who experienced:
Bells palsy(facial paralysis), jaw pain (pain in jaw), and fluid on ear (middle ear effusion). The patient did not
provide any relevant or specific medical history. Concomitant product use was not provided/unknown by the
reporter On 11 Feb 2021, the patient received her first of two planned doses of mRNA-1273 (Batch number
013M20A) intramuscularly for prophylaxis of COVID-19 infection. On 28 Feb 2021, the patient started to
experience jawpain and went to see her doctor. The date of the doctor visit was not provided/unknown by
the reporter. The patient was told by the doctor, ""she had fluid on ear."" Patient endorses, ""she has had
fluid on ear before and never had that type of pain."" Patient reports she returned for medical care on 06
Mar 2021 and was seen by a nurse practioner. The nurse practioner said she had Bells palsy. Patient
indicated ""she had all signs on(of) Bells palsy."" The patient expressed concern regarding her eyesight as
nurse practioner said ""she could get dust in eye because of inability to close eye."" Patient also wanted a
call back on whether or not to take the second dose. Treatment for the events included: ""pregnisone""
(presumed to be prednisone, reported as pregnisone 500mg/1000mg) and an anti-viral (reported as
valacyclovir 1000mg) which was prescribed by the nurse practioner. Action taken with mRNA-1273 in
response to the events was not reported. Outcome of the events of Bells palsy, jaw pain and fluid on ear
was unknown.; Reporter's Comments: Based on the current available information and temporal association
between the use of the product and the onset date of the reported events, a causal relationship cannot be
excluded.""
pt stated that on 3/20/21 he developed facial paralysis on the right side of this face and loss of taste. Pt
went to Urgent Care. They gave him a glucose test, Covid 19 Rapid test, took BP and Temp. which was 98.5.
Pt diagnosed w/ Bells Palsy and was prescribed prednisone and valacyclovir. Pt is slightly recovering at this
time but feels like he is improving. Pt was instructed to contact Dr. upon finishing medication to see if he
needed to be referred to a Neurologist.
Approx three weeks after vaccine developed eye droop , loss of nasal fold, mouth droop, tingling and pins
and needles going into lip and across the top lip into r side of face. All this on my left side, starting at the
eye with pain and pain into nose.
Pt had onset of facial droop and difficulty speakin gon 3/20/21, diagnosed with acute right corona radiata
stroke by MRI at A Medical Center on 3/23/21
Bell's Palsy; Felt lightheaded and dizziness; Fatigue; A spontaneous report was received from a consumer
concerning an 83 year-old male patient who was administered Moderna's COVID-19 vaccine (mRNA-1273)
and developed Bell's palsy, Dizziness, and Fatigue. The patient's medical history and concomitant
medications were not reported. On 03-FEB-2021, prior to the onset of events, the patient received his first
dose of two planned doses of mRNA-1273 (lot# unknown) intramuscularly for the prophylaxis of COVID-19
infection. On 04-MAR-2021, the patient was taken to ER and was diagnosed with a mild case of Bell's palsy.
He also felt dizziness, lightheaded, and fatigue. Attending doctor at the Veterans Administration said he
could take the vaccine but his primary care physician advised him to wait a week. Treatment included
prednisone and valacyclovir. Action taken with mRNA-1273 in response to the events was not applicable.
The outcomes of events, Bell's Palsy, Dizziness, and Fatigue, were unknown.; Reporter's Comments: Based on
the current available information and temporal association between the use of the product and the start
date of the events, a causal relationship cannot be excluded.

COVID19 VACCINE

MODERNA

1135308-1

65+ years

15-30 days

COVID19 VACCINE
COVID19 VACCINE

MODERNA
MODERNA

1143367-1
1144917-1

50-59 years
18-29 years

15-30 days
15-30 days

COVID19 VACCINE

MODERNA

1151258-1

65+ years

15-30 days

COVID19 VACCINE

MODERNA

1154019-1

60-64 years

15-30 days

COVID19 VACCINE

MODERNA

1155679-1

65+ years

15-30 days

COVID19 VACCINE

MODERNA

1157559-1

Unknown

15-30 days

Could not close eye and mouth would not move; A spontaneous report was sent by a consumer who was a 68year old, female patient who received Modern's COVID-19 vaccine (mRNA-1273) and experienced an episode
of ""could not close eye and mouth "" and was diagnosed with Bell's palsy. The patient's medical history is
unknown. Concomitant medication include Metformin 500 twice in a day, Losartan 50 mg, Atorvastatin,
valacyclovir 1000 mg thrice in a day, Hydrochloride 12.5 mg, Prednisone. On 18 Feb 2021, the patient
received the first of two planned doses of mRNA-1273 (Lot number: 023M20A) intramuscularly for prophylaxis
of COVID-19 infection. On 09 Mar 2021, the patient reported she noticed her eye would not close and her
mouth would not move. She has no events prior to this date. The patient went to the emergency room and
was prescribed valacyclovir 1000 milligrams and prednisone 60 milligrams. At the time of this report, the
patient reported she was feeling fine and her speech was improving, but her eye still would not shut. Action
taken with mRNA-1273 in response to the events was not reported. The outcome of the event of Bell's
palsy, was considered not resolved.; Reporter's Comments: Based on the current available information and
temporal association between the use of the product and the start date of the event, a causal relationship
cannot be excluded.""
Right facial droop, slurred speech and falling at home
Bells Palsy L sided
3 weeks after his 2nd shot, he was seen in the ER due to drooling, facial spasms, and facial paralysis. After
many tests and MRI, they found a mass tumor on his brain, They transferred him to Med Center and they did
more testing. On March 13th they preformed surgery to remove the mass tumor. After pathology reports
were ran, it came back as a cancerous tumor know as a Glioblastoma or GBM. They were able to remove
80%. The remainder of the tumor was in a part of the brain that they would run the risk of permanent
damage or paralysis. He will undergo Chemo and Radiation to treat the 20% left.
bell's palsy; A spontaneous report from was received from a Consumer concerning a 62-year-old male patient
who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced Bells palsy. The patient had a
history of Bells palsy in the last five years. No relevant concomitant medications were reported. On 07 Mar
2021, prior to the onset of the event, the patient received their first of two planned doses of mRNA-1273
intramuscularly for prophylaxis of COVID-19 infection. On 25 Mar 2021, the patient experienced the event
Bells palsy. Laboratory details was not provided. Treatment medication included prednisone and
valacyclovir. Action taken with mRNA-1273 in response to the event was not reported. The outcome of
the event was unknown.; Reporter's Comments: Based on the current available information and temporal
association between the use of the product and the onset date of the reported event of facial paralysis, a
causal relationship cannot be excluded. Patient's prior history of Bell's palsy is considered a risk factor.
Patient suffered a Right Thalamic CVA about 30 days after the first dose of Moderna. Patient received tPA
but has some mild residual deficits (facial droop).
Droopy face bells palsy; An ear ache; A spontaneous report was received from a consumer concerning a
female patient of unspecified age who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced
events droopy face bells palsy/facial paralysis and an ear ache/ear pain. The patient's medical history was
not provided. Concomitant product use was not provided by the reporter. On 16 Jan 2021, approximately 22
days prior to the onset of the events, the patient received their first of two planned doses of mRNA-1273
(lot/batch: 097k701A) for prophylaxis of COVID-19 infection. On 08 Feb 2021, the patient had an ear ache,
and on 09 Feb 2021 the patient had droopy face bells palsy. At the time of this report she still had Bell's
palsy and was being treated by her doctor with prednisone and an anti viral. She was scheduled to receive
her second shot on 13 Feb 2021. The event droopy face bells palsy was considered as medically significant.
Treatment for the event included prednisone and an anti viral. Action taken with mRNA-1273 in response
to the events was not reported. The outcome of the event droopy face bells palsy was considered as not
recovered. The outcome of the event an ear ache was unknown.; Reporter's Comments: Based on the current
available information and temporal association between the use of the product and the start date of the
events, a causal relationship cannot be excluded.
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Felt like something poking her face /almost like paralyzed face; Teeth became sensitive to cold and hot;
Worst bodyaches she has ever had; Fever; Disoriented; Nauseous; Felt confused; Could not even drive herself
home; A Spontaneous report was received from a consumer, concerning a 29-year-old female patient, who
received Moderna's COVID-19 vaccine (mRNA-1273) and experienced confusion, disorientation, could not
drive herself/impaired driving ability, nausea, fever/pyrexia, body aches/general body pain, sensitive
teeth/hyperaesthesia teeth, poking in face/facial paralysis. The patient's medical history included
unspecified teeth work on Dec 2020. Concomitant product used by the patient medroxy progesterone
acetate for an unknown indication. On 15 Feb 2021, the patient received the first dose of their two planned
doses of mRNA-1273 (Batch number: unknown) for prophylaxis of COVID 19 infection. On 15 Mar 2021, prior
to the onset of events the patients received second dose of their two planned doses of mRNA-1273 (Batch
number: unknown) for prophylaxis of COVID 19 infection. On 15 Mar 2021, on the day of her second dose, the
patient felt confused, disoriented and could not even drive herself back to home. On 16 Mar 2021, the
patient developed fever and the worst body aches ever she had. The patient noticed that her teeth became
sensitive to both cold and hot. The patient stated that her teeth were shocking in the whole mouth and the
two teeth which had some work was hurting. The patient felt like something was poking her face almost like
her face was paralyzed and felt nauseous. The event facial paralysis was considered medically significant and
serious. The patient tried acetaminophen which did not work and then took ibuprofen which was effective.
Action taken with mRNA-1273 in response to the events was not applicable. The outcome of the events
confusion, disorientation, could not drive herself/impaired driving ability, nausea, fever/pyrexia, body
aches/general body pain, sensitive teeth/hyperaesthesia teeth, poking in face/facial paralysis were
unknown.; Reporter's Comments: Based on the current available information which shows a temporal
association between the use of the mRNA-1273 and the reported events and excluding all other etiology, a
causal relationship cannot be excluded. Nausea and fever are consistent with the vaccine safety profile.
Bells palsy on same side as vaccine; A spontaneous report was received from a consumer concerning 69-yearold, male patient who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced facial palsy. The
patient's medical history was not provided. Concomitant product use was not provided by the reporter. On
13 Jan 2021,the patient received his first of the two planned vaccine doses of mRNA-1273 (Batch number:
039K20A). On 10 Feb 2021, approximately 28 days after the first vaccine dose, prior to the onset of the
symptoms, the patient received his second of the two planned vaccine doses of mRNA-1273 (Batch number:
028L20A), intramuscularly, in the left arm, for prophylaxis of COVID-19 infection. On an unknown date, after
2.5 weeks of the second dose of vaccination, the patient experienced bell's palsy on the same side he
received the vaccine and was reported as ongoing at the time of report. Treatment for the event included
steroid, antiviral and eyedrops. The patient received both scheduled doses of mRNA-1273 prior to the
events; therefore, action taken with the drug in response to the events was not applicable. The outcome of
the events, facial paralysis and cerebrovascular accident, were considered not resolved at the time of
report.; Reporter's Comments: Based on the current available information and temporal association between
the use of the product and the start date of the event, a causal relationship cannot be excluded.
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Bell's Palsy; A spontaneous report was received from a consumer, concerning herself, a 62-years-old, male
patient, who received Moderna's COVID-19 vaccine and experienced event Bell's palsy. The patient's
medical history included Hypertension. Products known to have been used by the patient, within two weeks
prior to the event, included Amlodipine, Valsartan 5mg /320mg indicated for Blood Pressure, megarad to
lower cholesterol. On 2 Mar 2021, approximately 2-3 weeks prior to the onset of event, the patient
received their first of two planned doses of mRNA-1273 (Batch number: 012M20A) via unknown route in left
arm for COVID-19 infection prophylaxis. On 17 Mar 2021, The patient experienced Bell's Palsy. The patient
felt sore in mouth. on 18 Mar 2021, it was full paralysis of mouth and the drooping face. Eventual diagnosis
made was Bell's Palsy. Treatment information included 80 mg of prednisone once a day for about 7 days and
valacyclovir hcl 1gm tablet - TID for 7 days Action taken with mRNA-1273 in response to the event was
unknown. The outcome of the event Bell's palsy was unknown.; Reporter's Comments: Based on the current
available information and temporal association between the use of the product and the start date of the
event, a causal relationship cannot be excluded.
Bells Palsy - Paralysis Right Face - Right Eye will not shut completely and dries out quickly. I have little
control of my right eye. Hard to breathe through right nostril.
Guillian Barre lower extremities
82 year old male with history of hypertension, hyperlipidemia, mild dementia presented with progressive
worsening weakness over the past 2-3 weeks. Patient reported that he has noticed whole body weakness
that has progressively worsened over the past few days. Reported that he has noticed feeling weak,
fatigue and requiring more energy to do his daily activities over the past few weeks. He went to his PCP's
office yesterday and had laboratory tests for further evaluation. Initially his PCP thought he might have
PMR since he had bilateral UE soreness. However, the labs returned reassuring and does not seem to
suggest the diagnosis of PMR. Since yesterday, he has noticed worsening of his weakness. Reported that
last week, he was still able to play golf. Today, he was unable to get out of his car or get up from a sitting
position without help. Associated with unsteady and poor gait. And reported that he has numbness in
both hands and feels like his grip is weak. Denied fever, chills, nausea, vomiting, diarrhea, constipation,
chest pain, shortness of breath, headache, vision changes, no urinary/fecal retention or urinary/fecal
incontinence. Primary Discharge Diagnoses 1. Guillain Barr syndrome., 03/16/2021 Secondary Diagnoses:
Guillain Barre Syndrome (AIDP) Hypofibrinogenemia Thrombocytopenia and Anemia, have been fairly stable
for more than a week Hypokalemia Hyperlipidemia Hypertension, BPs controlled Mild dementia
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Left eye was not closing; Left face drooping; Extreme pain behind his left ear; Can't blink; A spontaneous
report was received from a consumer concerning a 65-years-old male patient who received Moderna's COVID19 vaccine (mRNA-1273) and experienced events left side of his face was drooping/facial paralysis, extreme
pain behind his left ear/ear pain, can't blink/corneal reflex decreased, and his left eye was not closing/eye
movement disorder. The patient's medical history included COPD, congestive heart disease and chronic
problems with his back. No relevant concomitant medications were reported. On 4 Jan 2021, 17 days prior
to the onset of the events the patient received their first of two planned doses of mRNA-1273 (lot batch:
026L20A) intramuscularly in the left arm for prophylaxis of COVID-19 infection. On 21 Jan 2021 the patient
had an unexpected reaction. He got up that morning and felt fine, but as the day went on, he noticed that
when he spoke, the left side of his mouth was not moving, then he noticed his left eye was not closing and
that side of his face was drooping. He was not in any pain at that point. He made an appointment to see his
general doctor the next day, 22 Jan 2021, after the exam he was diagnosed him with Bell's Palsy (BP) and
referred him to a neurologist and ophthalmologist. The earliest he could see the ophthalmologist back was
next week and he could not get the neuro to call him back. His doctor prescribed him prednisone which he
completed after 7 days but said the BP symptoms have not improved. Then on Saturday, 30 Jan 2021, he
started feeling extreme pain behind his left ear. Everyday the pain got worse. His pain medications were not
helping the pain behind his left ear. He could not see out of his left eye and he could not blink. The event left
side of his face was drooping was considered as medically significant. Action taken with mRNA-1273 in
response to the events left side of his face was drooping, extreme pain behind his left ear, can't blink, and his
left eye was not closing was not provided. The events left side of his face was drooping, extreme pain
behind his left ear, can't blink, and his left eye was not closing was not reported.; Reporter's Comments:
Based on the current available information and temporal association between the use of the product and the
start date of the events, a causal relationship cannot be excluded. Further information has been requested.
Bilateral facial bell's palsy; Guillain Barre syndrome; Weakness in arms and legs; the tingling got worse and
he had a lot more weakness in arms and legs; his arm started tingling; Headache/strrong headache; Arm
ached; Bit sluggish; A spontaneous report was received from a consumer concerning a male patient of
unspecified age who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced the events
bilateral facial Bell's palsy/Bell's palsy, bit sluggish, arm ached, Tingling in arms and legs, weakness in arms
and legs, Guillain barre syndrome and headache. The patient's medical history was not provided. No
relevant concomitant product use was reported. On 09 Jan 2021, prior to the onset of the events, the
patient received their first of two planned doses of mRNA-1273 (lot/batch: unknown) intramuscularly in the
left arm for prophylaxis of COVID-19 infection. On 06 Feb 2021, prior to the onset of the events, the patient
received their second of two planned doses of mRNA-1273 (lot/batch: unknown) intramuscularly in the left
arm for prophylaxis of COVID-19 infection. Patient went to the ER. On 06 Feb 2021, the patient experienced
bit sluggish, arm ached and head ache. On 12 Feb 2021, the patient developed a strong headache. On 13 Feb
2021, the patient developed tingling in his arms. On 14 Feb 2021, patient had tingling in his feet. On 15 Feb
2021, the tingling got worsened and patient experienced a lot more weakness in arms and legs. On 16 Feb
2021, the patient was diagnosed with Guillen Barre Syndrome. On unknown date ,patient developed
bilateral facial Bell's palsy. Laboratory details included CAT scan and lumbar puncture. Treatment received
for the events, included IVIG treatment and steroids. Action taken with the with mRNA-1273 in response to
the event is not applicable. The outcome of the events bit sluggish and arm ached were resolved . The
outcome of the events headache, his arm started tingling, feel also started tingling, weakness in arms and
legs, Guillain barre syndrome and bilateral facial Bell's palsy were unknown.; Reporter's Comments: Based on
the current available information which includes a temporal association between the use of the product and
onset of the events, and excluding other etiologies, a causal relationship cannot be excluded
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His left face is drooping; Numbness to right face; Numbness to right eye; Headache pain behind his left ear;
This spontaneous case was reported by a nurse and describes the occurrence of FACIAL PARALYSIS (His left
face is drooping) in a 57-year-old male patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch
no. 016M20A) for COVID-19 vaccination. The occurrence of additional non-serious events is detailed below.
The patient's past medical history included No adverse event (No reported medical history). On 09-Feb2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage
form. On 01-Mar-2021, the patient experienced HYPOAESTHESIA (Numbness to right face), EYELID SENSORY
DISORDER (Numbness to right eye) and HEADACHE (Headache pain behind his left ear). On 07-Mar-2021, the
patient experienced FACIAL PARALYSIS (His left face is drooping) (seriousness criterion medically significant).
At the time of the report, FACIAL PARALYSIS (His left face is drooping), HYPOAESTHESIA (Numbness to right
face), EYELID SENSORY DISORDER (Numbness to right eye) and HEADACHE (Headache pain behind his left ear)
outcome was unknown. DIAGNOSTIC RESULTS (normal ranges are provided in parenthesis if available): On
an unknown date, SARS-CoV-2 test positive: positive (Positive) Positive. The action taken with mRNA-1273
(Moderna COVID-19 Vaccine) (Intramuscular) was unknown. For mRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular), the reporter did not provide any causality assessments.; Sender's Comments: Based on the
current available information and temporal association between the use of the product and the start date of
the events, a causal relationship cannot be excluded.
Symptoms began on 3/24/21 and progressed until 3/28/21. Diagnosis is he suffered a spinal stroke, involving
T6-T10. He is paralyzed from just below his nipple line, all the way down.
The patient received her FIRST dose of Moderna COVID vaccine on 1/26/21 and SECOND dose on 2/23/21. On
3/8, she first started to experience shortness of breath, which was attributable to cardiac etiology and
diastolic heart failure at the time, but which in retrospect may have been her earliest symptom of new onset
myasthenia gravis, which is the AE I am wanting to report. She was hospitalized from 3/8-3/13, and
underwent extensive cardiac workup that was negative. She again developed shortness of breath on
3/17/21 and was re-admitted to the hospital on 3/18/21 for diuresis for presumed diastolic heart failure
exacerbation, received diuresis from 3/18-3/22/21 but then developed new onset diplopia, at which pint I
evaluated her in neurological consultation on 3/22. Her brain MRI disclosed an UNrelated incidental small
left cerebellar infract, but her neurological exam showed a new R lateral rectus palsy and new moderate to
severe left eyelid ptosis, suspicious for myasthenia gravis. Anti-acetylcholineseterase antibodies--- binding,
blocking, and modulating, were all sent off and came back all strongly positive on 3/26-27/21. The patient
then called stating she had developed recurrent shortness of breath, new onset dysphagia, and worsening
double vision. I urgently re-evaluated her in outpatient follow-up in my office on 4/2/21 and sent her
immediately to the hospital to be readmitted, where she remains as of this reporting date and she has been
receiving IVIG with improvement in her symptoms. She did NOT have any previous known history of eyelid
ptosis, dysphagia, diplopia, or muscle weakness. In retrospect, the patient states that her current
symptomatology began around 3/7/21 with the benefit of hindsight. I am reporting this event because it is
very unusual for an 82 year old WOMAN to develop new onset of myasthenia gravis, and it is a known
autoimmune disease, and a vaccine would be a plausible trigger for its development, or trigger for its first
symptomatic manifestation. I was also especially concerned because my fellow neurologist, ALSO had a
patient develop myasthenia gravis about 2 weeks or so following their second dose of the Pfizer COVID
vaccine. It would be an EXTRAORDINARY coincidence for two instances of new onset myasthenia gravis to
occur 2 weeks post- vaccination at essentially the same time in an institution of our size, so we both felt
obliged to report both cases ASAP to the VAERS. I was not able to reach the patient in her hospital room
today to get additional specifics about where she got the vaccine, its lot number etc., however she is a
retired and has indicated her willingness to provide you with any and all additional information you need,
and I am also personally very willing to provide any additional information about her eventual outcome.
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Developed bells palsy; This spontaneous case was reported by a consumer and describes the occurrence of
FACIAL PARALYSIS (Developed bells palsy) in a 30-year-old male patient who received mRNA-1273 (Moderna
COVID-19 Vaccine) (batch no. 024m20a) for COVID-19 vaccination. The patient's past medical history
included No adverse event (No reported medical history). On 11-Mar-2021, the patient received second
dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 26-Mar-2021, the patient
experienced FACIAL PARALYSIS (Developed bells palsy) (seriousness criterion medically significant). At the
time of the report, FACIAL PARALYSIS (Developed bells palsy) outcome was unknown.
No relevant
concomitant medications were reported. Action taken with mRNA-1273 in response to events was not
applicable. No treatment information was provided. Based on the current available information and
temporal association between the use of the product and the start date of the event, a causal relationship
cannot be excluded.; Sender's Comments: Based on the current available information and temporal
association between the use of the product and the start date of the event, a causal relationship cannot be
excluded.
Diagnosed yesterday with Bell's Palsy; This spontaneous case was reported by a consumer and describes the
occurrence of FACIAL PARALYSIS (Diagnosed yesterday with Bell's Palsy) in a female patient of an unknown
age who received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. The patient's past
medical history included No adverse event (No reported medical history). On 04-Mar-2021, the patient
received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 30-Mar2021, the patient experienced FACIAL PARALYSIS (Diagnosed yesterday with Bell's Palsy) (seriousness
criterion medically significant). At the time of the report, FACIAL PARALYSIS (Diagnosed yesterday with Bell's
Palsy) had not resolved.
The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular)
was unknown.
Treatment medication included prednisone.; Sender's Comments: Very limited information
regarding the events has been provided at this time. Further information has been requested.
She was admitted at hospital on 3/9/21-3/11/21 due to ischemic stroke which she received TPA and
mechanical thrombectomy for L MCA M1 occlusion. Her symptoms include aphasia, R facial droop, R side
weakness. Patient report no residual deficits.
Initial symptom was difficulty urinating, then developed a fever and weakness. Fell in the bathroom. Went
to ER; they ran labs, did EKG, chest X-ray, covid test (negative). Their conclusion was unspecified virus. The
next day he had slight fever and body aches, with pins and needles pain in arms and back. Still having
difficulty urinating. Next morning still unable to urinate and having severe pain in abdomen. Very weak and
unable to walk. We called 911 and had him transported to ER. They inserted catheter and drained his
bladder, attached bag to his leg. Their diagnosis was inflamed prostate. They did not address his weakness
and inability to stand. He was instructed to see his primary physician and a urologist after the weekend. As
that day progressed, he became unable to control his left leg. By the next morning, he couldn't move either
leg. Called 911 and he was transported back to ER. They attempted to do an MRI but the machine broke
down. He was transferred to a medical center that evening, where he had an MRI and was admitted. The
initial diagnosis was inflamed spine, but the 2nd day the neurologist told us he had a spinal stroke.
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Guillain-BarrT syndrome; Tingling and numb toes and fingers, which spread to elbows and knees; Tingling and
numb toes and fingers , which spread to elbows and knees; Progressed to paralysis; Problems breathing on
her own; A spontaneous report was received from a consumer concerning his relative a 39-years-old female
patient who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced tingling, numb toes and
fingers which spread to elbows and knees, difficulty breathing progressed to paralysis. The patient's
medical history was not provided. No relevant concomitant medications were reported. On 23 Dec 2020,
approximately three weeks prior to the onset of the events, the patient received her first of two planned
doses of mRNA-1273 (batch: 011J20A) intramuscularly for prophylaxis of COVID-19 infection. On 14 Jan 2021,
the patient experienced tingling, numb toes and fingers, which spread to elbows and knees and progressed
to paralysis which required hospitalization and patient was diagnosed with guillain-barrT syndrome. On 25
Jan 2021, the patient was intubated with mechanical breathing because she had problems breathing on her
own. patient was hospitalized for a long-term acute care hospital. Treatment for the event included patient
was intubated with mechanical breathing. The second dose of mRNA-1273 was discontinued in response to
the events. The outcome of the events, tingling, numb toes and fingers which spread to elbows and knees,
progressed to paralysis, guillain-barrT syndrome, was intubated with mechanical breathing and had
problems breathing her own were not resolved.; Reporter's Comments: Based on the current available
information and temporal association between the use of the product and the start date of the events, a
causal relationship cannot be excluded. However, Further information is requested.

15-30 days

Bell's palsy; A spontaneous report was received from a physician concerning an unknown years old, male
patient, who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced event bell's palsy/ facial
paralysis. The patient's medical history was not provided. The concomitant medications on use were also
not provided. On unknown date on Mar 2021, prior to the onset of the events, the patient received their
first of two planned doses of mRNA (Batch number: unknown) through unknown route of administration for
prophylaxis of COVID-19 infection. On 22 Mar 2021, patient experienced bell's palsy and was sent to
emergency department. It was medically significant event. No laboratory data was not provided. The
patient is being treated with prednisone for bell's palsy. Action taken with mRNA-1273 in response to the
events was not reported. The event bell's palsy was not recovered.; Reporter's Comments: Very limited
information regarding the events has been provided at this time and is insufficient for causality assessment.
Further information has been requested.

15-30 days

Bell's palsy; This spontaneous case was reported by a consumer (subsequently medically confirmed) and
describes the occurrence of FACIAL PARALYSIS (Bell's palsy) in a 25-year-old female patient who received
mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 036A21A) for COVID-19 vaccination. The patient's past
medical history included No adverse event (No medical history reported). On 09-Mar-2021, the patient
received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1 dosage form. On 01-Apr2021, the patient experienced FACIAL PARALYSIS (Bell's palsy) (seriousness criterion medically significant). At
the time of the report, FACIAL PARALYSIS (Bell's palsy) had not resolved.
The action taken with mRNA1273 (Moderna COVID-19 Vaccine) (Unknown Route) was unknown.
Concomitant product use was
unknown by the reporter Treatment medication include steroids Very limited information regarding this
event has been provided at this time. Further information has been requested.; Sender's Comments: Very
limited information regarding this event has been provided at this time. Further information has been
requested.
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Patient took second dose 22 days after the first dose; felt like everything was pushing downward on her
face; face felt frozen and could not move her face; Ptosis of her left eye; Dull and severe headache; This
spontaneous case was reported by a physician (subsequently medically confirmed) and describes the
occurrence of FACIAL PARALYSIS (felt like everything was pushing downward on her face) in a 41-year-old
female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. 001A21A and 0077M20A)
for COVID-19 vaccination. The occurrence of additional non-serious events is detailed below. Concurrent
medical conditions included Migraine. On 26-Jan-2021, the patient received first dose of mRNA-1273
(Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 23-Feb-2021, received second dose of mRNA1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 dosage form. On 21-Feb-2021,
the patient experienced FACIAL PARALYSIS (felt like everything was pushing downward on her face)
(seriousness criterion medically significant), HYPOAESTHESIA (face felt frozen and could not move her face),
EYELID PTOSIS (Ptosis of her left eye) and HEADACHE (Dull and severe headache). On 23-Feb-2021, the
patient experienced INAPPROPRIATE SCHEDULE OF PRODUCT ADMINISTRATION (Patient took second dose 22
days after the first dose). On 23-Feb-2021, INAPPROPRIATE SCHEDULE OF PRODUCT ADMINISTRATION
(Patient took second dose 22 days after the first dose) had resolved. At the time of the report, FACIAL
PARALYSIS (felt like everything was pushing downward on her face), HYPOAESTHESIA (face felt frozen and
could not move her face) and HEADACHE (Dull and severe headache) outcome was unknown and EYELID
PTOSIS (Ptosis of her left eye) had not resolved.
The action taken with mRNA-1273 (Moderna COVID-19
Vaccine) (Intramuscular) was unknown. For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the
reporter did not provide any causality assessments. No concomitant product use was reported. She
consulted neurologist who prescribed apraclonidine 0.5 percent. This case was linked to MOD-2021-066385
(Patient Link).; Sender's Comments: Based on the current available information and temporal association
between the use of the product and the start date of the events, a causal relationship cannot be excluded.
However, this is also a case of Inappropriate schedule of product administration of mRNA-1273 lot
#(001A21A) with associated AE""s of facial paralysis, hypoesthesia, headache and ptosis. Further information
is requested.""
Woke up Thursday with mouth and face droopy, unable to retain liquids. She went to her MD, who told her
take aspirin and go to ER if problem persisted. She went to the hospital on Friday and they had her
overnight for observation. She had an MRI and EKG and CT scan as well as BW. She was prescribed
prednisone and valacyclovir and told to see a neurologist.
Onset of Guillain-BarrT syndrome. Admitted and still inpatient in the hospital being treated. Admitted to
the hospital 4/7/2021
3/18/21 admitted via ER for Transient cerebral ischemia (left sided weakness/paralysis primarily left arm)discharged 3/19/21 3/19/21 Acute Stroke (progression of symptoms, involving left arm and leg/foot drop)transported via ambulance to ER and admitted again, then transferred to inpatient rehab ~3/23/21 and
discharged to home 3/31/21
Bells Palsy with trigeminal neuralgia, not resolved with treatment
Patient presented to local ED on 4/8 after having symptoms ~0400 with right sided numbness unable to
move fingers on right hand. Patient also unable to use right leg properly to walk. Later ~0800 weakness,
numbness progressed to left side and patient had worsening paralysis to all extremities, trunk, and to face.
Patient was transferred to our facility for concern for guillain-barre syndrome. Once admitted, patient was
intubated for airway protection and remains on ventilator receiving plasma exchange sessions for presumed
diagnosis.
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Bells palsy; This spontaneous case was reported by a consumer and describes the occurrence of FACIAL
PARALYSIS (Bells palsy) in a 28-year-old female patient who received mRNA-1273 (Moderna COVID-19
Vaccine) for COVID-19 vaccination. The patient's past medical history included No adverse event (No
reported medical history.). Concomitant products included OXYBATE SODIUM (XYREM), PIMOZIDE (ORAP),
METFORMIN and VENLAFAXINE HYDROCHLORIDE (EFFEXOR) for an unknown indication. On 03-Mar-2021,
the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1 dosage form.
On 26-Mar-2021, the patient experienced FACIAL PARALYSIS (Bells palsy) (seriousness criterion medically
significant). At the time of the report, FACIAL PARALYSIS (Bells palsy) was resolving.
The action taken
with mRNA-1273 (Moderna COVID-19 Vaccine) (Unknown Route) was unknown.
Treatment for the event
included Amantadine and Methylprednisolone. She was on treatment for that and will be still on treatment
during her 2nd dose. Company comment:Based on the current available information and temporal
association between the use of the product and the onset date of the reported event of facial paralysis, a
causal relationship cannot be excluded.; Sender's Comments: Based on the current available information and
temporal association between the use of the product and the onset date of the reported event of facial
paralysis, a causal relationship cannot be excluded.
They think she has Guillen barre; severe neck pain and pain on the side of neck; numbness across the
shoulders and down the arms and leg numbness; Low grade fever; This spontaneous case was reported by a
consumer and describes the occurrence of GUILLAIN-BARRE SYNDROME (They think she has Guillen barre) in a
55-year-old female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. 010M20A and
012L20A) for COVID-19 vaccination. The occurrence of additional non-serious events is detailed below. The
patient's past medical history included Intervertebral disc operation (She had a surgical procedure done year
and half ago where two artificial discs were put in her neck.). On 13-Jan-2021, the patient received first
dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 10-Feb-2021, received
second dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 dosage
form. On 10-Feb-2021, the patient experienced GUILLAIN-BARRE SYNDROME (They think she has Guillen
barre) (seriousness criterion medically significant), NECK PAIN (severe neck pain and pain on the side of neck),
HYPOAESTHESIA (numbness across the shoulders and down the arms and leg numbness) and PYREXIA (Low
grade fever). At the time of the report, GUILLAIN-BARRE SYNDROME (They think she has Guillen barre), NECK
PAIN (severe neck pain and pain on the side of neck), HYPOAESTHESIA (numbness across the shoulders and
down the arms and leg numbness) and PYREXIA (Low grade fever) outcome was unknown.
Concomitant
product use was not provided. Treatment included prednisone for 15 days and cephalexin (500mg) for 7 days
(both for unknown indication) and gabapentin (for neck pain). The patient is scheduled for cervical and brain
MRI and also had cervical x-ray (results not reported). The patient opted not to have spinal tap. Based on
the current available information which includes a temporal association between the use of the product and
onset of the events, and excluding other etiologies, a causal relationship cannot be excluded. However the
event of Guillen barre has not been confirmed. Additional information has been requested; Sender's
Comments: Based on the current available information which includes a temporal association between the
use of the product and onset of the events, and excluding other etiologies, a causal relationship cannot be
excluded. However the event of Guillen barre has not been confirmed. Additional information has been
requested
Developed Bells Palsy
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pt says she had pain in the left side of her jaw under her ear. she went to her PCP on 3/3/21. She was told
she had in fluid in both ears. she was given some medicine but the pain never went away. she went to a
friends house and a doctor there told her she had Bells Palsy and told to go back and see her PCP. She went
back to her PCP on 3/6 and she was diagnosed w/ Bells Palsy. She was prescribed Valtrex and prednisone.
After completing her meds she had a another severe episode on 3/17/21. Her face was messed up more and
to wear she cant close her left eye. She went back to PCP and was prescribed more Valtrex and prednisone
and scheduled her to see a Neurologist. She went to a Neurology Center. They did blood work and ordered
an MRI. She was prescribed her more Valtrex and more prednisone for 21 days. She went back to see neuro
doctor after completing this medicine and then prescribed her 120 mg of prednisone and to taper down dose
each day. She has trouble eating and drinking because of her mouth drooping and damaging the nerve in
her face.

15-30 days

Bell's palsy; This spontaneous case was reported by a consumer and describes the occurrence of FACIAL
PARALYSIS (Bell's palsy) in a 52-year-old male patient who received mRNA-1273 (Moderna COVID-19 Vaccine)
for COVID-19 vaccination. The patient's past medical history included No adverse event (No reported
medical history). On 04-Mar-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19
Vaccine) (Intramuscular) 1 dosage form. On 30-Mar-2021, the patient experienced FACIAL PARALYSIS (Bell's
palsy) (seriousness criterion medically significant). At the time of the report, FACIAL PARALYSIS (Bell's palsy)
was resolving.
The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was
unknown.
Concomitant product use was not provided by the reporter. Treatment for the event included
Prednisone 50 mg/day and Advair 550 breathing treatment.; Sender's Comments: Based on the current
available information and temporal association between the use of the product and the start date of the
event a causal relationship cannot be excluded.

15-30 days

bruised the right side of his face/walking into door leading to bruise on face; Bell's Palsy; sinus infection; This
spontaneous case was reported by a consumer (subsequently medically confirmed) and describes the
occurrence of FACIAL PARALYSIS (Bell's Palsy) in a male patient of an unknown age who received mRNA-1273
(Moderna COVID-19 Vaccine) for COVID-19 vaccination. The occurrence of additional non-serious events is
detailed below. The patient's past medical history included Sclerosis of liver and Stent placement. On 10Feb-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1
dosage form. On 11-Mar-2021, received second dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown
route) dosage was changed to 1 dosage form. On 12-Mar-2021, after starting mRNA-1273 (Moderna COVID19 Vaccine), the patient experienced SINUSITIS (sinus infection). On 05-Apr-2021, the patient experienced
FACIAL PARALYSIS (Bell's Palsy) (seriousness criterion medically significant). On 07-Apr-2021, the patient
experienced CONTUSION (bruised the right side of his face). On 07-Apr-2021, PAIN (pain is almost 100% gone)
had resolved. At the time of the report, FACIAL PARALYSIS (Bell's Palsy), SINUSITIS (sinus infection) and
CONTUSION (bruised the right side of his face) had resolved.; Sender's Comments: This case is regarding a
Male patient of unknown age who experienced the events Facial paralysis, pain, sinusitis, and contusion.
The events of sinusitis and contusion were assessed as unlikely related to study drug as the contusion
occurred due to patient walking into a door. The sinusitis can be due to an infection causing inflammation of
sinus. Based on the current available information and temporal association between the use of the product
and the start date of the event, Facial paralysis, a causal relationship cannot be excluded.
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paralysis of legs; feeling like tongue, lips, and throat were beginning to swell; feeling like tongue, lips, and
throat were beginning to swell; feeling like tongue, lips, and throat were beginning to swell; hot and cold
body temperature; burning eyes, eyes on fire as if someone poured acid in them; Red eyes; peppery hot taste
in mouth, empty bland taste in her mouth; body aches; lower back pain; itching in upper torso; itching at
injection site; fever of 103; throbbing headache; fatigue; body chills; muscle aches / body aches; This
spontaneous case was reported by a patient (subsequently medically confirmed) and describes the occurrence
of DIPLEGIA (paralysis of legs) in a 63-year-old female patient who received mRNA-1273 (Moderna COVID-19
Vaccine) (batch nos. 028A21A and 013A21A) for COVID-19 vaccination. The occurrence of additional nonserious events is detailed below. Concurrent medical conditions included No adverse drug reaction (No
medical history reported.). On 01-Mar-2021, the patient received first dose of mRNA-1273 (Moderna COVID19 Vaccine) (Intramuscular) 1 dosage form. On 30-Mar-2021, received second dose of mRNA-1273 (Moderna
COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 dosage form. On 30-Mar-2021, the patient
experienced DIPLEGIA (paralysis of legs) (seriousness criterion medically significant), PHARYNGEAL SWELLING
(feeling like tongue, lips, and throat were beginning to swell), LIP SWELLING (feeling like tongue, lips, and
throat were beginning to swell), SWOLLEN TONGUE (feeling like tongue, lips, and throat were beginning to
swell), FEELING OF BODY TEMPERATURE CHANGE (hot and cold body temperature), EYE IRRITATION (burning
eyes, eyes on fire as if someone poured acid in them), OCULAR HYPERAEMIA (Red eyes), TASTE DISORDER
(peppery hot taste in mouth, empty bland taste in her mouth), PAIN (body aches), BACK PAIN (lower back
pain), PRURITUS (itching in upper torso), VACCINATION SITE PRURITUS (itching at injection site), PYREXIA
(fever of 103), HEADACHE (throbbing headache), FATIGUE (fatigue), CHILLS (body chills) and MYALGIA (muscle
aches / body aches). On 04-Apr-2021, DIPLEGIA (paralysis of legs), PHARYNGEAL SWELLING (feeling like
tongue, lips, and throat were beginning to swell), LIP SWELLING (feeling like tongue, lips, and throat were
beginning to swell), SWOLLEN TONGUE (feeling like tongue, lips, and throat were beginning to swell),
FEELING OF BODY TEMPERATURE CHANGE (hot and cold body temperature), PAIN (body aches), BACK PAIN
(lower back pain), PYREXIA (fever of 103), FATIGUE (fatigue), CHILLS (body chills) and MYALGIA (muscle aches /
body aches) had resolved. At the time of the report, EYE IRRITATION (burning eyes, eyes on fire as if someone
poured acid in them), TASTE DISORDER (peppery hot taste in mouth, empty bland taste in her mouth),
PRURITUS (itching in upper torso), VACCINATION SITE PRURITUS (itching at injection site) and HEADACHE
(throbbing headache) had not resolved and OCULAR HYPERAEMIA (Red eyes) had resolved.
Patient had
no concomitant medications on file. The patient took acetaminophen as advised by her healthcare provider
to help alleviate the symptoms, but the symptoms were not relieved. Company Comment: Based on the
current available information and temporal association between the use of the product and the start date of
the events, a causal relationship cannot be excluded. This case was linked to (E2B Linked Report).; Sender's
Comments: Based on the current available information and temporal association between the use of the
product and the start date of the events, a causal relationship cannot be excluded. MOD-2021-073883:Dose 1
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Bell's Palsy; Enlargement of lymph node; No appetite; High fever; This spontaneous case was reported by a
physician (subsequently medically confirmed) and describes the occurrence of FACIAL PARALYSIS (Bell's Palsy)
in a 78-year-old female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 006M20A)
for COVID-19 vaccination. The occurrence of additional non-serious events is detailed below. Concurrent
medical conditions included Cholesterol (Tressor for cholesterol), Stress (Takes ""stress pills"") and Drug
allergy (azithromycin (Zithromax)). On 21-Jan-2021, the patient received first dose of mRNA-1273 (Moderna
COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 19-Feb-2021, received second dose of mRNA-1273
(Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 dosage form. On 19-Feb-2021, the
patient experienced LYMPHADENOPATHY (Enlargement of lymph node), DECREASED APPETITE (No appetite)
and PYREXIA (High fever). On 10-Apr-2021, the patient experienced FACIAL PARALYSIS (Bell's Palsy)
(seriousness criterion medically significant). On 05-Mar-2021, LYMPHADENOPATHY (Enlargement of lymph
node), DECREASED APPETITE (No appetite) and PYREXIA (High fever) had resolved. At the time of the report,
FACIAL PARALYSIS (Bell's Palsy) outcome was unknown.
For mRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular), the reporter did not provide any causality assessments. On 10-Apr-2021, she experienced
right-sided facial paralysis and was unable to keep her eyes closed. Her doctor subsequently diagnosed Bell's
Palsy. The patient inquired if there were patients who have experienced the same thing. Action taken with
mRNA in respect to the events was not applicable. Concomitant medications included stress pills and tressor
for cholesterol. Treatment included prednisone, unspecified antiviral medication and eye drops for the right
eye. Based on the current available information and temporal association between the use of the product
and the start date of the events, a causal relationship cannot be excluded.; Sender's Comments: Based on the
current available information and temporal association between the use of the product and the start date of
the events, a causal relationship cannot be excluded.""
Approximately 1800, nursing staff reported patient had facial drooping and slurred speech. Patient vitals
were stable. Symptoms resolved. 2/1/2021 Resident observed in the bedroom, unresponsive. No heartbeat
or lung sounds upon auscultation. Pupils mid-dilated and fixated, no reaction to light. Carotid pulses were not
palpable. Pronounced dead at 1422 by nurse practitioner.
drooping face; loss of appetite; shortness of breath; rapid pulse; cold sweat; slightly feverish; fatigue; severe
joint pain; slept for 13 hours; calves and thighs hurt for 4 day; This spontaneous case was reported by a
consumer and describes the occurrence of FACIAL PARALYSIS (drooping face) in a male patient of an unknown
age who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 007321A) for COVID-19 vaccination.
The occurrence of additional non-serious events is detailed below. The patient's past medical history
included No adverse event (No relevant medical history reported). On 19-Feb-2021, the patient received
first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 19-Mar-2021,
received second dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed to 1
dosage form. On 20-Mar-2021, the patient experienced HYPERSOMNIA (slept for 13 hours) and PAIN IN
EXTREMITY (calves and thighs hurt for 4 day). On 20-Mar-2021 at 4:00 PM, the patient experienced FACIAL
PARALYSIS (drooping face) (seriousness criterion medically significant), DECREASED APPETITE (loss of
appetite), DYSPNOEA (shortness of breath), HEART RATE INCREASED (rapid pulse), COLD SWEAT (cold sweat),
PYREXIA (slightly feverish), FATIGUE (fatigue) and ARTHRALGIA (severe joint pain). The patient was treated
with IBUPROFEN at an unspecified dose and frequency. On 21-Mar-2021, FACIAL PARALYSIS (drooping face),
DECREASED APPETITE (loss of appetite), DYSPNOEA (shortness of breath), HEART RATE INCREASED (rapid
pulse), COLD SWEAT (cold sweat), HYPERSOMNIA (slept for 13 hours), PYREXIA (slightly feverish), FATIGUE
(fatigue) and ARTHRALGIA (severe joint pain) had resolved. On 24-Mar-2021, PAIN IN EXTREMITY (calves and
thighs hurt for 4 day) had resolved.
No concomitant medications were reported. Treatment included
ibuprofen for the event PAIN IN EXTREMITY (calves and thighs hurt for 4 day). This case was linked to MOD2021-074831 (Patient Link).; Sender's Comments: Based on the current available information and temporal
association between the use of the product and the start date of the events, a causal relationship cannot be
excluded.
Acute onset of Bell's Palsy three weeks after receiving the Moderna COVID vaccine.
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CVA isolated; Diplopia (left eye); Left with a palsy; Inability to walk confidently; Left cranial nerves VI, and III
show deficit's; Cannot see out of left eye; This spontaneous case was reported by a health care professional
(subsequently medically confirmed) and describes the occurrence of CEREBROVASCULAR ACCIDENT (CVA
isolated), DIPLOPIA (Diplopia (left eye)), PARALYSIS (Left with a palsy), GAIT DISTURBANCE (Inability to walk
confidently), CRANIAL NERVE DISORDER (Left cranial nerves VI, and III show deficit's) and VISUAL
IMPAIRMENT (Cannot see out of left eye) in a 66-year-old female patient who received mRNA-1273 (Moderna
COVID-19 Vaccine) for COVID-19 immunisation. Concurrent medical conditions included Obesity (BMI 4545.9). On 13-Mar-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular) 1 dosage form. On 01-Apr-2021, the patient experienced CEREBROVASCULAR ACCIDENT (CVA
isolated) (seriousness criteria hospitalization, disability, medically significant and life threatening) and
DIPLOPIA (Diplopia (left eye)) (seriousness criteria hospitalization, disability and medically significant). On 12Apr-2021, the patient experienced PARALYSIS (Left with a palsy) (seriousness criteria disability and medically
significant), GAIT DISTURBANCE (Inability to walk confidently) (seriousness criteria disability and medically
significant), CRANIAL NERVE DISORDER (Left cranial nerves VI, and III show deficit's) (seriousness criteria
disability and medically significant) and VISUAL IMPAIRMENT (Cannot see out of left eye) (seriousness criteria
disability and medically significant). At the time of the report, CEREBROVASCULAR ACCIDENT (CVA isolated),
DIPLOPIA (Diplopia (left eye)), PARALYSIS (Left with a palsy), GAIT DISTURBANCE (Inability to walk
confidently), CRANIAL NERVE DISORDER (Left cranial nerves VI, and III show deficit's) and VISUAL
IMPAIRMENT (Cannot see out of left eye) outcome was unknown.
The action taken with mRNA-1273
(Moderna COVID-19 Vaccine) (Intramuscular) was unknown. For mRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular), the reporter did not provide any causality assessments. The Patient was Treated with
Lovenox, Coumadin, Brimonidine eye drops.The patient has been taking High Blood Pressure
Medication,Severe Obesity medications and Hyperlipidemic Medications.The patient has no known Allergies.
Company Comment: Based on the current available information and temporal association between the use of
the product and the start date of the events, a causal relationship cannot be excluded.; Sender's Comments:
Based on the current available information and temporal association between the use of the product and the
start date of the events, a causal relationship cannot be excluded.
Bell's palsy; This spontaneous case was reported by a patient (subsequently medically confirmed) and
describes the occurrence of FACIAL PARALYSIS (Bell's palsy) in a 74-year-old male patient who received mRNA1273 (Moderna COVID-19 Vaccine) (batch no. 048A21A) for COVID-19 vaccination. The patient's past
medical history included No adverse event. On 11-Mar-2021, the patient received first dose of mRNA-1273
(Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 07-Apr-2021, after starting mRNA-1273
(Moderna COVID-19 Vaccine), the patient experienced FACIAL PARALYSIS (Bell's palsy) (seriousness criterion
medically significant). At the time of the report, FACIAL PARALYSIS (Bell's palsy) had not resolved.
The
action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown.
Reporter did
not allow further contact
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Felt left side of face drooped, unable to close left eye, and could not control left side of face; patient woke up
with 5-seconds chills and went away quickly, happened 3 times during the day; This spontaneous case was
reported by a consumer (subsequently medically confirmed) and describes the occurrence of FACIAL
PARALYSIS (Felt left side of face drooped, unable to close left eye, and could not control left side of face) in a
71-year-old male patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. 025B21A and
010A21A) for COVID-19 vaccination. The occurrence of additional non-serious events is detailed below.
Concurrent medical conditions included Bladder disorder. Concomitant products included OXYBUTYNIN
HYDROCHLORIDE (OXYBUTININ ACCORD) for Bladder disorder NOS. On 06-Mar-2021, the patient received
first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 03-Apr-2021,
received second dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed to 1
dosage form. On 03-Apr-2021, the patient experienced FACIAL PARALYSIS (Felt left side of face drooped,
unable to close left eye, and could not control left side of face) (seriousness criterion medically significant) and
CHILLS (patient woke up with 5-seconds chills and went away quickly, happened 3 times during the day). On
04-Apr-2021, CHILLS (patient woke up with 5-seconds chills and went away quickly, happened 3 times during
the day) had resolved. At the time of the report, FACIAL PARALYSIS (Felt left side of face drooped, unable to
close left eye, and could not control left side of face) outcome was unknown.
Treatment Medications
included prednisone 20mg 3 times daily for 4 days, valacyclovir 1 gm tablet 3 times daily for 7 days and
artificial tears drops with directions instill 1 to 2 drops every 4 hours to left eye. On 04Apr2021, Emergency
room and primary care doctors confirmed that it is Bell's Palsy. As up 16Apr2021, the neurologist assessed
and confirmed of Bell's Palsy (severe facial paralysis). Based on current available information and the
temporal relationship between product use and the start date of the events a causal relationship cannot be
excluded. Action taken with mRNA-1273 in response to the events was not Applicable This case was linked
to MODERNATX, INC.-MOD-2021-079332 (E2B Linked Report).; Sender's Comments: Based on current
available information and the temporal relationship between product use and the start date of the events a
causal relationship cannot be excluded. MODERNATX, INC.-MOD-2021-079332:Case for dose 1
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Trouble standing; Able to walk into the kitchen awkwardly; It felt like I was almost paralyzed/It was very
difficult to control my legs and arms as if I had relapsed into losing the feeling in my whole body; Fell into a
chair; Felt warm and had a fever of 100.3; Soreness in left arm; Hard to sleep; This spontaneous case was
reported by a consumer and describes the occurrence of PARALYSIS (It felt like I was almost paralyzed/It was
very difficult to control my legs and arms as if I had relapsed into losing the feeling in my whole body) in a 55year-old female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. 022M20A and
042L20A) for COVID-19 vaccination. The occurrence of additional non-serious events is detailed below.
Concurrent medical conditions included Multiple sclerosis (began new DMT, Tysabri, in June 2020, monthly
infusion) and Anemia. Concomitant products included IRON for Anemia, NATALIZUMAB (TYSABRI) for Multiple
sclerosis, VITAMIN D NOS and CALCIUM, ERGOCALCIFEROL (CALCIUM +D [CALCIUM;ERGOCALCIFEROL]) for an
unknown indication. On 26-Jan-2021 at 1:30 PM, the patient received first dose of mRNA-1273 (Moderna
COVID-19 Vaccine) (unknown route) 1 dosage form. On 23-Feb-2021 at 2:30 PM, received second dose of
mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) dosage was changed to 1 dosage form. On 23-Feb2021, the patient experienced PAIN IN EXTREMITY (Soreness in left arm). 23-Feb-2021, the patient
experienced INSOMNIA (Hard to sleep). On 24-Feb-2021, the patient experienced FALL (Fell into a chair) and
PYREXIA (Felt warm and had a fever of 100.3). On 24-Feb-2021 at 7:00 AM, the patient experienced
PARALYSIS (It felt like I was almost paralyzed/It was very difficult to control my legs and arms as if I had
relapsed into losing the feeling in my whole body) (seriousness criterion medically significant), DYSSTASIA
(Trouble standing) and GAIT DISTURBANCE (Able to walk into the kitchen awkwardly). At the time of the
report, PARALYSIS (It felt like I was almost paralyzed/It was very difficult to control my legs and arms as if I
had relapsed into losing the feeling in my whole body), PAIN IN EXTREMITY (Soreness in left arm), INSOMNIA
(Hard to sleep), DYSSTASIA (Trouble standing), GAIT DISTURBANCE (Able to walk into the kitchen
awkwardly), FALL (Fell into a chair) and PYREXIA (Felt warm and had a fever of 100.3) had resolved.
DIAGNOSTIC RESULTS (normal ranges are provided in parenthesis if available): On 24-Feb-2021, Body
temperature: 100.3 (High) Increased.
Treatment information was not provided. Company Comment:
This case concerns a 55-year-old female with a serious unexpected event of paralysis, and nonserious
unexpected pain in extremity, dysstasia, gait disturbance, fall, insomnia and expected pyrexia. Event onset 2
days after first dose mRNA-1273. Events resolved. Based on current available information and temporal
association between the use of the product and the start date of the event, a causal relationship cannot be
excluded. This case was linked to MOD-2021-025381 (Patient Link).; Sender's Comments: This case concerns
a 55-year-old female with a serious unexpected event of paralysis, and nonserious unexpected pain in
extremity, dysstasia, gait disturbance, fall, insomnia and expected pyrexia. Event onset 2 days after first dose
mRNA-1273. Events resolved. Based on current available information and temporal association between the
use of the product and the start date of the event, a causal relationship cannot be excluded.
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anaphylactic shock; difficulty breathing; faced was paralyzed; rash on arms and chest; This spontaneous case
was reported by a pharmacist (subsequently medically confirmed) and describes the occurrence of
ANAPHYLACTIC REACTION (anaphylactic shock), DYSPNOEA (difficulty breathing) and FACIAL PARALYSIS (faced
was paralyzed) in a 64-year-old female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch
nos. 001C21A and 008B21A) for COVID-19 vaccination. The occurrence of additional non-serious events is
detailed below. The patient's past medical history included No adverse event (No medical history
reported.). On 23-Mar-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular) 1 dosage form. On 20-Apr-2021, received second dose of mRNA-1273 (Moderna COVID-19
Vaccine) (Intramuscular) dosage was changed to 1 dosage form. On 20-Apr-2021, the patient experienced
ANAPHYLACTIC REACTION (anaphylactic shock) (seriousness criterion life threatening), DYSPNOEA (difficulty
breathing) (seriousness criterion medically significant), FACIAL PARALYSIS (faced was paralyzed) (seriousness
criterion medically significant) and RASH (rash on arms and chest). At the time of the report, ANAPHYLACTIC
REACTION (anaphylactic shock), DYSPNOEA (difficulty breathing), FACIAL PARALYSIS (faced was paralyzed)
and RASH (rash on arms and chest) outcome was unknown. Not Provided For mRNA-1273 (Moderna COVID19 Vaccine) (Intramuscular), the reporter did not provide any causality assessments. Treatment medication
included epinephrine injection. Company comment: based on current available information and the temporal
association between product use and the start date of the events a causal relationship cannot be excluded.
This case was linked to MODERNATX, INC.-MOD-2021-081859 (E2B Linked Report).; Sender's Comments:
based on current available information and the temporal association between product use and the start date
of the events a causal relationship cannot be excluded. MODERNATX, INC.-MOD-2021-081859:Crossed linked
missing of scheduled second dose of vaccine / dose omission; stroke; right side of his body paralyzed, from his
face to his feet; This spontaneous case was reported by a consumer and describes the occurrence of
CEREBROVASCULAR ACCIDENT (stroke) and HEMIPLEGIA (right side of his body paralyzed, from his face to his
feet) in a 79-year-old male patient who received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19
vaccination. The occurrence of additional non-serious events is detailed below. The patient's past medical
history included Stroke in October 2015. On 10-Feb-2021, the patient received first dose of mRNA-1273
(Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 03-Mar-2021, the patient experienced
CEREBROVASCULAR ACCIDENT (stroke) (seriousness criterion medically significant) and HEMIPLEGIA (right
side of his body paralyzed, from his face to his feet) (seriousness criteria disability and medically significant).
On an unknown date, the patient experienced PRODUCT DOSE OMISSION ISSUE (missing of scheduled second
dose of vaccine / dose omission). The patient was treated with Rehabilitation therapy for Cerebrovascular
accident. At the time of the report, CEREBROVASCULAR ACCIDENT (stroke) outcome was unknown,
HEMIPLEGIA (right side of his body paralyzed, from his face to his feet) had not resolved and PRODUCT DOSE
OMISSION ISSUE (missing of scheduled second dose of vaccine / dose omission) had resolved.
The action
taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown.
After hospitalization,
patient was transferred to nursing home, then a rehabilitation facility. The second dose of the Moderna
COVID-19 Vaccine was scheduled for an incorrect date of 04-Mar-2021;however the patient did not receive
this dose due to hospitalization. Products known to have been used by the patient, within two weeks prior
to the event, included unspecified 15 pills. No treatment information was provided. Based on the current
available information and temporal association between the use of the product and the start dates of the
events, a causal relationship cannot be excluded.; Sender's Comments: Based on the current available
information and temporal association between the use of the product and the start dates of the events, a
causal relationship cannot be excluded.
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Half of her face drooped and was paralyzed, she went to the urgent care and was diagnosed with bell's
palsy; This spontaneous case was reported by a consumer (subsequently medically confirmed) and describes
the occurrence of FACIAL PARALYSIS (Half of her face drooped and was paralyzed, she went to the urgent
care and was diagnosed with bell's palsy) in a 41-year-old female patient who received mRNA-1273
(Moderna COVID-19 Vaccine) for COVID-19 vaccination. The patient's past medical history included No
adverse event (No recorded medical history). On 20-Mar-2021, the patient received first dose of mRNA1273 (Moderna COVID-19 Vaccine) (unknown route) 1 dosage form. On 05-Apr-2021, the patient experienced
FACIAL PARALYSIS (Half of her face drooped and was paralyzed, she went to the urgent care and was
diagnosed with bell's palsy) (seriousness criterion medically significant). At the time of the report, FACIAL
PARALYSIS (Half of her face drooped and was paralyzed, she went to the urgent care and was diagnosed with
bell's palsy) had not resolved.
The action taken with mRNA-1273 (Moderna COVID-19 Vaccine)
(Unknown) was unknown. For mRNA-1273 (Moderna COVID-19 Vaccine) (Unknown), the reporter did not
provide any causality assessments. Concomitant product use was not provided by the reporter. As of 12Apr-2021, the patient cannot move the left side of face. Treatment for the event included acyclovir and
prednisone. Company Comment - Based on the current available information and temporal association
between the use of the product and the start date of the event, a causal relationship cannot be excluded.;
Sender's Comments: Based on the current available information and temporal association between the use of
the product and the start date of the event, a causal relationship cannot be excluded.
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Left side face dropped; Leg went numb and arm; allergy to the Moderna Covid-19 vaccine; Itching all over
body; Rashes on both arms; chills (without fever); Vaccination site swelling; Nausea; Vomiting; This
spontaneous case was reported by a medical assistant (subsequently medically confirmed) and describes the
occurrence of FACIAL PARALYSIS (Left side face dropped) and HYPOAESTHESIA (Leg went numb and arm) in a
43-year-old female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. 013L20A and
039K20-2A) for COVID-19 vaccination. The occurrence of additional non-serious events is detailed below.
Concurrent medical conditions included Herpes simplex. Concomitant products included VALACICLOVIR
HYDROCHLORIDE (VALACYCLOVIR HCL) for Herpes infection. On 26-Dec-2020, the patient received first dose
of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 23-Jan-2021, received second
dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 dosage form. On
23-Jan-2021, the patient experienced HYPERSENSITIVITY (allergy to the Moderna Covid-19 vaccine), CHILLS
(chills (without fever)), NAUSEA (Nausea) and VOMITING (Vomiting). 23-Jan-2021, the patient experienced
PRURITUS (Itching all over body), RASH (Rashes on both arms) and VACCINATION SITE SWELLING (Vaccination
site swelling). On 30-Jan-2021, the patient experienced FACIAL PARALYSIS (Left side face dropped)
(seriousness criterion hospitalization) and HYPOAESTHESIA (Leg went numb and arm) (seriousness criterion
hospitalization). The patient was hospitalized on 30-Jan-2021 due to FACIAL PARALYSIS and HYPOAESTHESIA.
At the time of the report, FACIAL PARALYSIS (Left side face dropped), HYPOAESTHESIA (Leg went numb and
arm), HYPERSENSITIVITY (allergy to the Moderna Covid-19 vaccine), PRURITUS (Itching all over body), CHILLS
(chills (without fever)), VACCINATION SITE SWELLING (Vaccination site swelling), NAUSEA (Nausea) and
VOMITING (Vomiting) outcome was unknown and RASH (Rashes on both arms) had not resolved.
DIAGNOSTIC RESULTS (normal ranges are provided in parenthesis if available): On an unknown date, Blood
pressure measurement: 89/65 (abnormal) 89/65. On an unknown date, Body temperature: 99.1 f
(Inconclusive) 99.1 F and 99.9 f (Inconclusive) 99.9 F. On an unknown date, Heart rate: 73 (normal) 73. On an
unknown date, Hypersensitivity: positive (Positive) positive. On an unknown date, Investigation: negative
(Negative) cancer testing negative. On an unknown date, Lyme disease: negative (Negative) Lyme disease
test negative. On an unknown date, Respiratory rate: 19 (abnormal) 19. On an unknown date, SARS-CoV-2
antibody test: positive (Positive) positive to IgG and IgM. For mRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular), the reporter did not provide any causality assessments. The patient was treated with
diphenhydramine 50mg/1ml given intramuscularly to the left deltoid in the ER on 23 Jan 2021. The patient
was administered TPA in the critical care unit before stroke was ruled out. Reporter states ""I was tested
for all allergies, PEG testing , cancer testing, limes disease all negative. The only positive is herpes simplex 1
and chicken pox which as per my infectious disease is the cause of my adverse reaction."" The patient was
diagnosed with allergy to Moderna COVID-19 vaccine. This case concerns a 43-year-old female hospitalized
with serious unexpected events of facial paralysis and hypoaesthesia, and nonserious unexpected
hypersensitivity, pruritus and nonserious expected rash, vaccination site swelling, chills nausea, vomiting.

15-30 days

bell's palsy; This spontaneous case was reported by a consumer and describes the occurrence of FACIAL
PARALYSIS (bell's palsy) in a 60-year-old male patient who received mRNA-1273 (Moderna COVID-19 Vaccine)
(batch no. 003B21A) for COVID-19 vaccination. No Medical History information was reported. On 24-Mar2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage
form. On 20-Apr-2021, the patient experienced FACIAL PARALYSIS (bell's palsy) (seriousness criterion
medically significant). At the time of the report, FACIAL PARALYSIS (bell's palsy) outcome was unknown. The
action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown. No concomitant
medications reported. The patient was treated with prednisone. Company comment: Based on the current
available information and temporal association between the use of the product and the start date of the
event, a causal relationship cannot be excluded.; Sender's Comments: Based on the current available
information and temporal association between the use of the product and the start date of the event, a
causal relationship cannot be excluded.
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Bell's Palsy; This case was received via an unknown source (no reference has been entered for a health
authority or license partner) on 28-Apr-2021 and was forwarded to Moderna on 28-Apr-2021. This
spontaneous case was reported by a nurse (subsequently medically confirmed) and describes the occurrence
of BELL'S PALSY (Bell's Palsy) in a 24-year-old female patient who received mRNA-1273 (Moderna COVID-19
Vaccine) (batch no. 047A21A) for COVID-19 vaccination. No Medical History information was reported.
On 29-Mar-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1
dosage form. On 28-Apr-2021, the patient experienced BELL'S PALSY (Bell's Palsy) (seriousness criterion
medically significant). At the time of the report, BELL'S PALSY (Bell's Palsy) outcome was unknown. Not
Provided mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was temporarily withheld on an
unknown date. For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not provide
any causality assessments. Concomitant product use was not provided by the reporter. The patient noticed
symptoms of Bell's Palsy on 27 Apr 2021 and diagnosed through emergency room visit on 28 Apr 2021.
Treatment for the event included oral prednisone for 7 days by emergency room provider. The patient
advised to hold off second dose of Moderna COVID19 vaccine. Company comment: Based on the current
available information and temporal association between the use of the product and the start date of the
event, a causal relationship cannot be excluded. Further information has been requested; Sender's
Comments: Based on the current available information and temporal association between the use of the
product and the start date of the event, a causal relationship cannot be excluded. Further information has
been requested
Numbness of left cheek; Tingling of left cheek; Blinking abnormality/blink was hard, blink was prolonged;
Change in taste; Bell's Palsy; This spontaneous case was reported by a physician (subsequently medically
confirmed) and describes the occurrence of HYPOAESTHESIA (Numbness of left cheek), PARAESTHESIA
(Tingling of left cheek), CORNEAL REFLEX DECREASED (Blinking abnormality/blink was hard, blink was
prolonged), TASTE DISORDER (Change in taste) and BELL'S PALSY (Bell's Palsy) in a 36-year-old female patient
who received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. No Medical History
information was reported. On 09-Apr-2021, the patient received first dose of mRNA-1273 (Moderna COVID19 Vaccine) (unknown route) 1 dosage form. On 29-Apr-2021, the patient experienced HYPOAESTHESIA
(Numbness of left cheek) (seriousness criterion intervention required), PARAESTHESIA (Tingling of left cheek)
(seriousness criterion intervention required), CORNEAL REFLEX DECREASED (Blinking abnormality/blink was
hard, blink was prolonged) (seriousness criterion intervention required), TASTE DISORDER (Change in taste)
(seriousness criterion intervention required) and BELL'S PALSY (Bell's Palsy) (seriousness criterion medically
significant). At the time of the report, HYPOAESTHESIA (Numbness of left cheek), PARAESTHESIA (Tingling of
left cheek), CORNEAL REFLEX DECREASED (Blinking abnormality/blink was hard, blink was prolonged), TASTE
DISORDER (Change in taste) and BELL'S PALSY (Bell's Palsy) outcome was unknown. The action taken with
mRNA-1273 (Moderna COVID-19 Vaccine) (Unknown) was unknown. For mRNA-1273 (Moderna COVID-19
Vaccine) (Unknown), the reporter did not provide any causality assessments. There were no further change
in the patient's symptoms since 29-Apr-2021. The patient was prescribed prednisone 60 mg for 7 days. The
patient had no medications prior to development of symptoms. The concomitant medications were not
provided. Company Comment: Based on the current available information and temporal association between
the use of the product and the start date of the events, a causal relationship cannot be excluded.; Sender's
Comments: Based on the current available information and temporal association between the use of the
product and the start date of the events, a causal relationship cannot be excluded.
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Bells Palsy; Flu like symptoms; This spontaneous case was reported by a consumer and describes the
occurrence of BELL'S PALSY (Bells Palsy) in a 62-year-old male patient who received mRNA-1273 (Moderna
COVID-19 Vaccine) (batch nos. 045A21A and 020B21A) for COVID-19 vaccination. The occurrence of additional
non-serious events is detailed below. Concurrent medical conditions included COPD. Concomitant products
included FLUTICASONE FUROATE, UMECLIDINIUM BROMIDE, VILANTEROL TRIFENATATE (TRELEGY) and
ALBUTEROL [SALBUTAMOL] for an unknown indication. On 26-Mar-2021, the patient received first dose of
mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 23-Apr-2021, received second
dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) dosage was changed to 1 dosage form. On
24-Apr-2021, after starting mRNA-1273 (Moderna COVID-19 Vaccine), the patient experienced INFLUENZA
LIKE ILLNESS (Flu like symptoms). On 25-Apr-2021, the patient experienced BELL'S PALSY (Bells Palsy)
(seriousness criterion medically significant). On 24-Apr-2021, INFLUENZA LIKE ILLNESS (Flu like symptoms) had
resolved. At the time of the report, BELL'S PALSY (Bells Palsy) outcome was unknown.
Action taken
with the mRNA-1273 in response to the events was not applicable. Treatment medication are Valacyclovir,
Prednisone and Gabapentin. Company comment:Based on the current available information and temporal
association between the use of the product and the start date of the events, a causal relationship cannot be
excluded.; Sender's Comments: Based on the current available information and temporal association between
the use of the product and the start date of the events, a causal relationship cannot be excluded.
On 1/3 around 2 am , I got up to get something to eat and drink. The taste of food , feels/ taste like cotton
on the left side of my mouth/ tongue. As the day progress, I noticed I am having numbness left side of my
face and mouth, unable to sip from a straw on the left side of my mouth, I am having facial droop that
prompted me to to the ER . At ER same day my left eye is not blinking as my right eye. I was prescribed to
take antiviral , steroids and eye meds. TODAY- 1/4/21, I am still having same symptoms and my left eye ,
feels grainy/ needle pricking inside. Left eye vision more blurry.
Bell's Palsy of 7th Nerve, treatment Prednisone 60 mg QD x 7 days, outcome TBD
Bells Palsy?left facial droop and left facial numb/tingling
Bell?s Palsy
patient states started with symptoms of facial paralysis on 12/24/2020 Patient states pain on left side of face
and cephalic region on 12/25/2020 and went to ER, where was diagnosed with Facial Paralisis
Heart palpitations, tachycardia, PVCs and shortness of breath, fatigue, weakness started on Monday (1/4),
worsened over next 2 days. Saw primary doctor on 1/7 who called paramedics to take me to the ER due to
EKG results and increased work of breathing. ER doctor suspects mild guillain-barre reaction, I will be
following up with cardiology and pulmonology as soon as possible as they were unable to determine exact
cause or fix the issues.
Bell's Palsy; This is a spontaneous report from a contactable physician (patient). A 62-years-old male patient
received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), intramuscular on left arm on
19Dec2020 19:00 at single dose for COVID-19 immunisation. Known allergies: No. Other medical history:
None. No other vaccine in four weeks. No other medications in two weeks. The patient experienced bell's
palsy on 03Jan2021 21:00 and required visit to physician office. Covid test type post vaccination: Nasal Swab
(PCR) on 29Dec202: Negative. Therapeutic measures were taken as a result of bell's palsy included
Prednisone, Valtrex. Outcome of event was not recovered. Information on the lot/batch number has been
requested.; Sender's Comments: Based on a compatible association, causality between event Bell's palsy and
BNT162B2 vaccine cannot be completely excluded. The case will be reevaluated should additional information
become available. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as
part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate data for
adverse events. Any safety concern identified as part of this review, as well as any appropriate action in
response, will be promptly notified to Regulatory Authorities, Ethics Committees and Investigators, as
appropriate.
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On 01/05/21 at 6:30 A.M. the patient woke up and noticed facial right side quivering. On 01/08/21 the
patient noticed right side of mouth raised on Sat. 01/09/21 the patient noticed at 4:30 P.M. right side
drooping of right mouth corner. The patient went to to the emergency room at Medical Center at 2:30 P.M.
The patient was treated with prednisone 20 mg 3 times a day for 5 days.
Bells Palsy 20days after dose. 1-08-2021 Right facial paralysis with frequent watering of the eye and nose on
the right. Fatigue, cough
Woke up 1/4/21 with right sided facial weakness consistent with Bell's Palsy. Started high dose Prednisone
and Valtex. Received IVIG infusion on 1/6/21 and 1/7/21. Mild improvement 1/11/21.
Right sided facial weakness, right eye tearing, Bell's Palsy diagnosis
Significant left-sided facial drooping. Left (hand) grip slightly weaker than right grip.
Patient developed Bells Palsy on day 19 after vaccine #1
Bell's palsy, diagnosed by patient's physician on January 16, 2021.
Employee received first dose of Pfizer-BioNTech Covid-19 Vaccine on 12/28/20. Per Employee's manager:
Patient began experiencing symptoms of neuropathy and was admitted to the hospital as an inpatient on
1/18/21. Informed from neurologist that most likely Guillain-BarrT syndrome resulted from vaccine and
instructed to not receive 2nd dose of vaccine at this time.
Acute Bell's Palsy right side occurring on 1/16/2021, total right sides facial palsy involving eyelid, mouth,
decreased salivary secretion, facial, ear, mastoid pain. Started prednisone 60mg daily and Acyclovir 400mg
po 5x/day on 1/17/2020 x 1 week course. No improvement since onset.
Bell's Palsy; This is a spontaneous report from a contactable other hcp. A 61-years-old male patient
received bnt162b2 (BNT162B2; Lot # EH9899), intramuscular in the right arm on 17Dec2020 10:15 at single
dose for Covid-19 immunisation . Medical history included lung neoplasm malignant , adenocarcinoma from
an unknown date and unknown if ongoing. Concomitant medication included duloxetine (DULOXETINE),
levetiracetam (LEVETIRACETAM), omeprazole (OMEPRAZOLE), olanzapine (OLANZAPINE), hydromorphone
(HYDROMORPHONE) , fentanyl (FENTANYL PATCH), bisacodyl (BISACODYL). The patient experienced Bell's
palsy on 02Jan2021 with outcome of recovered. The patient had to be treated in Emergency
room/department or urgent care; Sender's Comments: A possible causal association between administration
of BNT162B2 and the onset of Bell's palsy cannot be excluded, considering the plausible temporal
relationship. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of
Pfizer procedures for safety evaluation, including the review and analysis of aggregate data for adverse
events. Any safety concern identified as part of this review, as well as any appropriate action in response,
will be promptly notified to Regulatory Authorities, Ethics Committees and Investigators, as appropriate.
Patient admitted to hospital for progressive bilateral lower extremity weakness, sensory changes and
inability to ambulate. Neuroimaging with significant degenerative disc disease with disc protrusions
throughout the lumbar spine, greatest L3-L4, and with severe central stenosis. Question of radiculopathy vs
peripheral neuropathy at admission, but no acute findings such as cauda equina syndrome. EMG consistent
with atypical variant of GBS--acute motor sensory axonal neuropathy.
Left side of face started drooping on Thursday afternoon. Was diagnosed with Bells Palsy on Thursday
evening.
On Thursday 1/21/2021, around 10am: I felt my left lip and mouth had a numbing taste and effect, I was
slowly throughout the day unable to drink out of a cup without dribbling, my right eye was constantly
watering, around 4pm: my right arm started tingling and bothering me, around 9pm: I tasted a
Novocain(numbing) like taste in my mouth, I showered and went to bed, while in bed around 10:30pm: I
drank out of a water cup and immediately drooled water onto my shirt and my right arm was starting to
tingle even more, I thought that was out of the ordinary and got up to look in the mirror, when I looked in
the mirror, my first thought was to smile and the right side of my mouth drooped, my right eye was
drooping and I was unable to smile or close my eye. At 12:30: I went to the ER for tingling on my face and
right arm, I thought I was having a stroke. In between home and traveling to the ER, paralysis started on my
right side of face
Development of mild right sided Bell's Palsy 16 days after second Pfizer COVID vaccination
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2 weeks out developed Bells palsy
DROOPING ON RIGHT SIDE OF FACE, EYE LID, RIGHT CHECK, RIGHT SIDE OF MOUTH, HEADACHE N SOME
RIGHT EAR DISCOMFORT, EYE IRRITATION. CAT SCAN DONE AND ALL SHOWED OK AND THE FINAL OUTCOME
ITS BELLS PALSY
Bells Palsy Signs and Symptoms Right Side for the last 72 hours with ear pain and eye twitches. noticeable
onset this morning 1/30 with right eye right and upper lip involvement.
Bilateral facial nerve palsy started on 1/24/2021, left side worse than right.
Went to ER with left facial paralysis. Diagnosed with Bell's palsy day 19 after initial dose of Pfizer vaccine
(1/5/21 vaccine given). Not sure what the recommendation is as to whether I should still have the second
dose. Doctors at the ER were not sure either.
After first vaccine had LR rash after second vaccine had Bell?s palsy possible stroke
some numbness on the right side of face; early Bell's Palsy; This is a spontaneous report from a contactable
pharmacist. A 39-year-old female patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19
VACCINE, solution for injection, lot number: EJ1685), intramuscular in the left arm on 17Dec2020 16:15 at a
single dose for COVID-19 immunization. Medical history included allergic rhinitis, deviated nasal septum,
Factor V Leiden, GERD (Gastroesophageal reflux disease), DVT (deep vein thrombosis), hypertension, neck
pain on left side, rhinitis, and rhomboid muscle strain. Concomitant medication included fluoxetine,
acetylsalicylic acid, caffeine, paracetamol (EXCEDRIN MIGRAINE), fluticasone nasal spray, hydrochlorothiazide,
lisinopril, loratadine, meloxicam, omeprazole, oxycodone, and sodium chloride nasal spray. The patient had
no other vaccines in four weeks before covid vaccine. The patient had no prior vaccination and she had not
been tested post vaccination. The patient noticed some numbness on the right side of face after receiving the
first dose of vaccine on an unknown date. She was concerned for early Bell's Palsy on 15Jan2021 at 09:00
AM. She will be treated with valganciclovir and prednisone. The events resulted in doctor or other
healthcare professional office/clinic visit. The outcome of the events early Bell's Palsy and some numbness on
the right side of face was recovering.; Sender's Comments: Based on temporal association, a possible
contributory role of BNT162B2 cannot be excluded for reported ""concerned for early Bell's palsy"". The
impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures
for safety evaluation, including the review and analysis of aggregate data for adverse events. Any safety
concern identified as part of this review, as well as any appropriate action in response, will be promptly
notified to Regulatory Authorities, Ethics Committees and Investigators, as appropriate.""
Bell's palsy On 1/11 Patient began experiencing tingling in his left jaw On 1/18 he began experiencing aches
in his teeth On 1/22 paralysis of L side of his face, did not spare the forehead
Around 1/27/21 patient noticed numbness of bilateral legs and progressive weakness. Admitted to hospital
1/29/21 and diagnosed with Guillen Barre. Initially paresthesia was from feet to groin and has been
improving.
Acute development of Symptomatic Facial Bell's Palsy
Had 1st COVID-19 vaccine (pfizer) 1/5 1/13 noticed right lower eyelid started twitching (this is not a new
issue for him and frequently happens when fatigued) 1/20 sharp intermittent pain in right inner hear pinna
which stopped 1 week ago 1 week ago noted some slight right facial droop which has persisted 2nd vaccine
given 1/26 (prior to him seeking care for symptoms) He was seen in my office on 1/29 where he was treated
for Bells Palsy.
Started with Bell's Palsy on 02/04/2021
Symptoms of Bells Palsy that have gotten progressively worse since 2/3 til today 2/6. TX with Valtrex and
prednisone. Outcome- TBD
Left Bell's palsy (unable to close eyelid all the away, tearing, left facial drooping)
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Bells Palsy; This is a spontaneous report from a contactable Other HCP(patient). A 49-years-old female
patient received first dose BNT162B2 (Pfizer BioNTech Covid 19 vaccine), intramuscular on 05Jan2021 19:00
at the 49 years old at Arm Right at single dose for COVID-19 immunization. The medical history was not
reported. The concomitant medications were none. There was no other vaccine in four weeks. There were no
other medications in two weeks. The patient experienced Bells Palsy on 20Jan2021 15:00. The event caused
Physician Office Visit. The patient received Steroids and viral antibiotic as treatment for the event. There
was no COVID prior vaccination. There was no COVID tested post vaccination. There were none known
allergies. The outcome of the event was not recovered. The information on the batch number has been
requested.; Sender's Comments: Based on temporal association, a possible contributory role of BNT162B2
cannot be excluded for event Bell's palsy. The impact of this report on the benefit/risk profile of the Pfizer
product is evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of
aggregate data for adverse events. Any safety concern identified as part of this review, as well as any
appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics Committees and
Investigators, as appropriate.
Pfizer-BioNTech COVID-19 Vaccine EUA Bell's Palsy Face paralysis
2/1/21 2:30pm Pt c/o tongue numb, difficulty speaking. Noted facial drooping & reddened watery Lt eye.
Emergency room diagnosed Pt with shingles/Bells Palsy.
Bell's Palsy right side of face; This is a spontaneous report from a contactable physician and consumer. An 80year-old male patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Formulation:
Solution for injection, Lot number: unknown) via intramuscular first dose on 12Jan2021 14.00 at a single dose
for COVID-19 immunisation. The patient medical history included DM (diabetes mellitus), hypertension, CAD
(Coronary artery disease) and Atrial Fib (Atrial fibrillation). The patient concomitant medication was not
reported. The patient visited physician office and it was reported that patient experienced bell's palsy right
side of face on 27Jan2021 06.00. The patient did not receive therapeutic measures for the event. The patient
did not have COVID prior vaccination and not tested COVID post vaccination. The patient had not received
any vaccine in four weeks (as reported). The outcome of the event was not recovered. Information on the
lot/batch number has been requested.; Sender's Comments: A possible contributory effect of suspect
BNt162B2 on reported event cannot be excluded. The impact of this report on the benefit/risk profile of the
Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including the review and
analysis of aggregate data for adverse events. Any safety concern identified as part of this review, as well as
any appropriate action in response, will be promptly notified to regulatory authorities, Ethics Committees,
and Investigators, as appropriate.
Bell?s palsy. Numbness in front part of tongue started the afternoon of 2/12/2021. Morning of 2/13/2021
half of face was unresponsive and droopy. Talked to my doctor on call and she recommended I be seen at
urgent care immediately for evaluation. Was seen at Urgent Care on 2/13/2021 and it was determined I had
Bell?s palsy as a side effect of the COVID-19 vaccine. They still recommended to get my second vaccine as
scheduled on 2/17/2021.
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left sided facial droop consistent with Bell's palsy; This is a spontaneous report from a contactable Physician.
A 66-year-old male patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution
for injection, lot number and expiration date not provided), intramuscularly on 22Jan2021 at single dose for
COVID-19 immunization. Medical history included acral lentiginous melanoma (ALM), myelodysplastic
syndrome (MDS), hypertension (HTN), atrial fibrillation, left sided facial and ear pain. The patient's
concomitant medications were not reported. The patient previously took codeine and experienced drug
allergy. It was reported that the patient was evaluated in the emergency department on 06Feb2021 for left
sided facial droop consistent with Bell's palsy which started from 06Feb2021. The patient was complaining of
left sided facial and ear pain for several weeks prior to vaccination and development of Bell's palsy. The
reported event Bell's palsy resulted in Emergency room/department or urgent care. Therapeutic measures
Valtrex, prednisone were taken as a result of the reported event Bell's palsy. The outcome of the event
Bell's palsy was unknown. Information on Lot/Batch has been requested.; Sender's Comments: Event
represents an intercurrent medical condition and unrelated to BNT162B2. The patient experienced left sided
facial and ear pain before receiving vaccination. The impact of this report on the benefit/risk profile of the
Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including the review and
analysis of aggregate data for adverse events. Any safety concern identified as part of this review, as well as
any appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics Committees
and Investigators, as appropriate.
Bell's Palsy; Occipital Neuralgia; Stroke; Fever 101 degree; Myalgia; Headache/severe cephalgia; Blurred
vision; dizziness; neuropathic pain; This is a spontaneous report from a contactable Physician (patient). A 59year-old female patient received second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) Lot number
ER9831, Intramuscular in left arm on 11Jan2021 08:20 at single dose for COVID prevention. Medical history
included Asthma Moderate persistent on 20Jun2020. Concomitant medication was not reported. The patient
previously received first dose of BNT162B2 on 23Dec2020 and experienced Aches, Fever 102 degree, myalgia,
and headache. The patient experienced 101 degree, myalgia, Headache after the second dose of BNT162B2.
The patient experienced Bell's palsy and occipital neuralgia on 28Jan2021 10:00 which resulted in stroke
woke up and will lead to time off work and further imaging of cervical spine and possible nerve blocks. She
had blurred vision and dizziness in addition to severe cephalgia and neuropathic pain. Treated with Aleve,
steroids, Acyclovir + neurontin. Duration unknown as still with symptoms. The events Bell's palsy and
occipital neuralgia resulted in Emergency room visit. Lab data included CT head with illegible Head Contrast,
CT Angiogram head and MRI Head on 27Jan2021 with Result: NI. The outcome of Bell's palsy was Resolved
with Sequel. The outcome of the event Stroke was unknown. The outcome of Fever 101 degree, Myalgia
was resolved. The outcome of other events was not resolved.; Sender's Comments: The causal relationship
between BNT162B2 and the reported events cannot be completely excluded based on temporal association.
The information currently available in this report is limited and does not allow a medically meaningful
assessment. This case will be reassessed once additional information becomes available. The impact of this
report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety
evaluation, including the review and analysis of aggregate data for adverse events. Any safety concern
identified as part of this review, as well as any appropriate action in response, will be promptly notified to
RAs, Ethics Committees, and Investigators, as appropriate.,Linked Report(s) : US-PFIZER INC-2020512578
Same patient/reporter,drug, different dose

COVID19 VACCINE

PFIZER\BIONTECH

1042345-1

65+ years

15-30 days

COVID19 VACCINE

PFIZER\BIONTECH

1046088-1

18-29 years

15-30 days

COVID19 VACCINE

PFIZER\BIONTECH

1046680-1

40-49 years

15-30 days

COVID19 VACCINE

PFIZER\BIONTECH

1048820-1

60-64 years

15-30 days

COVID19 VACCINE

PFIZER\BIONTECH

1049496-1

18-29 years

15-30 days

COVID19 VACCINE

PFIZER\BIONTECH

1052371-1

50-59 years

15-30 days

COVID19 VACCINE

PFIZER\BIONTECH

1052495-1

40-49 years

15-30 days

COVID19 VACCINE

PFIZER\BIONTECH

1055759-1

60-64 years

15-30 days

COVID19 VACCINE
COVID19 VACCINE
COVID19 VACCINE

PFIZER\BIONTECH
PFIZER\BIONTECH
PFIZER\BIONTECH

1056024-1
1061170-1
1063154-1

50-59 years
65+ years
65+ years

15-30 days
15-30 days
15-30 days

COVID19 VACCINE

PFIZER\BIONTECH

1066209-1

65+ years

15-30 days

COVID19 VACCINE

PFIZER\BIONTECH

1066244-1

50-59 years

15-30 days

COVID19 VACCINE

PFIZER\BIONTECH

1066940-1

65+ years

15-30 days

COVID19 VACCINE

PFIZER\BIONTECH

1067086-1

65+ years

15-30 days

COVID19 VACCINE

PFIZER\BIONTECH

1069019-1

30-39 years

15-30 days

Facial paralysis Bells' Palsy; This is a spontaneous report from two contactable consumers (including patient
himself). A 73-year-old male patient received his first dose of BNT162B2 (PFIZER-BIONTECH COVID-19
VACCINE, lot number: EL8982), via an unspecified route of administration in the left arm on 18Jan2021 11:30
at a single dose for COVID-19 immunization. The patient's medical history was not reported. The patient had
no known allergies. He was not diagnosed with COVID prior to vaccination. The patient received other
medications in two weeks but had not received other vaccine in four weeks. The patient experienced facial
paralysis Bells' Palsy on 03Feb2021 08:00. No treatment was received for the event but the event resulted
in doctor or other healthcare professional office/clinic visit. The outcome of the event was not recovered. The
patient had not been COVID tested post vaccination.
Bell's Palsy -loss of muscle movement in left side of face, numbness in tongue, pain in neck. Began on 2/18
with numbness, woke 2/19 with no control of facial muscles Received steroids and antivirals, no
improvements
Facial drooping, watering of the right eye, twitching of the right eye. Diagnosed as Bell's Palsey. Rx for
prednisone.
Bells Palsey
Bells Pals half of face, numbness, weakness, headache, fever, diarrhea, nausea, chills, body aches, fatigue.,
tics and then a few days later had a gran mal seizure, forgetfulness
Bell's Palsy; This is a spontaneous report from a contactable healthcare professional. A 50-year-old female
patient received first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection, lot
number: EL9262, expiry date: unknown), via an unspecified route of administration on 21Jan2021 (at the age
of 50 years old) at a single dose for covid-19 immunization. Medical history included hypertension,
gastrooesophageal reflux disease (GERD), obesity, and allergies: sulfa. Concomitant medications included hctz,
escitalopram oxalate (LEXAPRO), losartan, metoprolol and omeprazole (PROTONIX [OMEPRAZOLE]). The
patient is not pregnant. The patient had no other vaccine in four weeks and was not tested for covid post
vaccination. On 09Feb2021, the patient experienced Bell's palsy. Therapeutic measures were taken as a
result of the event Bell's palsy included prednisone and valacyclovir. Outcome of the event was not
recovered.
on the 3rd of feb, my left lips went numb, called 911 and by 11 was diagnosed with bells palsey. Due to the
fact I have no chronic conditions, live a pretty healthy life, I was told by EMS and various ID doctors it was
most likely from the vaccine. Today is day 21 and I still have no movement in face
Loss of use right leg. Paralysis, numbness, tingling, severe pain, and muscle spasms. Acute onset without
other trauma
reoccurrence of left bell's palsy
Bell's Palsy
Bell's Palsy
[COVID-19 Vaccine] treatment under Emergency Use Authorization(EUA): He presented 10 days after first
COVID-19 Vaccine with Progressive neurological deficits with bulbar manifestations - dysarthria, dysphagia
and bilateral arm weakness and incoordiantion, worse on right. MRI brain was negative for acute stroke and
MRI cervical, showed degenerative changes. Transferred from community hospital to tertiary center where
the diagnosis was made of AIDP. He was intubated at that time in Neuro ICU. Given Steroids and IVIG but no
improvement and was either will need to have Trach and PEG vs CMP and family honored the patient's
wishes and made him CMO. signs of severe demyelination and AIDP was diagnosed.
Bell Palsy, Rt face weakness, Adult. Treating with Valacyclovir HCL 1gm tab #21/21, 1 tab for 7 days; and
Prednisone 20mg tab, 3 tabs per day for 7 days.
Bells Palsy
Guillain-Barre Syndrome. 3-day hospitalization, IVIg infusion. Symptoms of tingling feet (started in toes and
progressed to whole foot), lower leg weakness and fatigue began 16 days post vaccination. Hospitalization 4
days post symptom onset.
BELL'S PALSY, FACIAL PARALYSIS
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Facial droop and numbness on left side of face. Symptoms started morning of 02/27/2021 and continue as of
today 03/03/2021.
Bell's Palsy; This is a spontaneous report from a contactable Physician and a consumer. A 72-years-old female
patient (not pregnant) received first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), intramuscular
in Left arm on 05Feb2021 at single dose for covid-19 immunisation. The patient medical history was not
reported. No covid prior vaccination. Concomitant medication included ASA, levothyroxine sodium
(SYNTHYROID), telmisartan and simvastatin (ZOCOR). There was no other vaccine in four weeks. The patient
previously took lisinopril and experienced allergy. The patient experienced bell's palsy on 20Feb2021 and
treated with prednisone. Event resulted in Doctor or other healthcare professional office/clinic visit. Covid
did not test post vaccination. The outcome was unknown. Information about lot/batch number has been
requested.; Sender's Comments: Based on available information, the Company considered the reported
serious event as possibly associated to BNT162B2 injection, due to a plausible chronological relation. The
impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures
for safety evaluation, including the review and analysis of aggregate data for adverse events. Any safety
concern identified as part of this review, as well as any appropriate action in response, will be promptly
notified to Regulatory Authorities, Ethics Committees and Investigators, as appropriate
On March 4 the patient noticed the L side of her face sagging and thought it might be a stroke. She went to
Urgent Care and was diagnosed with Bell's Palsy. She is currently being treated with Prednisone 60mg/day
and Valcyclovir 1gr tid. She returned to the Vaccine POD with parents to inquire about the next vaccine. She
has a neurologist whom she will see and discuss the issue
Guillian Barre reaction (difficulty walking, difficultyusing hands- small motor skills; difficulty speaking; began
on 2/7/21 and continued to worsen until hospitalization on 2/24/21 and 5 plasmapheresis treatments.
While hospitalized patient has developed double vision.
Patient presented with acute onset of rapidly progressing ascending weakness and paralysis and associated
decrease in sensation
Bell's Palsy
Classic symptoms of Bell's Palsy- noticed first in my eyes on 2/27 and then also in my mouth on 2/28. I was
started on valtrex 500 mg TID and a steroid dose pack for 5 days. I am not in pain but full functionality of my
eye and mouth have not returned yet as of 3/8/21
Patient developed right Bells Palsy on 18Feb2021; This is a spontaneous report from a contactable physician.
A 39-year-old not pregnant female patient received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE) second
dose on 20Jan2021, first dose on 30Dec2020, both at single dose for COVID-19 immunisation. Facility type
vaccine was hospital. Medical history was none. Known allergies was no. If COVID prior vaccination was no. If
COVID tested post vaccination was no. If other vaccine in four weeks was no. Other medications in two
weeks was no. Concomitant medications were not reported. Patient developed right Bells Palsy on
18Feb2021. AE resulted in emergency room/department or urgent care. AE treatment included prednisone,
magnetic resonance imaging (MRI) in Feb2021. The outcome of the event was not recovered. Information on
the lot/ batch number has been requested.; Sender's Comments: Based on available information, drug
causality cannot be completely excluded. Serious Facial paralysis may be considered as late sequel to
BNT162B2 injection, due to appropriate chronological relation. The impact of this report on the benefit/risk
profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including the
review and analysis of aggregate data for adverse events. Any safety concern identified as part of this
review, as well as any appropriate action in response, will be promptly notified to Regulatory Authorities,
Ethics Committees and Investigators, as appropriate.
Bell?s Palsy, right side of face, affect eyelid, cheek, lips, tongue
BELLS P-ALSY
1st administration of vaccine on 2/22. Onset of Bell's Palsy on 3/3. Saw primary doctor on 3/4 and
neurologist on 3/5 who acknowledged condition and put me on steroids and an antiviral. Rescheduled my
second shot which were to be administered on 3/5 as per primary doctor recommendation.
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severely cold, short of breath, exhaustion, muscle pain, nausea, fast heart rate, dizzy, weak
2 weeks after receiving the 2nd dose, do you feel loved left neck had an apathy and sore throat, had
pharyngitis laryngitis was seen by knee urgent care hand emergency room hand tested negative for Covid
and strep. Developed left vocal cord paralysis and constant flu like symptoms that have lasted for six weeks.
My vocal cords will mean to me injected need to paralysis
Bells Palsy Medicine prescribed: Valacyclovir 1GM tablets, Prednisone 20MG tablets, Doxycycline HYC
100MG tablets The meds have had no effect so far.
symptoms of bell palsy; Numbness of upper and lower lip on right side.; sore muscles in neck; sore muscles in
neck and shoulder; watery eyes; muscle aches; pains; problems in sleeping; This is a spontaneous report from
a contactable consumer via the Pfizer sponsored program. This is a spontaneous report from a contactable
consumer (the patient). A 76-year-old male patient received the first dose of BNT162B2 (PFIZER-BIONTECH
COVID-19 mRNA VACCINE; Lot number: EL9264), via an unspecified route of administration, in the left arm on
01Feb2021 at 14:30 (at the age of 76-years) as a single dose for COVID-19 immunization. Medical history
included chronic asthma, nasal polyps, vestibular schwannoma, alopecia, gastrooesophageal reflux disease.
The patient did not have any known allergies to medications, food, or other products. Prior to the
vaccination, the patient was not diagnosed with COVID-19. The patient's concomitant medications were not
reported. The patient did not receive any other vaccines within four weeks prior to the vaccination. On
23Feb2021 at 07:00 AM, the patient experienced symptoms of bell palsy, numbness of upper and lower lip on
right side, sore muscles in neck and shoulder, watery eyes, muscle aches, pain, problems in sleeping. He felt
the symptoms after the first dose. The patient visited the emergency room/ department or urgent care due
to the events. The patient did not received treatment for the events. The clinical outcome of the events was
not recovered.
Bell's Palsy Left side-3/08/2021 Seen at Emergency Room and was given treatment of Prednisone,
ValAcyclovir, and ointment to left eye at night. She experienced severe left sided neck and left ear pain on
Saturday 3/06/2021 and then got drooping of left mouth and left eye around 3 pm on Sunday, 3/07/2021,
and was seen at healthcare Clinic and Emergency Room 3/08/2021 2 Doses Pfizer given: #1 on 1/21/2021 and
#2 on 2/11/2021
100 year old patient in reasonable health (reading, socializing, doing Zoom calls, etc.) took second Pfizer
vaccine on February 5, 2021. On the morning of February 22, 2021 the patient suffered a major hemorrhagic
stroke. He suffered severe paralysis, could not speak, and suffered from severe pain. Within 24 hours he was
moved to Hospice Care. A day later on February 24, 2021 he died.
Patient developed Gilliam Barre after administration of the second dose of Covid vaccine on 2/15/21; After
multiple calls, clinic was where patient received vaccine with LOT #EN6200 (expiration date unavailable in
computer system per pharmacist); pt then went to a hospital and was diagnosed as above; treated in the ED
for several days per notes at the hospital and was not put in a room due to bed shortages so was transferred
to another hospital; patient subsequently developed an NSTEMI, seizures, and was intubated.
Transverse myelitis acute rapid onset 3/22/21 with severe right lateral mid back pain, rapidly progressing
lack of bilateral lower extremity sensation and rapidly progressing within hours to complete paralysis with
fecal and urinary incontinence
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47 year old Gynecologist with PMH of severe MDD, GERD, asthma, referred to the ED by his PCP, after 5
days of gait instability, and about 4 weeks of altered mental status, confusion, short term memory deficits
and malaise. ADEM suspected and extensive infectious, inflammatory and neoplastic workup was initiated.
CT brain - reported NAD MRI brain consistent with Acute Diffused Encephalomyelitis and suspected ADEM.
MRI cervical spine with evidence of demyelination involving posterior cord. ICU course complicated by new
onset of aphasia, partial left frontotemporal seizures, LGIB due to proximal rectal laceration and central
diabetes insipidus. Admitted 3/15/21. On 3/17 he developed aphasia with right sided facial droop and
stroke alert was called. Later on 3/17 he developed GI bleeding and was taken for emergent colonoscopy,
from which no significant conclusions could be made due to lack of preparation and subsequent poor
visualization. No foreign body was reported. After he continued to have ongoing bleeding, the patient had a
sigmoidoscopy, during which the migrated clip could be removed and two new hemostatic clips were placed.
He subsequently developed large volume urine output and nephrology was consulted; the patient was
diagnosed with likely diabetes insipidus. On 3/20 acyclovir was discontinued after HSV PCR was negative.
High dose solumedrol for ADEM completed 5 day course 3/21. VDRL was non reactive. There were no
oligoclonal bands. Solumedrol 1g daily was started 3/24/21: MRI showed L>R patchy enhancement and
diffusion abnormalities consistent with ADEM. Repeat MRI showed new restricted diffusion of the left
superior cortex, bilateral medial temporal lobes and hippocampi, genu of the corpus collosum, and
pericallosal white matter, with ddx including status epilepticus, autoimmune encephalitis and infectious
encephalitis including herpes simplex. Completed 5 day course of high dose steroids, 6 days of IVIG and on
ongoing PLEX. Neurological improvement noted 3/25
Developed Bells Palsy
Patient presented to the ED on 3/4/2021 with left facial droop, left-sided weakness, and dysarthria that
started upon awakening that morning. Patient found to have an ischemic stroke and ultimately admitted to
hospice. Patient expired on 3/10/2021.
tested positive for covid; tested positive for covid/ she has not experienced any Covid 19 symptoms; Bell's
Palsy; This is a spontaneous report from a contactable consumer (patient). A 32-year-old female patient
received her first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: EL9266) at the age of
32-years-old, via an unspecified route of administration in right arm on 23Feb2021 at 12:00 at single dose for
COVID-19 immunization. Medical history was not reported as none. She has no known allergies, was not
pregnant, and has no COVID prior to vaccination. Concomitant medications included birth control and allergy
medication. The patient has no other vaccine in four weeks. The vaccine was administered in a hospital. The
patient experienced Bell's palsy on 13Mar2021 at 18:30 and tested positive for COVID on 14Mar2021. She is
scheduled for the second dose on 16Mar2021, but she is not taking it as she was COVID19 positive and had
Bell's palsy. She has not experienced any COVID-19 symptoms. The events resulted in doctor or other
healthcare professional office/clinic and emergency room/department or urgent care visit. Therapeutic
measures were taken as a result of Bell's palsy and included treatment with prednisone. The patient
underwent lab tests and procedures which included nasal swab PCR which was positive and MRI which was
clear, all fine on 14Mar2021.The outcome of the events was recovering.
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Bell's Palsy; This is a spontaneous report from a contactable consumer (patient). A 67-year-old female patient
received bnt162b2 (BNT162B2), dose 1 intramuscular, administered in Arm Left on 03Mar2021 15:00 (at the
age of 67years) as single dose for Covid-19 immunization. Medical history included hypertension, type 2
diabetes mellitus, kidney disease, and known allergies to Penicillin and Sulfa drugs. Concomitant medications
included amlodipine besylate (AMLODIPINE BESYLATE) and dulaglutide (TRULICITY); both taken for an
unspecified indication, start and stop date were not reported. The patient is not pregnant at the time of
vaccination. The patient was not diagnosed with COVID-19 prior to vaccination. The patient did not receive
any other vaccines within 4 weeks prior to the COVID vaccine. On 19Mar2021 (13:00 Friday), the patient
experience left side of face became numb and droopy with droopy eye lid and numb lips. The patient sought
medical care; stroke was ruled out. The diagnosis was Bell's Palsy. Valacyclovir hcl 1-gram tab was
prescribed. The adverse event resulted in Doctor or other healthcare professional office/clinic visit,
Emergency room/department or urgent care. The patient has not been tested for COVID-19 since the
vaccination. The outcome of event was recovering. The event was considered serious (seriousness criteria:
important medical event). Information about lot and batch number was requested.
Bell's Palsy; stroke; Minor injection site soreness; Extreme sleepiness (2 days); This is a spontaneous report
received from a contactable consumer (patient). A 62-years-old male patient received BNT162B2 (PFIZERBIONTECH COVID-19 VACCINE, lot number EN6206), first dose via an unspecified route of administration,
administered in right arm on 05Mar2021 07:30 as single dose for covid-19 immunisation. Medical history
included high blood pressure (HBP) hypertension, Transient ischaemic attack (TIA) twice, pre-diabetic. Known
allergies was none. Concomitant medications received within 2 weeks of vaccination included metformin,
atorvastatin, losartan, amlodipine, Aspirin (acetylsalicylic acid). The most recent COVID-19 vaccine was
administered at work location. The patient did not receive any other vaccines within 4 weeks prior to the
COVID vaccine. Prior to vaccination, the patient was not diagnosed with COVID-19. Since the vaccination, the
patient has not been tested for COVID-19. The patient experienced bell's palsy (17 days after vaccination confirmed via ER visit vice stroke) and stroke (seriousness crietria was medically significant), minor injection
site soreness (2days) and extreme sleepiness (2 days); all events on 22Mar2021 17:30. The adverse event
result in emergency room/department or urgent care. Treatment was received for all adverse events
including Steroid/anti-viral medication 7 days by neurologist. The event outcome for all events was not
recovered. Follow-up attempts are needed. Information on batch/lot number was available.
Bells Palsy; This is a spontaneous report from a contactable consumer (patient). A 69-year-old male patient
received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), dose 2 via an unspecified route of administration,
administered in Arm Left on 19Feb2021 at 13:00 (Lot Number: EN6200) as SINGLE DOSE for covid-19
immunization, received in the Public Health Clinic/Veterans Administration facility. The patient received the
first dose on 29Jan2021 at 01:00 for covid-19 immunization. The patient did not receive other vaccines in four
weeks. Medical history included kidney transplant from 2016, ongoing hypertension, ongoing high
cholesterol. The patient had no COVID prior to vaccination. The patient was not COVID tested post
vaccination. Concomitant medications included anti-rejection medication, hypertension and high cholesterol
medications; all ongoing. The patient experienced mild bells palsy on 13Mar2021 at 10:00. Event resulted in
physician's office visit. The patient received treatment for the event which included Anti viral medicationacyclovir 800mg. Outcome of the event was recovering, almost recovered at the time of report.
Progression of symptoms: back pain for 5 days starting 17 days after 1st vaccination, which resolved and
moved to head pain (for 30 days, back of neck everywhere, but right side worse, could take pulse from
throbbing) . Controlled with Gabapentin 1 x daily and frequent advil. Other symptoms included chills, fatigue
and night sweats without fever. As these symptoms resolved, it moved to partial facial paralysis (eyes,
nose, lips) for 7 days so far. Hospitalized at day 2 overnight and given IV Immune Globulin and IV Solvmedrol
in hospital. Released and prescribed Prednizone 40MG tabs for 7 days (3 days left). No relief so far of these
Bells Palsy-like facial symptoms.
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Bells Palsy; This is a spontaneous report. A contactable consumer (patient) reported that a 64-year-old male
patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection, lot
number unknown, expiration date unknown), via an unspecified route of administration, administered in
right arm on 27Feb2021 at 10:45 AM at the age of 64 years old at a single dose for COVID-19 immunisation.
Medical history included diabetes, prior heart attack and allergies: codeine, penicillin. Concomitant
medications included metoprolol, pravastatin, metformin, valsartan and clofarabine. Patient didnot receive
any other vaccines within 4 weeks prior to the COVID vaccine. On 22Mar2021 at 09:30 AM, the patient
experienced bells palsy. Adverse event resulted in doctor or other healthcare professional office/clinic visit,
emergency room/department or urgent care. Adverse event treatment: CT scan, neuro evaluation, eye exam
and steroids. Prior to vaccination, patient was not diagnosed with COVID-19. Since the vaccination, patient
had not been tested for COVID-19. The patient had not yet recovered from the event. Information on the
lot/batch number has been requested.
Headache on the right side of the head, tingling on the right side of the face, facial paralysis, loss of sense of
taste,
Bell's Palsy; This is a spontaneous report from a contactable other healthcare professional. A 54-year-old
female patient received the first dose bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified
route of administration on 19Feb2021 14:30 (Batch/Lot Number: EM9809) as SINGLE DOSE for covid-19
immunisation. Medical history included migraine and sulfa drug allergy. Concomitant medications included
hypericum perforatum (ST JOHNS WORT) taken for an unspecified indication, start and stop date were not
reported; magnesium taken for an unspecified indication, start and stop date were not reported; and
ergocalciferol (VIT D) taken for an unspecified indication, start and stop date were not reported. The patient
experienced bell's palsy on 20Mar2021. The outcome of events was not recovered. Therapeutic measures
were taken as a result of bell's palsy.; Sender's Comments: Based on available information, a possible
contributory role of the subject product, BNT162B2 vaccine, cannot be excluded for the reported event Bell's
palsy due to temporal relationship. However, the reported event may possibly represent intercurrent
medical condition in this patient. There is limited information provided in this report. Additional
information is needed to better assess the case, including complete medical history, diagnostics including
Head CT/MRI, counteractive treatment measures and concomitant medications. This case will be reassessed
once additional information is available. The impact of this report on the benefit/risk profile of the Pfizer
product is evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of
aggregate data for adverse events. Any safety concern identified as part of this review, as well as any
appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics Committees and
Investigators, as appropriate.
paralysis; This is a spontaneous report from a contactable nurse via medical information team. A female
patient (nurse) of an unspecified age received second dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE,
formulation: solution for injection) via an unspecified route of administration on 11Jan2021 as a single dose
for covid-19 immunization. The patient's medical history and concomitant medications were not reported. It
was reported that her rheumatologist was treating another nurse that now has paralysis due to the vaccine.
On 09Feb2021, the patient experienced paralysis. The clinical outcome of the paralysis was unknown.
Information related to batch/lot number has been requested.; Sender's Comments: Based on the information
currently available, a possible contributory role of the suspect drug to the reported event paralysis cannot
be completely excluded based on temporal association and known drug safety profile. The impact of this
report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety
evaluation, including the review and analysis of aggregate data for adverse events. Any safety concern
identified as part of this review, as well as any appropriate action in response, will be promptly notified to
Regulatory Authorities, Ethics Committees and Investigators, as appropriate.
Bell's palsy Altered Mental status Death
Patient developed ascending lower extremity weakness ultimately requiring hospitalization with clinical
diagnosis of Guillain-Barre syndrome.
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Bells Palsy; This is a spontaneous report from a contactable consumer (patient). A 53-years-old patient of an
unspecified gender received BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE), dose 1 via an
unspecified route of administration, administered in Arm Left in Mar2021 (Lot Number: EN6205; expiration
date unknown), age at vaccination of 53-years-old, as single dose for covid-19 immunisation. The patient
medical history and concomitant medications were not reported. On 23Mar2021, the patient experienced
tingling on right side, drooping on right side, unable to blink right eye, bells palsy was diagnosed. Events
resulted in Emergency room/department or urgent care. Therapeutic measures were taken as a result of the
events and included administration of antibiotics. Facility type Vaccine: Public Health Clinic/Veterans; no
other vaccine in four weeks, no other medications in two weeks; no Covid prior vaccination and patient was
not Covid tested post vaccination. The patient had not recovered from the events.
Patient was vaccinated on 2/05/2021 with 2nd Pfizer vaccine and was hospitalized for Guillain Barre On
03/11. Has been In hospital since.
The day after receiving the first dose of the Pfizer vaccine, she developed a headache behind her right eye
that never went away. Then on Wednesday morning, March 31st (two weeks after receiving the first dose),
she was found in bed by my mother, unable to walk or talk, her face was drooping, she was very sweaty,
and had defecated on herself. My mother called the ambulance. She was transported to Hospital where it
was determined she had suffered a massive hemorrhagic stroke. She was immediately transported by
ambulance to another Hospital. She spent one day in ICU and then was put on palliative care. She died
around 12/N on Friday, April 2nd, two days after the stroke.
presumed Acute inflammatory demyelinating polyneuropathy (AIDP)
Critical Limb Ischemia Symptoms: Progressive BL lower extremity and back pain starting on 3/20/2021. She
presented to the ED twice and DVT ultrasound and lumbar spine CT showed no acute findings. Symptoms
progressed to the point of severe pain on 4/1/2021 with toe numbness and paralysis. CTA of BL lower
extremities was performed showing bilateral arterial thrombus. She underwent bilateral common femoral
artery thromboembolectomy with vascular surgery. Of note, patient was on eliquis 5 mg BID given history of
PE in 2018. She was compliant with this medication.
resident unresponsive verbally and favoring L side with R side flaccid unable to take AM med. The writer
obtained BS 90. The resident has R side face drop with drooling noted. The resident responded to painful
stimuli only. Pupils dilated. Supervisor at bedside BS 102 rechecked. The family opted for comfort measures
only. Age 68 On 2/15/2021 Z51.5: ENCOUNTER FOR PALLIATIVE CARE, Patient expired 2/23/2021
Bells palsy; This is a spontaneous report from a contactable Other Healthcare Professional (patient) reported
for herself. A 29-year-old female patient received the second dose of bnt162b2 (PFIZER-BIONTECH COVID-19
VACCINE), via an unspecified route of administration on 19Feb2021 at single dose for covid-19 immunization.
Medical history included allergies to sulfa, covid-19, prior to vaccination, the patient was diagnosed with
COVID-19 (test positive). The patient's concomitant medications were none, the patient didn't receive any
other medications within 2 weeks of vaccination and didn't receive any other vaccines within 4 weeks prior
to the COVID vaccine. The patient previously received the first dose of bnt162b2 on 25Jan2021 15:30 at 28
years old for covid-19 immunization. The patient experienced bells palsy on 13Mar2021. Therapeutic
measures were taken as a result of bells palsy included steriods. Since the vaccination, the patient had not
been tested for COVID-19. The outcome of the event was not recovered. Follow-up attempts are completed.
Information about lot/batch number cannot be obtained.; Sender's Comments: Based on the current available
information and the plausible drug-event temporal association, a possible contributory role of the suspect
product BNT162B2 to the development of event Bell's Palsy cannot be totally excluded. The impact of this
report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety
evaluation, including the review and analysis of aggregate data for adverse events. Any safety concern
identified as part of this review, as well as any appropriate action in response, will be promptly notified to
regulatory authorities, Ethics Committees, and Investigators, as appropriate.
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drooping face; complaining of right facial weakness; has difficulty closing right eye; headache; neck pain; hard
to get into sleep last night; This is a spontaneous report from a non-contactable Other-Healthcare
professional. A 31-year-old male patient received of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Pfizer,
Formulation: Solution for injection, Lot number and Expiration date were not reported) via an unspecified
route of administration on 16Mar2021 (age at vaccination 31 years) at single dose for Covid-19
immunization. Reportedly, there were no known allergies to medications, food or other products other
medical history. Patient did not have COVID prior to vaccination. Patient was not tested for COVID post
vaccination. Prior to vaccination, patient was not diagnosed with COVID-19. Patient was complaining of right
facial weakness since 04Apr2021 (the day before yesterday), drooping face, has difficulty closing right eye. It
was associated with headache, neck pain. The neck and headache pain scale was 7/10 for 4-5 days. It was
reported that pain comes and goes. The headache was less when he works and exercise. But the headache
was more severe at night. It was hard to get into sleep last night. There was no n/v/c/d, blurred vision, cp,
sob, doe, fever, chills, cough, sore throat, runny nose, etc. There was no rash, numbness. The adverse event
resulted in Doctor or other healthcare professional office/clinic visit. The reporter assessed the case as nonserious with no seriousness criteria (Seriousness criteria-Results in death/ Seriousness criteria-Life
threatening/ Seriousness criteria-Caused/prolonged hospitalization/ Seriousness criteriaDisabling/Incapacitating/ Seriousness criteria-Congenital anomaly/birth defect). No treatment was given for
adverse events. Outcome of the events was unknown. Information about batch/lot number has been
requested.; Sender's Comments: Based on the temporal association, a possible contributory role of BNT162B2
to the development of drooping face cannot be excluded. The impact of this report on the benefit/risk profile
of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including the review and
analysis of aggregate data for adverse events. Any safety concern identified as part of this review, as well as
any appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics Committees
and Investigators, as appropriate.
partial facial paralysis (eyes, nose, lips); moving to head pain (30 days, back of neck everywhere, but right
side worse, could take pulse from throbbing); Progression of symptoms: back pain; chills; fatigue; night
sweats without fever; This is a spontaneous report from a contactable consumer (patient). A 66-year-old
male patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) at the age of 66year-old, via an unspecified route of administration, administered in left arm on 09Feb2021 12:00 (Lot
Number: EM9809) as single dose for COVID-19 immunisation. Medical history included hepatitis C (HCV) Cured (5-years ago), hypertension, mild cholesterol, benign prostatic hyperplasia (BPH), gastrooesophageal
reflux disease (GERD), and occasional fever blister on lips. The patient has no known allergies. The patient
has no COVID prior vaccination and not tested for COVID post vaccination. Concomitant medications included
alfuzosin, atorvastatin, losartan, and pantoprazole. Progression of symptoms: back pain (5 days then
resolved), moving to head pain (30 days, back of neck everywhere, but right side worse, could take pulse
from throbbing) controlled with Gabapentin 1x daily and frequent Advil, symptoms included chills, fatigue
and night sweats without fever, as these resolved, it moved to partial facial paralysis (eyes, nose, lips), 6
days so far. The patient was given IV Immune Globulin and IV Solumedrol in hospital and then Prednizone 40
mg tabs for 7 days (4 days left) as treatment for the events. All events occurred on 26Feb2021 at 20:00 and
resulted in doctor or other healthcare professional office/clinic visit, emergency room/department or urgent
care, and hospitalization for 1 day. The outcome of the event back pain was recovered on 03Mar2021 20:00,
facial paralysis was not recovered, and for the rest of the events was recovered. The patient received the
second dose of BNT162B2 (lot number: EN6203) on 02Mar2021, 12:00 PM, administered at the right arm.
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Bell's Palsy; This is a spontaneous report from a contactable consumer (patient). A 40-year-old non-pregnant
female patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Batch/Lot Number:
EN6205), via an unspecified route of administration, administered in arm left on 11Mar2021 (at the age of 40years-old) as a single dose for COVID-19 immunisation. Medical history was not reported. There were no
concomitant medications. The patient experienced Bell's Palsy on 28Mar2021 and was diagnosed on
29Mar2021. Therapeutic measures were taken as a result of the event. The outcome of the event was not
recovered. The event resulted in emergency room/department or urgent care and disability or permanent
damage.

15-30 days

Bell's Palsy Left Side of Face; This is a spontaneous report from a contactable consumer (patient). A 51-yearold patient of an unspecified gender received second dose of BNT162B2 (PFIZER-BIONTECH COVID-19
VACCINE) via an unspecified route of administration into left arm on 23Mar2021 10:00 (at the age of 51-yearold) as single dose for COVID-19 immunisation. Medical history included depression, anxiety, diabetes and
obesity. Concomitant medications included duloxetine (DULOXETINE). Historical vaccine includes first dose of
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) into left arm on 02Mar2021 11:00 AM (at the age of 51year-old) for COVID-19 immunisation. The patient experienced bell's palsy left side of face on 13Apr2021
12:00 PM. The patient was brought to the emergency room and received prednisone and anti-viral
medication as treatment. Outcome of event was not recovered. Information about lot and batch number
was requested.

15-30 days

15-30 days

Suspected TIA; Experienced a numbness in right hand, arm, drooping right side of face; Experienced a
numbness in right hand, arm, drooping right side of face; slurred speech; This is a spontaneous report from a
contactable consumer (patient). A 58-year-old male patient received bnt162b2 (PFIZER-BIONTECH COVID-19
VACCINE, solution for injection), first dose in right arm on 05Mar2021 14:30 (Lot: EN6199) and second dose in
left arm on 26Mar2021 14:30 (Lot: ER8732); both via an unspecified route of administration (at the age of 58years-old) as single dose for covid-19 immunisation. The vaccination facility type was a public health
department. Prior to vaccination, the patient was not diagnosed with COVID-19. The patient did not receive
any other vaccines within 4 weeks prior to bnt162b2. Medical history included allergy induced asthma and
seasonal allergies. The patient's concomitant medications were not reported. The patient experienced a
numbness in right hand, arm, drooping right side of face and slurred speech, it lasted for 1-2 minutes. The
patient went to the ER. Suspected TIA. These events started on 11Apr2021 at 10:00. The events resulted in
emergency room/department or urgent care. The patient received unspecified treatment for the events. On
10Apr2021, nasal swab was negative. On 11Apr2021, Covid test type post vaccination with unknown results,
rapid and nasal swab was negative. It was reported that the patient had MRI, CT, EKG with unknown results
on unspecified dates. The outcome of the events was recovering.
Left side of face is paralyzed,bell's palsy; This is a spontaneous report from a contactable consumer (patient).
A 61-years-old female patient received first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE;
Batch/Lot Number: ER2613), via an unspecified route of administration, administered in Arm Left on
30Mar2021 (61-years-old) as single dose for COVID-19 immunisation. The patient medical history and
concomitant medications were not reported. Patient had no known allergies. Patient is not pregnant.
Patient had no covid prior vaccination. Patient was not tested for covid post vaccination. The patient
experienced left side of face is paralyzed, bell's palsy (Paralysis on the Left part of the Face) on 14Apr2021
with outcome of not recovered. No treatment was given.
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Bells palsey; This is a spontaneous report from a contactable consumer, the patient. A 43-years-old male
patient received bnt162b2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE), dose 2 via an unspecified route of
administration, administered in the right arm on 26Mar2021 at 08:15 (Batch/Lot number was not reported)
as a single dose (at the age of 43 years-old) for COVID-19 immunisation. The patient did not receive any
other vaccine within 4 weeks prior to the vaccine. Medical history included high blood pressure from an
unknown date and unknown if ongoing and penicillin allergy from an unknown date and unknown if ongoing.
Prior to the vaccination, the patient was not diagnosed with COVID-19. Concomitant medications included
lisinopril, metoprolol, hydrochlorothiazide, and clarithromycin; all from unknown dates for unknown
indications. The patient previously received bnt162b2, dose 1 via an unspecified route of administration,
administered in the right arm on 05Mar2021 at 10:15 (Batch/Lot number was not reported) (at the age of 43
Years-old) for COVID-19 immunisation. On 11Apr2021 at 14:00 the patient experienced bells palsey (Bell's
palsy). The event resulted in emergency room visit. Therapeutic measures were taken as a result of Bell's
palsy and included prednisone and valacyclovir. The clinical outcome of the event Bell's palsy was not
recovered. It was also reported that since the vaccination, the patient had not been tested for COVID-19.
The batch/lot numbers for the vaccine, PFIZER-BIONTECH COVID-19 MRNA VACCINE, were not provided and
will be requested during follow up.

15-30 days

Bell's Palsy 09Feb2021 dx 12Feb2021; This is a spontaneous report from a contactable Physician. An 89-yearsold female patient received bnt162b2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE), dose 1, intramuscular on
23Jan2021 at 13:15 (Batch/Lot Number: EL3247) as single dose (at the age of 89 years-old) for COVID-19
immunisation. Medical history included high blood pressure, spinal stenosis, kyphosis and known allergy to
sulfa-hives. The patient was not pregnant. Prior to the vaccination, the patient was not diagnosed with
COVID-19. Concomitant medications included donepezil, methadone, sertraline, hydrocodone, metoprolol,
alprazolam (XANAX), nifedipine, mirtazapine, hydralazine, and spironolactone; all taken from unknown dates
for unspecified indications. On 09Feb2021 the patient experienced Bell's palsy (diagnosed on 12Feb2021).
The event resulted in emergency room visit. Therapeutic measures were taken as a result of Bell's palsy and
included steroids and acyclovir. The patient was recovered from Bell's palsy on an unknown date. The
patient received the second dose of bnt162b2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE), intramuscular
on 28Feb2021 at 14:15 (Lot number EN6203) for COVID-19 immunisation. It was also reported that since the
vaccination, the patient had not been tested for COVID-19.; Sender's Comments: Based on the available
information and known product profile, the causal relationship between the reported Bell's palsy and the
use of BNT162B2 cannot be excluded. The impact of this report on the benefit/risk profile of the Pfizer product
is evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of
aggregate data for adverse events. Any safety concern identified as part of this review, as well as any
appropriate action in response, will be promptly notified to RAs, Ethics Committees, and Investigators, as
appropriate.
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Bell's palsy/Facial droop; facial numbness; This is a spontaneous report from a contactable other health care
professional. A 68-year-old female patient received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, solution
for injection), dose 1 intramuscular, administered in Arm Left on 04Mar2021 (at the age of 68-years-old)
(Batch/Lot number was not reported) as SINGLE DOSE for covid-19 immunisation. Medical history included
diabetes, Blood pressure, cholesterol. Concomitant medications included insulin glargine (LANTUS) taken for
diabetes mellitus; insulin lispro (HUMALOG) taken for diabetes mellitus; amlodipine besilate (NORVASC)
taken for blood pressure abnormal; lisinopril (LISINOPRIL) taken for blood pressure abnormal; atorvastatin
(LIPITOR [ATORVASTATIN]) taken for blood cholesterol; start and stop dates were not reported. On
22Mar2021, the patient experienced Bell's palsy/facial droop, and facial numbness. The outcome of the
events was not recovered. The patient received treatment for the events: Nurse Practitioner stated, ""She
was given by the emergency room. She was treated with Prednisone. 20mg, tablet, 3 tablet one time in a
day, oral. Bell's palsy. She was also given Valtrex. 1gm, oral, tablet, 3 times a day."" Information about
lot/batch number has been requested.; Sender's Comments: Based on the temporal association, a possible
contributory role of bnt162b2 to the development of Bell's palsy/facial droop cannot be excluded. The impact
of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for
safety evaluation, including the review and analysis of aggregate data for adverse events. Any safety
concern identified as part of this review, as well as any appropriate action in response, will be promptly
notified to Regulatory Authorities, Ethics Committees and Investigators, as appropriate.""
she did not know if the patient's inability to walk was due to Guillain-Barre; Unable to walk; This is a
spontaneous report from a contactable Pharmacist. A female patient in her 20's received first dose of
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of administration on an
unspecified date in Apr2021 at single dose for COVID-19 immunisation. The relevant medical history and
concomitant medications were not reported. The pharmacist reported that she did not have a lot of
information but the incident prompted her to reach out to Pfizer. There was a situation with a young female
that received her first dose of the Covid-19 vaccine last week that was unable to walk on 19Apr2021. She
was unsure of where the patient received her Covid-19 vaccine. She was unsure if there were any co-factors
that could have contributed to the patient's inability to walk. She reported that she did not know if the
patient's inability to walk was due to Guillain-Barre. Her number one concern was that the patient was not
walking. The pharmacist inquired if there was any help that Pfizer could provide. She reported that she did
not know if IViG, intravenous immunoglobin, had a place in therapy for the patient. The patient was going to
be admitted to the hospital at the time of the report on 19Apr2021. Clarified that the patient was not
hospitalized yet and that she believed that the patient was en route to the caller's facility at time of call on
19Apr2021. The event unable to walk was reported as serious due to Medically significant. The outcome of
the events was unknown. Information on the lot/batch number has been requested.; Sender's Comments:
Based on limited information provided, a possible relation for BNT162B2 injection and serious Guillain-Barre
syndrome with secondary walking inability cannot be completely excluded, only supported by plausible
drug/event chronological sequence. Other evidence or argument, indicating a contributory role in
development of reported events cannot be established. The impact of this report on the benefit/risk profile
of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including the review and
analysis of aggregate data for adverse events. Any safety concern identified as part of this review, as well as
any appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics Committees
and Investigators, as appropriate.
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Bell's Palsy; Headache; jaw ache; ear ache; numbness in face; Assuming ear infection; This is a spontaneous
report from a contactable consumer (patient). This 56-year-old female patient received BNT162B2 (PFIZERBIONTECH COVID-19 VACCINE), via an unspecified route of administration, administered in arm left on
27Mar2021 12:45 (Lot Number: EP6955) as single dose (at 56 years old) for COVID-19 immunisation. Medical
history included none. Concomitant medications included atorvastatin, cetirizine hydrochloride (ZIRTEC),
Forces of Nature Skin Tag. On 13Apr2021, the patient experienced Bell's Palsy (medically significant),
headache, jaw ache, ear ache, numbness in face, assuming ear infection. Therapeutic measures were taken as
a result of the events included Prednisone. The outcome of the events was recovering. The patient required
a visit to the emergency room and diagnosed with Bell's Palsy. Prior to vaccination, the patient was not
diagnosed with COVID-19 and since the vaccination, the patient had not been tested for COVID-19. The
patient was not pregnant at the time of vaccination.
Patient had an initial response 2 days after the vaccine, with general malaise, dry mouth, headache and
itching hands as well as local discomfort at the injection site that seemed to resolve spontaneously. On April
3rd he had non-specific changes in his hands that he attributed to cold weather that led to discomfort when
running them under warm water. By monday APril 5th he was having worsening sensitivity in his hands and
feet to heat, touch and experienced numbness. he also began to have difficulty walking. He went to the ER
April 6th and was discharged April 7th after undergoing MRI of the brain and spinal cord, labs and lumbar
puncture, with a presumptive diagnosis of early Guillain-barre Syndrome. His symptoms continued to worse,
loss of gait was more pronounced as well as loss of balance and new off sensations in his tongue. He was
admitted to the hospital, continued to undergo diagnostic workout. Results from tests on APril 6th came
back positive for Anti nuclear antibodies and high protein in his CSF. He was treated with 3 days of infused
Immunoglobolin therapy and was discharged on April 11th with a diagnosis of likely GBS. His symptoms
continue to worsen slightly, but with less day to day decline
1) MAJOR RIGHT ARM PAIN 2) PARALYSIS OF RIGHT AR 3) WAITING FOR MRI RESULTS
Bells palsy happening on left side of his face, everything is paralyzed, small pain behind left ear, left eye will
not close(drys out), and is still going on with no improvement Went to ER because they thought it was a
stroke .
4/15/2021 approximately 1030 am client found to be AMS, non-responsive, aphasic, aphagic, left-sided facial
droop, teeth clenched, left eye closes, right eye with deviated gaze. 911 called, client to hospital ER, work
up/evaluation, admission for stroke related to blood clots found left frontal and right temporal lobes, per
spouse. Client discharged 4 days later to home s/p CVA, bed-bound, remains aphasic, aphagic, noncommunicative, no response to verbal stimuli. PLEASE NOTE: hospital admission. Unable to complete section
21. Admit for 4 days.
Bell?s Palsy
Bell's Palsy
Patient developed ataxic gait determined to be Guillan-Barre syndrome. Was treated with course of IVIg
with improvement but not resolution.
Left side Bell's Palsy
Bell?s Palsy , sudden onset, treated with high dose prednisone and valacyclovir 7 day treatment. Unresolved
to date
Bells palsy
2/5 my head behind my left ear hurt, I looked fatigued to others, in the evening my tongue seemed swollen,
On 2/6, my taste was off and left eye started running, my lips felt swollen. On 2/7 I woke up to not being
able to close my left eye and lift my left lips. Immediately contacted my PPC who did an exam and
determined it was Bell's Palsy. Was started on Predisone and antiviral medication immediately
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sixth nerve palsy of the right eye; A spontaneous report was received from a healthcare professional
concerning a 73-year-old female patient, who received Moderna's COVID-19 Vaccine (mRNA-1273) and
developed sixth nerve palsy of the right eye. The patient's medical history was not provided. Concomitant
product use was not provided. On an unknown date, approximately two weeks prior to the onset of the
event, the patient received their first of two planned doses of mRNA-1273 for prophylaxis of COVID-19
infection. On 01 FEB 2021, she was seen at an ophthalmologist office and diagnosed with sixth nerve palsy
of the right eye. An MRI was performed on an unknown date for the patient's condition which revealed
there was mild generalized cerebral atrophy, prominent enlargement of the lateral and 3rd ventricles out of
proportion to degree of cerebral atrophy. 4th ventricle is non dilated. There is patchy bilateral cerebral
white matter flares. Hyperintensity is noted likely representing findings of chronic microvascular ischemic
change. No obstructive lesion identified. No contiguous band of flare/T2 hyperintensity along the surface of
the ventricles to suggest the presence of transependymal CSF flow. Impression was that in the setting of
potential 6th nerve palsy, this constellation of findings may potentially represent underlying increased
intracranial pressure. Normal pressure hydrocephalus was an alternative consideration in the appropriate
clinical context. No treatment information was provided. Action taken with second dose of mRNA-1273 in
response to the event was not reported. The outcome of the event, developed sixth nerve palsy of the right
eye, was not reported.; Reporter's Comments: This case concerns a 73 year old, female patient who
experienced a serious event of Ophthalmoplegia after receiving second dose of mRNA-1273 (Lot# unknown).
Very limited information regarding this event has been provided at this time. Further information has been
requested.
developed Bell's Palsy 10 days after second shot
Bell's Palsy
Bell's Palsy, drooping and extreme pain started behind ear on February 22. Getting worse each day.
Extreme headache immediately after injection and continues to this day.
C/O droop to left side of face with drooling, watery left eye, pain to face.

31-60 days

Bell's Palsy; A spontaneous report was received from a consumer concerning an 82-year-old, female patient
who received Moderna's Covid-19 vaccine (mRNA1273) and developed Bell's palsy and experienced pain and
burning in eyes and a severe headache. . The patient's medical history includes heart disease. Products
known to have been used by the patient, within two weeks prior to the event, included clopidogrel
bisulfate. The patient received first of two planned dose of mRNA-1273 (Batch Number 041L20A)
intramuscularly on 14-JAN-2021 for prophylaxis of Covid-19 infection. On 18-FEB-2021, it was reported that
the patient had eye pain and some symptoms of Bell's Palsy. On 19-FEB-2021, the symptoms worsened and so
on 20-FEB-2021, the patient was taken to urgent care where she was diagnosed with Bell's palsy. The left
side of the patient's face, according to her husband, was drooping and she was having trouble eating and
drinking. The patient also had a severe headache. Treatment for the event included prednisone. Patient
was also wearing a patch to help prevent pain. Action taken with mRNA-1273 in response to the events
was not provided. The outcome of the events, Bell's palsy was considered unknown.; Reporter's Comments:
Very limited information regarding the events has been provided at this time. Further information has been
requested.

31-60 days

Bell's palsy; A spontaneous report was received from a Consumer concerning an 88-years-old, female patient,
who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced Bell's palsy. The patient's medical
history was not provided. No relevant concomitant medications were reported. The patient received their
first of two planned doses of mRNA-1273 (Batch number: 013L20A) intramuscularly for prophylaxis of COVID19 infection on 11 Jan 2021. On 08 Feb 2021, approximately 11 days prior to the onset of the symptoms, the
patient received their second of two planned doses of mRNA-1273 (Batch number: 011M20A) intramuscularly
in right arm for prophylaxis of COVID-19 infection. On 19 Feb 2021, the patient was diagnosed with Bell's
palsy. Treatment details, as reported by the reporter, included prednisone. Action taken with mRNA-1273
in response to the events was not applicable. The outcome of the event, Bell's Palsy was unknown on 23
Feb 2021.; Reporter's Comments: Based on the current available information and temporal association
between the use of the product and the onset date of the event of Bell's palsy, a causal relationship cannot
be excluded.
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drooping of the left side of her face/Bell's Palsy; very high BP; A spontaneous report was received from a
consumer concerning an approximately 44-years-old female patient who received Moderna's Covid 19
vaccine (mRNA1273) and who developed Bell's Palsy (facial paralysis) and high blood pressure (BP)
(hypertension). The patient's medical history was not provided. Concomitant product use was not
provided/unknown by the reporter. The patient received first of two planned dose of mRNA-1273
intramuscularly on 19-JAN-2021 for prophylaxis of Covid 19 infection. On 22-FEB-2021 patients had a high BP
of 130/80 mmHg. Patient noticed drooping of the left side of face. The patient went to the emergency room,
was found to have very high BP, and was diagnosed with Bell's Palsy and was getting a CT scan. Treatment
for the event included Prednisone. Action taken with mRNA-1273 in response to the events was not
provided/unknown. The outcome of the event were considered unknown.; Reporter's Comments: Very
limited information regarding the events has been provided at this time. Further information has been
requested.
Right sided facial paralysis ( unable to blink or completely close right eyes, unable to raise right eye brow,
right sided mouth droop, unable to taste on right tounge, right tounge numbness)
Bells palsy to left side of my mouth
Right sided Bell's Palsy. Onset on 3/15/21. Presented as hyperacusis, pain around right ear, numbness and
loss of sensation over right face, facial deviation while smiling and weakness of muscles of facial expression
including difficulty closing right eye. Started course of steroids and Antivirals after seeing ENT. Symptoms
not yet resolved on 3/16/21 with weakness of right face prominent. No other systemic complaints.
Bell's Palsy; A spontaneous report was received from a Consumer concerning a female patient who received
Moderna's COVID-19 vaccine (mRNA-1273) and experienced Bell's Palsy. The patient's medical history was
not provided. Relevant concomitant medications were not reported. The patient received the first dose of
the Moderna COVID-19 vaccine (Batch number not provided) on 05 Jan 2021 in left arm for prophylaxis of
COVID-19 infection On 02 Feb 2021, prior to the onset of event, the patient received their second dose of
mRNA-1273 (lot/batch: 028L20A) intramuscularly in left arm for COVID-19 infection. On 26 Feb 2021, the
patient experienced Bell's Palsy which was considered as medically significant event. Laboratory details was
not provided. Treatment information was provided as Valacyclovir HCl, Methylprednisolone and Bupropion,
vitamin D, biotin. Action taken with mRNA-1273 in response to the events was not applicable. The
outcome of the event Bell's Palsy was considered as unknown.; Reporter's Comments: Based on the current
available information and temporal association between the use of the product and the start date of the
event, a causal relationship cannot be excluded.
Bell's palsy symptoms; A spontaneous report was received from a consumer concerning a 84-year-old, male
patient, who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced Bell's palsy symptoms.
The patient's medical history was not provided. Concomitant products included losartan and amlodipine for
drug use for unknown indication. On 11 Feb 2021, prior to the onset of the event, the patient received their
first of two planned doses of mRNA-1273 (Lot number: 015M20A) intramuscularly in the left arm for
prophylaxis of COVID-19 infection. On 11 Mar 2021, the patient received his second dose of two planned
doses of mRNA-1273 (lot number: 026A21A) intramuscularly in the right upper arm for prophylaxis of COVID19 infection. On 15 Mar 2021, the patient experienced Bell's palsy symptoms (important medical event
term). Patient did not take anything to treat symptoms. Action taken with mRNA-1273 in response to the
event was not applicable. The outcome of the event was unknown.; Reporter's Comments: Based on the
current available information and temporal association between the use of the product and the onset date of
the event, a causal relationship cannot be excluded.
Previously reported as Bell?s palsy. Diagnosed as Ramsay Hunt Syndrome ( shingles )
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TIA; Right side of her face was drooping; Left arm was paralyzed; Slurred speech; Dizzy; Confused; A
spontaneous report was received from a consumer concerning a 46-year-old, female patient, who received
Moderna's COVID-19 vaccine (mRNA-1273) and experienced TIA (transient ischaemic attack), dizzy (dizziness),
her left arm was paralyzed (paralysis), right side of her face was drooping (facial paralysis), slurred speech
(dysarthria), and she was confused (confusional state). The patient denied having any allergies, past medical
history or concomitant medications. Therefore, no medical history or concomitant medications were
reported. On 14-Jan-2021, the patient received the first of two planned doses of mRNA-1273 (Lot #: 251L20A)
intramuscularly in the left arm for prophylaxis of COVID-19 infection. On 10-Feb-2021, approximately twentyfour days prior to the onset of events, the patient received the second of two planned doses of mRNA-1273
(Lot #: 16M20A) intramuscularly in the left arm for prophylaxis of COVID-19 infection. On 06-Mar-2021 the
patient had a ""TIA"" (transient ischemic attack). She was sitting down and when she got up, she got dizzy
and her left arm was paralyzed. The right side of her face was drooping, she had slurred speech and she was
confused. The patient went to the hospital where she was hospitalized for 2 days. The MD (medical doctor)
said she had a ""7 mm focal diffusion."" Treatment information was not provided. The patient received both
scheduled doses of mRNA-1273 prior to the event(s); therefore, action taken with the drug in response to the
event(s) is not applicable. The outcomes of the events, TIA, dizzy, her left arm was paralyzed, right side of
her face was drooping, slurred speech, and she was confused, were unknown.; Reporter's Comments: Based
on the current available information and temporal association between the use of the product and the start
date of the event, a causal relationship cannot be excluded.""
Was diagnosed with Bell's Palsy 4 weeks after second injection.
Right third nerve Palsy
stroke (left facial droop, left side of body weakness, slurred speach, confusion, inability to express self)
Guillian Barre syndrome: 43-year-old woman with COVID-19 infection in late 2021 followed by two mRNA
COVID vaccinations presents with 4-week history of lower extremity paresthesias and 2-week history of
lower extremity weakness with diffuse areflexia. CSF protein is elevated, without pleocytosis. This
constellation of findings is concerning for Guillain-BarrT syndrome.
82YM Admit 3/18/21 to hospital for small bowel obstruction within 1 week of second vaccine dose. PTA
bowel obstruction led to a syncopal episode following use of laxative, and several episodes of vomiting in the
days prior . Upon admission Patient was receiving conservative therapy for a partial obstruction when he
developed increasing shortness of breath. The patient was transferred to the ICU for worsening respiratory
status and eventually developed significant hypercapnic and hypoxemic respiratory failure requiring
intubation. Neurology was consulted for altered mentation in the setting of respiratory failure. Patient with
ascending paralysis. MRI of the head and neck as well as CTA were obtained x2. Patient was ultimately
diagnosed with Guillain-Barre, variant and received 5 days of Intravenous Immune Globulin therapy.
Patient's small bowel obstruction resolved and ultimately patient required percutaneous tracheostomy tube
and gastrostomy tube placement for prolonged respiratory failure and neurologic compromise. The patient
had uneventful ventilatory requirements and ultimately was performing intermittent spontaneous breathing
trials; however, still had episodes of apnea, but improved. He was tolerating tube feeds at goal with
resolution of his small bowel obstruction, which was thought secondary to his Guillain-Barre. The patient did
develop abnormal LFTs which were thought secondary to cholecystitis not requiring operative intervention,
with improving LFT findings on antibiotics. The patient had a nonobstructive cholecystitis. The patient's
mentation was improving to the point where he was able to communicate and open his eyes upon discharge,
as well as was working with Physical Therapy for strengthening. He was able to move his upper extremities
and followed commands and lower extremities were improving in strength as well. Patient was discharged
via private air flight to acute care ICU facility.
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TIA; Left upper lip is turned down/face does not look normal; This spontaneous case was reported by a
consumer (subsequently medically confirmed) and describes the occurrence of TRANSIENT ISCHAEMIC ATTACK
(TIA) and FACIAL PARALYSIS (Left upper lip is turned down/face does not look normal) in an 85-year-old
female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. 031M20A and 010M20A)
for COVID-19 vaccination. Concurrent medical conditions included Blood pressure abnormal. Concomitant
products included METOPROLOL for an unknown indication. On 30-Jan-2021, the patient received first dose
of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 27-Feb-2021, received second
dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 dosage form. On
12-Mar-2021, the patient experienced TRANSIENT ISCHAEMIC ATTACK (TIA) (seriousness criterion
hospitalization) and FACIAL PARALYSIS (Left upper lip is turned down/face does not look normal) (seriousness
criterion medically significant). The patient was hospitalized for 3 days due to TRANSIENT ISCHAEMIC
ATTACK. At the time of the report, TRANSIENT ISCHAEMIC ATTACK (TIA) and FACIAL PARALYSIS (Left upper
lip is turned down/face does not look normal) outcome was unknown.
For mRNA-1273 (Moderna COVID19 Vaccine) (Intramuscular), the reporter did not provide any causality assessments Other concomitant
medications included unspecified blood pressure medications. No treatment information reported. The
patient received both scheduled doses of mRNA-1273 prior to the event, therefore action taken with the
drug in response to the event is not applicable. This case was linked to US-MODERNATX, INC.-MOD-2021081470 (Patient Link).; Sender's Comments: Although a temporal association exist, the event of Transient
ischemic attack with facial paralysis is confounded by the patient's history of Blood pressure abnormal and
advanced age.
bells palsy right sided, started on 2/1/2021
Bell?s palsy
Developed Bell's Palsy - started on 2/21/21 w/ ear pain and stiff neck, progressed to numbness and tingling
in face and lips on 2/22/21, then hearing loss and left sided facial paralysis. Went to ED, r/o stroke,
neck/facial trauma. Given course of prednisone and acyclovir. No improvement noted to date.
Numbing on left side of the face, unable to close left eye all the way no control on left side of the lips; sharp
pain on neck and jaw
He had the vaccine, and around 5:00 PM said he had weakness and he fell to the floor. Then his wife asked if
he was alright as he had yelled for her prior to that. She went and found him on the floor, but stated that
he was alright. Did not hit his head or anything. Got him up and lied him on the bed. His left leg was under
his right leg and she asked him to straighten it out, and did not respond with an answer regarding moving
his leg. Was looking at her with a glazed look and did not answer, and did not talk or respond to anything.
He was propped up against the door and did not respond she called 9-1-1. They took him to the hospital, did
not respond. Now his left side is paralyzed and he did have a brain bleed in the front cerebral lobe. To this
day 3/1/21 has been in the hospital and still does not have movement on his left side. He is able to talk now
every now or then, does speak sentences more, and other days he's not able to speak or move. On
2/20/21 because he has been able to talk, and not able to eat they had to insert a feeding tube into his
stomach. At that time he was at one place for 1 day and transferred to Hospital until 2/27/21. He is now at
Retirement and Skilled Care facility for rehab.
Feb 15, 2021 Monday, I started feeling pain on the right portion of my neck; Feb 16, 2021 Tuesday, I felt the
pain radiating inside my right ear and had a mild headache. Tuesday evening, my wife noticed that I am not
fully blinking/closing my right eye; Feb 17, 2021 Wednesday, I didn't have the same pain but there's
numbness on my right cheek extending to my right lips. Wednesday afternoon around 2pm, I went to my
dentist thinking it was due to my Invisalign which I started on Jan 25, 2021. The dentist told me it is most
likely Bell's palsy so I decided to go to Emergency.
Jaw pain started on 2/19/21. Over 24 hours, it progressed to numbness and paralysis of the right side of the
face. Patient was diagnosed with Bells Palsy on the evening of 2/20/21. As of today's date, patient is still
experiencing periodic right sided facial paralysis, jaw pain, taste disturbances, and distorted hearing.
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92 year-old male with PMHx of vascular dementia, BPH, MDD, sleep disturbance , basal cell carcinoma of
neck, osteoarthritis, BLE edema, Guillain-Barre syndrome 30 years prior, s/p COVID positive on 1/11/21 and
received IV Bamlanivimab. Sent to hospital on 2/2/21 for altered mental status, generalized weakness with
inability to lift bilateral UE and difficulty moving his BLE. He was treated for UTI with 7 days of Cefepime for
Morganella Morganii. He was followed by neurology with MRI of the brain and CT of the spine without
acute findings. Lumbar puncture unable to be obtained. He received 5 day course of IVIG for presumed
Guillain-Barre . EMG showed generalized sensory motor polyneuropathy both axon loss and demyelinating
type severe in degree. However, he did not recover from his GBS symptoms, was transferred back to the
nursing home and died on 2/15/2021.

31-60 days

eight minutes after the vaccine I was waiting for my after dose evaluation, I started feeling numbness on left
side of my face, I was taken to the ER, it went down to the left side of my neck and my left arm, after an
hour I couldn't move the entire left side of my body, they did an MRI and admitted me to overnight
observation. next morning I was discharged (friday), physical therapy and occupational therapy came in to
help me adjust because I was still numb I was given a walker and a knee brace, I went home. Saturday I
started getting feeling in my face and neck. Sunday I was still gaining more sensation, Monday I had full
sensation every where except my leg, Tuesday I had complete feeling on my entire left side. 7 days after my
shot on wednesday I started having cold chills body aches and fever nausea and diarrhea, by thursday I
couldn't eat anything in me I would have diarrhea. I went to the ER on Saturday, they ran tests CT scan and
found entera colitis and was admitted again, they started me on iv antibiotics and fluids , no solid food, they
tested my stool and everything came back normal. I was discharged because the diarrhea had stopped, I
was having regular bowl movements. Dr said it may or may not have been a cause from the vaccine, they
weren't sure.
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Diagnosed with Bell's Palsy on 19Feb2021; This is a spontaneous report from a contactable healthcare
professional (patient). A 54-year-old male patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE,
solution for injection, batch/lot number and expiration date were unknown), via an unspecified route of
administration at the right arm on 06Jan2021 at a single dose for COVID-19 immunization. The vaccine was
administered to the patient at a hospital. The patient had no COVID prior to vaccination. The patient's
medical history was not reported. Concomitant medication included lisinopril and metoprolol. The patient
had no other vaccine in four weeks. The patient was diagnosed with Bell's Palsy on 19Feb2021 (start of
event was reported as 19Feb2021 at 06:15 AM). The event resulted in doctor or other healthcare
professional office/clinic visit. The patient had COVID test post vaccination which was a nasal swab with
unknown results on an unspecified date in 2021. Therapeutic measures were taken as a result of event Bell's
Palsy which included unspecified medication. The outcome of the event was not recovered. Information on
the lot/batch number has been requested.; Sender's Comments: The possibility that suspect drug may have
contributed to the reported event cannot be excluded. The impact of this report on the benefit/risk profile of
the Pfizer drug is evaluated as part of Pfizer procedures for safety evaluation, including the review and
analysis of aggregate data for adverse events. Any safety concern identified as part of this review, as well as
any appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics Committees
and Investigators, as appropriate.
Gradual onset of altered taste 2/24/21. . On 2/27/21, he noticed that his right eye could not squint like
his left. He was diagnosed with Bells Palsy by his PCP and started on Valacyclovir.
developed Bell's Palsy placed on one week of steroids. Left side of face as of today 90% improved Am an RN
and thought I should make you aware.
I have developed bell's palsy. I am not sure if that is due to the Pfizer vaccine. Otherwise, I am in excellent
health.
Bells Palsy
Patient developed ascending paralysis and was diagnosed with transverse myelitis. All work up has been
negative for other etiologies. Lumbar puncture performed showing elevated cell count, elevated protein
and low glucose.
Bell's Palsy, right sided moderate facial paralysis, acute onset Started on prednisone 80mg x 7 days,
valacyclovir 1g TID x 7 days, and acupuncture
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Bell?s palsy on March 9th Last dose vaccine taken Jan 13
Bell's Palsy
Twenty seven days after my second vaccination I developed Right side of face paralysis and went to ER. After
steroids and valcyclovir I was 100 percent recovered.
Bell's Palsy, treated on 2/21/2021 with Prednisone and Valacyclovir for 7 days, will take several months to
see if improvement in facial nerves/muscles.
Patient had vaccine 1/28/2021. Two days later developed left sided abdominal pain that was severe enough
to warrant multiple ER visits, one admission, multiple negative tests including but not limited to CT scan and
endoscopy. He lost 30 pounds. In the beginning of March he began noticing tingling and numbness in arms
and legs which has progressed to paralysis of his bilateral lower extremities. He is now hospitalized for same
and has a working diagnosis of CIDP (chronic inflammatory demyelinating polyneuropathy).
Symptoms of Bell's Palsy on right side of face as diagnosed by Dr.
pt states on 4/1/2021 when he woke up his mouth was crooked and face was dropping. He thought he was
having a stroke Pt went to Hospital ER. They gave him a CT, Blood test, X-RAYS. pt was transported to
another hospital to have the MRI which showed no sign of stroke. He was brought back to hospital where
he was admitted for observation. He was released after 3 days. His DX was Bells Palsy. He was prescribed
valacyclovir 1mg bds and prednisone. He has to wear a patch of his left since he cant close it and he has no
control of the tear ducts in this eye. The left side of this face is still drooping and he cant use the left side of
his mouth and he bites his tongue when he is eating. He wishes he had not taken the shot.
Bell's palsy; This is a spontaneous report from a contactable healthcare professional (patient who was also
reported as a consumer). A 66-year-old male patient received bnt162b2 (BNT162B2), dose 1 via an
unspecified route of administration in the left arm on 28Jan2021 11:45 (Lot Number: EL3302) as a single dose
for covid-19 immunisation. Medical history included aortic dissection, BP [blood pressure] (blood pressure
abnormal), thyroid (thyroid disorder), heart (heart disorder) and cholesterol (blood cholesterol abnormal).
The patient was not diagnosed with COVID-19 prior to vaccination. Concomitant medication includes
unspecified BP, heart, thyroid and cholesterol medication. The patient previously took and had allergies with
codeine (includes upset stomach) and lisinopril (includes cough). The patient did not receive other vaccines
within 4 weeks prior to the COVID vaccine. The patient received the most recent COVID-19 vaccine in a
hospital. On 09Mar2021 07:15 AM, the patient had Bell's palsy. The event resulted in a doctor or other
healthcare professional office/clinic visit and received treatment which includes prednisone (ORASONE) 20mg
Oral and valacyclovir (VALTREX). The patient has not been tested for COVID-19 since vaccination. The
outcome of the event was not recovered.; Sender's Comments: Based on available information, the event
Bell's palsy most likely represents intercurrent medical condition and is unrelated to Bnt162b2 vaccine. Case
will be re-assessed upon the additional information provided. The impact of this report on the benefit/risk
profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including the
review and analysis of aggregate data for adverse events. Any safety concern identified as part of this
review, as well as any appropriate action in response, will be promptly notified to regulatory authorities,
Ethics Committees, and Investigators, as appropriate.
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developed Bells Palsy on the left side of my face almost 2 months to the day from my last Covid vaccine;
having a severe ear ache in the left ear; This is a spontaneous report from a contactable consumer. A 63-yearold male patient received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection), dose 2 via
an unspecified route of administration, administered in Arm Left on 08Jan2021 14:30 (Batch/Lot Number:
EK5730) as SINGLE DOSE for covid-19 immunisation. Medical history was reported as none. The patient's
concomitant medications were not reported. The patient did not receive any other vaccines within 4 week
prior to the COVID vaccine. The patient received first dose of bnt162b2 on 18Dec2020 10:00 in right arm for
COVID-19 immunization. On 26Feb2021, the patient started having a severe ear ache in the left ear. On
06Mar2021, he developed Bells Palsy (medically significant) on the left side of his face almost 2 months to the
day from his last Covid vaccine. The Palsy has since totally resolved and his facial. The patient received
treatment for the events: prednisone and anti viral medication for 7 days. The patient was not diagnosed
with COVID19 prior to vaccination, and since the vaccination the patient has not been tested for COVID-19.
The outcome of the events was recovered. Follow up needed, further information was requested.
Bell's Palsy; This is a spontaneous report from a contactable consumer (patient). A 68-year-old male patient
received the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: EM9809), via an
unspecified route of administration in the left arm, on 13Feb2021 15:00, as single dose, for COVID-19
immunisation. Medical history included asthma. The patient was not diagnosed with COVID-19 prior to
vaccination. Concomitant medications included formoterol fumarate, mometasone furoate (DULERA); and
morniflumate (FLOMAX), both taken for unspecified indications, start and stop dates were not reported.
Historical vaccine included the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number:
EL9262) received at age 68 years, via an unspecified route of administration in the left arm, on 23Jan2021,
for COVID-19 immunisation. The patient received other vaccines (unspecified) within 4 weeks prior to
BNT162B2. On 20Mar2021 at 09:00, the patient developed compromised taste sensations, could not form a
tight seal around mouth, was spilling fluids from right side, and could not close right eye. He was diagnosed
with Bell's Palsy. The event resulted to physician office visit. Treatment for the event included unspecified
anti-viral tablets (as reported). Laboratory test include COVID-19 PCR test which was negative on
23Feb2021. The outcome of the event was not recovered. No follow up attempts are needed. No further
information is expected.
Bell's palsy. Developed L facial droop on 3/29/2021; COVID vaccines on 1/16/2021 and 2/8/2021.
Parsonage-Turner syndrome (left) aka Brachial neuritis (left) with suprascapular nerve palsy and left
shoulder/ arm external rotation and abduction weakness
Patient received 1st Covid-19 Pfiser Vaccine shot on Thursday February 11, 2021. Patient received the 2nd
Covid-19 Pfiser Vaccine on Thursday, March 4, 2021. 7 days after second vaccine shot on Thursday, March
11, 2021, patient showed some symptoms of a itchy-horsed throat & a slight dry cough. Called doctors - they
said nothing to worry about, drink hot fluids and take couch drops. It went away in 2-3 days. Exactly 4 weeks
after second Covid-19 Pfiser vaccine on Thursday, April 1st 2021, patient was sent to the ER for a seizure.
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On 06Apr2021, diagnosed at ER with Bell's Palsy, Woke up with no left side facial function.; This is a
spontaneous report from a contactable consumer, reporting for herself. A non-pregnant 71-year-old female
patient received the second dose of the bnt162b2 (BNT162B2), via an unspecified route of administration in
the left arm on 02Mar2021 at 09:30 at a single dose for covid-19 immunisation. Medical history included
liver/kidney transplant, thyroid nodules, and high blood pressure. Concomitant medications included
tacrolimus (PROGRAF); levothyroxine (MANUFACTURER UNKNOWN); prednisone (MANUFACTURER
UNKNOWN); bupropion (MANUFACTURER UNKNOWN). The patient previously received the first dose of the
bnt162b2 on 09Feb2021 at 9:30am at 71 years of age in the left arm for covid-19 immunisation. The patient
did not receive other vaccines in four weeks. There were no known allergies. On 04Apr2021 (as reported),
the patient was diagnosed at the emergency room with Bell's palsy, woke up with no left side facial function
on 06Apr2021 (as reported). Therapeutic measures were taken as a result of the event and included
treatment with valacyclovir 1000mg three times a daily and prednisone 60mg three times a day. There was
no COVID prior to or post vaccination. The clinical outcome of the event was not recovered. The batch/lot
number for the vaccine, bnt162b2, was not provided and will be requested during follow up.
muscle weakness to the right eye; can feel a slight droop but not visually; muscle weakness right corner of
mouth; right side did seem to be decreased (sensation) compared to left; tongue started to swell; mouth
pain; muscle weakness; numbness in her right arm; Pain in the jaw, radiating to the right arm; some jaw pain
on the right; This is a spontaneous report received from a contactable nurse based on the information
received by Pfizer from Allergan (manufacturer control number: AGN261930). A 28-year-old female patient
received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE Solution for injection, lot number
and expiry date not reported), via an unspecified route of administration, in Mar2021 (reported as two
weeks prior to her Botox injections), as single dose, for COVID-19 immunisation; and botulinum toxin type A
(BOTOX COSMETIC Injection, lot number: C6548AC4; expiration date: Jul2023), via an unspecified route of
administration, from 09Apr2021, for Glabella, frontalis and crow's feet, at dose ""for glabella -12U total (3
injection locations), frontalis- 8 units , and crow's feet - 4 units in each side (2 injection sites of 2 units each on
both sides)"". Medical history included birth control. The patient was not pregnant and was not
breastfeeding at the time of vaccination. Concomitant medication included ethinylestradiol, norethisterone
(ALYACEN) taken for birth control, from 2011 (reported as 10 years ago) and ongoing. The patient previously
took clindamycin and was allergic. The patient received her first dose of BNT162B2 two weeks prior to her
Botox injections (Mar2021). On an unspecified date, the patient started having symptoms of muscle
weakness, which she can feel but isn't visual, to the right eye and then a few days later in her right corner of
her mouth which progressed into some jaw pain on the right. The patient's neuro assessment was her
sensation on the side she was having all her symptoms, her right side did seem to be decreased compared to
left. It was also reported that the patient received her first ever Botox treatment on 09Apr2021. On
10Apr2021, she experienced numbness in her right arm, pain in the jaw, radiating to the right arm, this was
ongoing and progressing. The patient called her PCP went to the emergency room (ER) on an unspecified date
because her tongue started to swell. ER did her blood work on an unspecified date (unknown result) and said
to monitory the patent. The patient was given ibuprofen every 8 hours for the events ""some jaw pain on
the right"", ""pain in the jaw, radiating to the right arm"" and ""mouth pain"". It was reported that the
patient has less arm, mouth and jaw pain probably due to ibuprofen. It was also reported that the patient
can feel a slight droop but not visually and experienced muscle weakness on an unspecified date. The muscle
weakness was minimal during the neuro assessment. The events did not result to hospitalization. The nurse
wanted to know if the numbness in right arm; pain in the jaw, radiating to the right arm; and swelling of
tongue has been experienced in the past. The patient was recovering from the events ""some jaw pain on
the right"", ""numbness in her right arm"", ""pain in the jaw, radiating to the right arm"", and ""mouth
pain"". The outcome of the event ""can feel a slight droop but not visually"" was unknown, while the
outcome of the remaining events was not recovered. Information about batch/lot number has been
requested.; Sender's Comments: Based on the limited information in the case report, a possible causal
relationship between events Extraocular muscle paresis, facial paralysis and suspect drug BNT162B2 cannot
J&J Covid vaccination fine symptoms started 10 days later

COVID19 VACCINE

COVID19 VACCINE

MODERNA

MODERNA

1175018-1

1220887-1

65+ years

65+ years

61-120 days

61-120 days

Paralysis of right eye; Double vision; cataract in right eye; Walking difficulty; eye pain; This spontaneous case
was reported by a physician and describes the occurrence of OPHTHALMOPLEGIA (Paralysis of right eye),
DIPLOPIA (Double vision) and CATARACT (cataract in right eye) in a 72-year-old female patient who received
mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. The occurrence of additional non-serious
events is detailed below. The patient's past medical history included Glaucoma and Cataract (left) in 2019.
Concurrent medical conditions included Cataract (right). Concomitant products included LOSARTAN,
METOPROLOL, AMLODIPINE, HYDROCHLOROTHIAZIDE, ACETYLSALICYLIC ACID (ASPIRIN (E.C.)), MULTIVITAMIN
[VITAMINS NOS], VITAMIN D NOS and ATORVASTATIN CALCIUM (STATIN [ATORVASTATIN CALCIUM]) for an
unknown indication. On 04-Jan-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19
Vaccine) (Intramuscular) 1 dosage form. On 28-Jan-2021, received second dose of mRNA-1273 (Moderna
COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 dosage form. On 07-Mar-2021, the patient
experienced EYE PAIN (eye pain). On 09-Mar-2021, the patient experienced OPHTHALMOPLEGIA (Paralysis of
right eye) (seriousness criteria hospitalization, disability and medically significant) and DIPLOPIA (Double
vision) (seriousness criterion hospitalization). On an unknown date, the patient experienced CATARACT
(cataract in right eye) (seriousness criterion medically significant) and GAIT DISTURBANCE (Walking difficulty).
The patient was hospitalized from 09-Mar-2021 to 13-Mar-2021 due to DIPLOPIA and OPHTHALMOPLEGIA. At
the time of the report, OPHTHALMOPLEGIA (Paralysis of right eye), DIPLOPIA (Double vision), CATARACT
(cataract in right eye), EYE PAIN (eye pain) and GAIT DISTURBANCE (Walking difficulty) outcome was
unknown.
For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not provide any
causality assessments. No treatment information was reported. Based on the current available information
and temporal association between the use of the product and the start date of the events, a causal
relationship cannot be excluded.; Sender's Comments: Based on the current available information and
temporal association between the use of the product and the start date of the events, a causal relationship
cannot be excluded.
bell's palsy (paralyze of the left side of the face); This spontaneous case was reported by a patient
(subsequently medically confirmed) and describes the occurrence of FACIAL PARALYSIS (bell's palsy (paralyze
of the left side of the face)) in a 75-year-old male patient who received mRNA-1273 (Moderna COVID-19
Vaccine) (batch nos. 013L20A and 010M20A) for COVID-19 vaccination. The patient's past medical history
included No adverse event (No reported medical history). On 15-Jan-2021, the patient received first dose of
mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 12-Feb-2021, received second
dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 dosage form. On
31-Mar-2021, the patient experienced FACIAL PARALYSIS (bell's palsy (paralyze of the left side of the face))
(seriousness criterion medically significant). At the time of the report, FACIAL PARALYSIS (bell's palsy
(paralyze of the left side of the face)) had not resolved. No relevant concomitant medications were
reported. The patient was treated with Valtrex (valaciclovir) and prednisone. Action taken with mRNA1273 in response to events was not applicable.; Sender's Comments: Based on the current available
information and temporal association between the use of the product and the onset date of the reported
event of facial paralysis, a causal relationship cannot be excluded.
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Bell's Palsy; This case has been considered invalid as non-serious event was not reportable in clinical study.
This is a report from an interventional study. A 51-year-old female non-pregnant subject received blinded
therapy (BNT162; PLACEBO) first dose on 24Aug2020 at 13:15 and second dose on 15Sep2020, via an
unspecified route of administration on left arm at single dose for COVID-19 immunization. Medical history
included allergy to some foods. No other vaccine in four weeks and no other medications in two weeks. The
subject experienced bell's palsy on 03Dec2020 which considered as non-serious by investigator. Clinical
course was as follows: on 03Dec2020, the subject had a diagnosis of bell's palsy post 2nd vaccine. The subject
had no COVID prior vaccination. A nasal swab post vaccination on 30Nov2020 was negative. After visit 3
(13Oct2020), the subject reported the Bell's Palsy. She went to her doctor, but mot hospitalized. The
investigator did not think this was an SAE and was not considered life threatening. The action taken in
response to the event for blinded therapy was not applicable. Event treatment included an unspecified
medication. The outcome of the event was not recovered. The investigator assessment with blinded
therapy, concomitant drugs and clinical trial procedure not reported. Follow-up (21Dec2020): New
information received from site included: updated report type, patient ID, event seriousness (non-serious).
I received 2nd dose of vaccine on Jan 11. On the date above I developed eye irritation. The next day I
couldn?t blink that eye and was diagnosed with Bells Palsy.
Received EL0142 on 01/04/21 at 1:30PM and EL9292 (writing difficult to read) at 1:15 PM. Went to the
emergency room on 3/9/21 (43 days after 2nd shot) for symptoms of stroke. Was diagnosed with Bells Palsy.
Pfizer vaccine, dose 1 12/17/20, dose 2 1/7/21. Developed mild bells palsy 3/7/21. Unclear if related to
vaccine but given no prior history of bells pallsy or other neurologic disease, reporting for safety monitoring.
Saw primary care physician 3/16/21 who diagnosed bells palsy and started steroids.
Pain and paralysis in all 4 extremities. Burning and stabbing sensation, bulging veins in hand. Was
hospitalized from 2/28 until 3/5. Left hospital with no diagnosis and no real relief
Diagnosed with Bell's Palsy on 4/4/21
Guillian-Barre Syndrome/Acute inflammatory demyelinating polyradiculoneuropathy - ascending paralysis
and paresthesias along with autonomic symptoms. Refractory to IVIG. Patient was sent home after course
but then continued to worsen and couldn't ambulate . She was readmitted and started on plasmapheresis
and pulsed steroids. Respiratory function has been relatively spared, but she has not clearly yet obtained her
nadir.
Bell Palsy; sever leg pain; This is a spontaneous report from a contactable nurse (patient). A 51-years-old nonpregnant female patient received the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE,
Solution for injection), via an unspecified route of administration in the right arm on 12Jan2021 (Batch/Lot
Number: EL3246) as a single dose for COVID-19 immunization. Medical history was reported as none. The
patient had no known allergies and no other medical history. The patient had no Covid prior vaccination. The
patient's concomitant medications were not reported. The patient previously received the first dose of
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: EK 5730) in the right arm on 22Dec2020 at
11:00AM for COVID-19 immunization. The patient had no other medications in two weeks and no other
vaccines in four weeks. The patient experienced Bell Palsy and sever leg pain on 28Mar2021. The patient
was hospitalized for the events for 1 day. The patient was tested post vaccination. The patient underwent
lab tests and procedures on 31Mar2021 which included Nasal Swab: negative. Treatment for the events
included steroids and antiviral as well as antibiotics. The events had not resolved.
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SORE ARM; INJECTION SITE STINGING; MILD HEMIPLEGIA; This spontaneous report received from a patient
concerned a female of unspecified age. The patient's weight, height, and medical history were not reported.
The patient received covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin not reported,
batch number: 1805020, and batch number: 1805020 expiry: UNKNOWN) dose was not reported,
administered on 08-MAR-2021 for prophylactic vaccination. No concomitant medications were reported. On
MAR-2021, the subject experienced mild hemiplegia. On 08-MAR-2021, the subject experienced sore arm. On
08-MAR-2021, the subject experienced injection site stinging. The patient had mild hemiplegic on side where
got the shot of the vaccine was given in Right Deltoid. The action taken with covid-19 vaccine ad26.cov2.s
was not applicable. The patient recovered from sore arm, and injection site stinging on 11-MAR-2021, and
the outcome of mild hemiplegia was not reported. This report was serious (Other Medically Important
Condition).; Sender's Comments: 20210328827-COVID-19 VACCINE AD26.COV2.S-Mild Hemiplegia. This event
is considered unassessable. The event has a compatible/suggestive temporal relationship, is unlabeled, and
has unknown scientific plausibility. There is no information on any other factors potentially associated with
the event.
BELL'S PALSY EXACERBATED; TINGLING IN PALMS OF HANDS; HOT IN PALMS; PAIN IN BETWEEN SHOULDER
BLADES; EXTREME WEAKNESS; This spontaneous report received from a patient concerned a female of
unspecified age. The patient's height, and weight were not reported. The patient's concurrent conditions
included bells palsy. The patient received covid-19 vaccine ad26.cov2.s (suspension for injection, route of
admin not reported, batch number: Unknown) dose was not reported, administered on 18-MAR-2021 for
prophylactic vaccination on right arm. The batch number was not reported. The Company is unable to
perform follow-up to request batch/lot numbers. No concomitant medications were reported. On 19-MAR2021, the patient stated that she experienced extreme weakness and pain in between shoulder blades
within 48 hours of vaccination and ambulance took her to the emergency room where she got tested for
stroke but confirmed bell's palsy diagnosis. She has bell's palsy seven years ago and it was reported that
vaccine seemed to exacerbated the condition. Patient also experienced tingling and hotness in palms of hands
within 48 hours of vaccination. The action taken with covid-19 vaccine ad26.cov2.s was not applicable. The
patient was recovering from extreme weakness, and had not recovered from bell's palsy exacerbated, pain in
between shoulder blades, tingling in palms of hands, and hotness in palms of hands. This report was serious
(Other Medically Important Condition). Version created to amend previously reported information on
23/Mar/2021. Upon review, the following information was amended: Age group updated as unknown,
Reporter causality updated as possible, narrative updated.; Sender's Comments: V1: Version created to
amend age group, reporter causality and narrative. This updated information does not alter the causality of
previously reported event. 20210345589-Covid-19 vaccine ad26.cov2.s-Bell's palsy exacerbated. This event(s)
is considered not related. The event(s) has a compatible/suggestive temporal relationship, is unlabeled, and
has unknown scientific plausibility. There are other factors more likely to be associated with the event(s)
than the drug. Specifically: MEDICAL HISTORY, UNDERLYING DISEASE
PARALYZED FROM WAIST TO ALL THE WAY DOWN LEGS; This spontaneous report received from a patient
via a company representative concerned a female of unspecified age. The patient's weight, height, and
medical history were not reported. The patient received covid-19 vaccine ad26.cov2.s (suspension for
injection, route of admin not reported, batch number: Unk) dose was not reported, administered on MAR2021 for prophylactic vaccination. The batch number was not reported and has been requested. No
concomitant medications were reported. On an unspecified date, the subject experienced paralyzed from
waist to all the way down legs. The action taken with covid-19 vaccine ad26.cov2.s was not applicable. The
outcome of paralyzed from waist to all the way down legs was not reported. This report was serious (Other
Medically Important Condition).; Sender's Comments: V0: 20210347177-covid-19 vaccine ad26.cov2.sparalyzed from waist to all the way down legs. This event(s) is considered unassessable. The event(s) has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown scientific plausibility. There is
no information on any other factors potentially associated with the event(s).
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VOCAL CORD PARALYSIS; NAUSEA; HEADACHE; This spontaneous report received from a patient concerned a
55 year old male. The patient's height, and weight were not reported. The patient's pre-existing medical
conditions included the patient had no known allergies. The patient received covid-19 vaccine ad26.cov2.s
(suspension for injection, route of admin not reported, batch number: 1802072 and expiry: UNKNOWN) dose
was not reported, administered on 24-MAR-2021 vaccinated on left arm for prophylactic vaccination. No
concomitant medications were reported. On 25-MAR-2021, the subject experienced vocal cord paralysis. On
25-MAR-2021, the subject experienced nausea. On 25-MAR-2021, the subject experienced headache. The
action taken with covid-19 vaccine ad26.cov2.s was not applicable. The patient recovered from nausea, and
headache on 28-MAR-2021, and had not recovered from vocal cord paralysis. This report was non-serious.;
Sender's Comments: V0. Medical assessment comment not required as per standard procedure as the case
assessed as non-serious.
FACIAL PARALYSIS; RASH AROUND HER EARS; This spontaneous report received from a pharmacist concerned
a female of unspecified age. The patient's weight, height, and medical history were not reported. The
patient received covid-19 vaccine ad26.cov2.s (suspension for injection, route of administration not reported,
batch number: 1805022, expiry: UNKNOWN) dose was not reported, 1 total administered on 17-MAR-2021 in
left arm for prophylactic vaccination. No concomitant medications were reported. The pharmacist reported
that on an unspecified date patient got some facial paralysis, rash around ears. Pharmacist need to get more
information about the patient. The action taken with covid-19 vaccine ad26.cov2.s was not applicable. The
outcome of the facial paralysis and rash around her ears was not reported. This report was serious (Other
Medically Important Condition).; Sender's Comments: 20210409588-JANSSEN COVID-19 VACCINE
Ad26.COV2.S- Facial paralysis. This event is considered unassessable. The event has a compatible/suggestive
temporal relationship, is unlabeled, and has unknown scientific plausibility. There is no information on any
other factors potentially associated with the event.
BELL'S PALSY; NUMBNESS IN ARMS, LEGS, LOWER ABDOMEN AND BUTTLOCKS; ITCHING THROUGHOUT;
TINGLING IN ARM, LEGS, FEET AND HAND; This spontaneous report received from a patient concerned a 53
year old male. The patient's weight was 240 (unit unspecified), and height was 182.88 centimeters. The
patient's concurrent conditions included hypertension, and other pre-existing medical conditions included
patient had family history of any disease (relevant to vaccination) or allergy. The patient received covid-19
vaccine ad26.cov2.s (suspension for injection, intramuscular, batch number: 1805020, and expiry: UNKNOWN)
dose was not reported, administered on 12-MAR-2021 in left arm for prophylactic vaccination. No
concomitant medications were reported. On 21-MAR-2021, the patient experienced bell's palsy, numbness in
arms, legs, lower abdomen and buttlocks, itching throughout, tingling in arm, legs, feet and hand. Laboratory
data (dates unspecified) included: Blood test (NR: not provided) nothing out of range, CT scan (NR: not
provided) negative, Chest X-ray (NR: not provided) negative, and Urinalysis (NR: not provided) nothing out of
range. Treatment medications (dates unspecified) included: hydrochlorothiazide/lisinopril. The action taken
with covid-19 vaccine ad26.cov2.s was not applicable. The patient recovered from itching throughout on 23MAR-2021, was recovering from numbness in arms, legs, lower abdomen and buttlocks, and tingling in arm,
legs, feet and hand and bell's palsy. This report was serious (Other Medically Important Condition).
Additional information was received from patient on 31/03/2021. The following information was updated
and incorporated into the case narrative: Reporter (HCP), Patient demographics (Gender, weight, height,
Concomitant condition), Event (Bell's Palsy), Lab Test : CT Scan (Head and Torso), Blood work, Urinalysis,
Chest X-ray- negative, Suspect product: (Route of administration), drug used to treat AE (Lisinopril) was
added.; Sender's Comments: V1: Additional information received in this version is regarding patient
demographics, serious event Bell's palsy, lab test, medical history of the patient. This information changes
the seriousness of the case from V0 nonserious to V1 serious. 20210357779-Covid-19 vaccine ad26.cov2.sBell's palsy. This event(s) is considered unassessable. The event(s) has a compatible/suggestive temporal
relationship, is unlabeled, and has unknown scientific plausibility. There is no information on any other
factors potentially associated with the event(s).
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Patient had a CVA, no left side movement. Unknown date of occurrence, discharged from hospital 4/15/2021.
Patient works for DOT who held a clinic at their site. DOT HR Director informed us of this event. Unable to
share much information.
4/5/2021˚patient with headache, malaise, fatigue for several days post vaccination. 4/13/2021 patient
states random shooting pains to postauricular area on the right side approximately 1 week after vaccination.
Patient states continued malaise, and fatigue. 4/18/21 Right facial paralysis, seen by telehealth medical
provider. Oral prednisone initiated. 4/20/21 Continued worsening right facial paralysis. Started oral
antiviral. Anxiety, stress, psychosocial issues related to finanacial, medical, and social in relation to current
right facial paralysis.
GUILLAIN BARRE SYNDROME; This spontaneous report received from a consumer concerned a 62 year old
male. The patient's height, and weight were not reported. The patient's concurrent medical history included
diabetes. The patient received covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin not
reported, batch number: 1805025, and expiry: 25-MAY-2021) dose was not reported, administered on 12MAR-2021 for prophylactic vaccination. Concomitant medications included insulin for diabetes. The patient
was in Critical Care unit. On Saturday, the next day after the vaccine, the patient was not felling well in
afternoon and had laid down for few hours. They had a trip scheduled for Sunday. The patient was feeling
well when he left home on Sunday. By Friday, 19-MAR-2021 (a week from the day he got his vaccine), he
started with leg and knee pain. On 20-MAR-2021, the pain moved up to his back and then into his shoulders.
The patient arrived home on Friday, 19-MAR-2021 and at 9:30 pm that night the patient woke up and could
not handle the severe pain. On 20-MAR-2021, the patient was admitted to emergency room to ensure it was
not heart related. The patient had a spinal trap on Saturday and by Sunday/Monday the patient found out it
was Guillain barre syndrome. The patient was not able to walk and had also lost feeling from the neck down
and could not move. The reporter had stated, the patient's right side was worse then left so doctors had
investigated occurrence of stroke but nothing was found. The patient had episodes where he was unable to
speak but was feeling better. He could talk and communicate better, but was limited and could not write.
The doctors were working on getting the patient strong enough for rehab. The patient wife had stated that
the recovery expected to be a long process. The patient wife also stated that patient was not on ventilator.
The action taken with covid-19 vaccine ad26.cov2.s was not applicable. The patient had not recovered from
Guillain barre syndrome. This report was serious (Hospitalization Caused / Prolonged, Life Threatening, and
Disability Or Permanent Damage).; Sender's Comments: V0: A 62-year-old white male experienced GuillainBarre Syndrome (GBS) 8 or 9 days after vaccine. Medical history included diabetes, for which he took insulin.
On day 7 after vaccine, he started with leg and knee pain. On day 8, the pain moved up to his back and then
into his shoulders, that night the patient was troubled by worsening pain and presented to emergency room.
The patient had a spinal tap that day and within 1-2 days the patient found out it was GBS. The patient was
not able to walk and had also lost feeling from the neck down and could not move. The patient's right side
was worse than left so doctors had investigated occurrence of stroke but nothing was found. The patient had
episodes where he was unable to speak but was feeling better. He could talk and communicate better but
was limited and could not write. The doctors were working on getting the patient strong enough for rehab.
The patient was not on a ventilator and a long recovery was anticipated. No laboratory results were
reported, including those of campylobacter, viral infections, or cerebrospinal fluid analysis. Although there is
a close temporal relationship, there is insufficient information to make a meaningful medical assessment.
Additional information has been requested, including consent to contact the treating physicians to obtain
additional details of clinical care and diagnostics.
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BLOODY NOSE; BELL'S PALSY; This spontaneous report received from a patient concerned a 73 year old
female patient. The patient's height, and weight were not reported. The patient's past medical history
included carotid surgery on 12-MAR-2021. The patient received vaccination with JANSSEN COVID-19
VACCINE (covid-19 vaccine ad26.cov2.s) (suspension for injection, route of admin intramuscular, batch
number: 042A21A, expiry: UNKNOWN) dose was not reported, administered to left arm on 02-APR-2021 for
prophylactic vaccination. Concomitant medications included clopidogrel bisulfate for blood thinner. The
patient reported no other symptoms or side effects after the vaccine. Around 07-APR-2021, patient started
getting Bell's palsy and went to the Emergency Room (ER) because she thought she was having a stroke. The
patient was diagnosed with Bell's palsy. The patient followed up with primary care provided on 12-APR2021. Patient's Bell's palsy was not recovered completely but was almost gone. The patient had bloody nose
on 13-APR-2021 and went to urgent care. The patient was told not to worry about it and 'it will probably
never happen again'. The action taken with covid-19 vaccine ad26.cov2.s was not applicable. The patient
recovered from bleeding from nose, and was recovering from bell's palsy. This report was serious (Other
Medically Important Condition).; Sender's Comments: V0: This 73-year-old female patient experienced
medically important Bell's palsy 5 days after receiving JANSSEN COVID-19 VACCINE (covid-19 vaccine
ad26.cov2.s) intramuscularly to left arm for prophylactic vaccination. The patient's had carotid surgery 21
days prior to the vaccination. Concomitant medications included clopidogrel bisulphate. The patient reported
no other symptoms after the vaccination. She started to get Bell's palsy symptoms 5 days post vaccination
and visited emergency room. She was diagnosed with Bell's palsy. Details of symptoms, diagnosis, treatment
were not reported. She followed up with primary care provider 10 days post vaccination and was seen with
Bell's palsy ""almost gone"". She was recovering from Bell's palsy. The patient experienced non-serious
bloody nose the next day and had recovered. Although information is limited, as there is no confirmatory
epidemiologic/biologic evidence that vaccinations cause/contribute to the development of Bell's palsy, and
the most common causes include viral infection and diabetes, the event is assessed to have an indeterminate
causal association to immunization, per WHO causality classification for adverse events following
immunization. Company causality for Bell's Palsy is considered not related to JANSSEN COVID-19 VACCINE.
Additional information has been requested for further assessment.""
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PARALYZED LEFT SIDE OF THE BODY; DEATH; This spontaneous report received from a health care
professional concerned a 29 year old female. Initial information received on 16-APR-2021, processed along
with information received via telephone communication on 20-APR-2021. The patient's weight was
estimated about 200 pounds (reported as overweight but healthy). The patient's height and medical history
were not reported. The patient had a baby in JAN-2021 and had a epidural at the time of birth. The patient
received covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin not reported, batch number:
UNKNOWN) dose, start therapy date were not reported, 1 total for prophylactic vaccination. The vaccination
site was not reported. No concomitant medications were reported. The reporter, which is a health care
professional, reported that the patient's (the reporter's cousin) death cause could be JANSSEN COVID-19
vaccine. The reporter said that the patient was fine without symptoms for one week after her scheduled
vaccine. As per the reporter, the patient received the JANSSEN COVID-19 vaccine approximately 2 weeks
ago (the patient was scheduled and her family assumed she went and received the vaccine). The reporter
said that one week after the vaccine date the patient went to get her hair done, and when the patient sat
on the chair, she suddenly could not move her left side. Ambulance/emergency room was called and the
patient was taken to the hospital. The patient was in the hospital about a week and then passed away. An
autopsy was performed but results were pending. The reporter had no details regarding imaging studies or
laboratory values (platelet counts, D-dimer or fibrinogen), and does not know anything about the hospital
course. The action taken with covid-19 vaccine ad26.cov2.s was not applicable. The patient died on 16-APR2021, and the outcome of paralyzed left side of the body was not reported. This report was serious (Death,
and Hospitalization Caused / Prolonged).; Sender's Comments: V0: This is a spontaneous report of a 29-yearold female who developed sudden hemiplegia approximately one week after receiving the Janssen COVID-19
vaccine, was hospitalized and died one week later. The patient had a history of being overweight, and was
approximately 3 months post-partum. No medical history or concomitant medications were reported. The
hospital details and cause of death were not provided. There are insufficient details to make a meaningful
medical assessment at this time. Additional information has been requested. The case will be assessed
further when additional information is received.; Reported Cause(s) of Death: UNKNOWN CAUSE OF DEATH
PARALYSIS; UNABLE TO WALK/ WALKING DIFFICULTY; CHILLS; FEVER; HEADACHE; This spontaneous report
received from a patient concerned a female of unspecified age. The patient's weight, height, and medical
history were not reported. The patient received covid-19 vaccine ad26.cov2.s (suspension for injection, route
of admin not reported, batch number: Unknown) dose, start therapy date were not reported, 1total, for
prophylactic vaccination. The batch number was not reported. the company is unable to perform follow-up to
request batch/lot numbers. No concomitant medications were reported. On an unspecified date, the patient
was paralyzed after receiving vaccine, the patient was hospitalized for 7 days. The patient did not had blood
clot, but had difficulty walking, fever, chills, headache and was unable to walk. The action taken with covid19 vaccine ad26.cov2.s was not applicable. The patient had not recovered from paralysis, fever, chills,
headache, and unable to walk/ walking difficulty. This report was serious (Hospitalization Caused /
Prolonged).; Sender's Comments: 20210430056-Covid-19 vaccine ad26.cov2.s-Paralysis. This events is
considered unassessable. The events has a compatible/suggestive temporal relationship, is unlabeled, and
has unknown scientific plausibility. There is no information on any other factors potentially associated with
the events.
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BELLS PALSY; This spontaneous report received from a patient via a company representative concerned a
patient of unspecified age and sex. The patient's weight, height, and medical history were not reported. The
patient received covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin not reported, batch
number: Unknown) dose was not reported, one total, administered on 15-APR-2021 for prophylactic
vaccination. The batch number was not reported. The Company is unable to perform follow-up to request
batch/lot numbers. No concomitant medications were reported. On 15-APR-2021, the patient experienced
numbness on left side of face, bells palsy diagnosed, was in emergency room it was direct effect from vaccine.
The action taken with covid-19 vaccine ad26.cov2.s was not applicable. The outcome of the bells palsy was
not reported. This report was serious (Other Medically Important Condition).; Sender's Comments:
20210441515- Covid-19 vaccine ad26.cov2-Bell's palsy. This event(s) is considered unassessable. The event(s)
has a compatible/suggestive temporal relationship, is unlabeled, and has unknown scientific plausibility.
There is no information on any other factors potentially associated with the event(s).
SEVERE CHRONIC NEUTROPENIA; NOT FEELING WELL; SHORTNESS OF BREATH; LEG PARALYSIS AT TIMES; This
spontaneous report received from a patient via a company representative concerned a patient of unspecified
age and sex. The patient's height, and weight were not reported. The patient's concurrent conditions
included cancer, chronic obstructive pulmonary disease (copd), and diabetes mellitus (dm). The patient
received covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin not reported, batch number:
1805018, and expiry: 25/MAY/2021) dose was not reported, administered on 30-MAR-2021 for prophylactic
vaccination. No concomitant medications were reported. On 30-MAR-2021, the patient experienced
shortness of breath. On 30-MAR-2021, the patient experienced leg paralysis at times. On 30-MAR-2021, the
patient experienced not feeling well. On an unspecified date, the patient experienced severe chronic
neutropenia. The action taken with covid-19 vaccine ad26.cov2.s was not applicable. The outcome of the not
feeling well, shortness of breath and leg paralysis at times was not reported. This report was serious (Other
Medically Important Condition).; Sender's Comments: V0 :-covid vaccine-leg paralysis at times ,severe chronic
neutropenia. This event(s) is considered not related. The event(s) has a compatible/suggestive temporal
relationship, is unlabeled, and is scientifically plausible. There are other factors more likely to be associated
with the event(s) than the drug. Specifically: UNDERLYING DISEASE
April 25th emergency Droopy Eye, Chin, blurred vision and speech.. Diagnosed with Bells Palsey Need
script for O.T and P.T.. Speech and eye. Cat Scan, Blood Work Nuerologist, complete work up. Seeing Dr.
eye ulcered, blurred vision slurred speech.. Seeing M.D. Today April 28th.
PARTIAL FACE /HEAD PARALYSIS; NUMBNESS; TINGLING; ALLERGIC REACTION TO VACCINE; This spontaneous
report received from a patient concerned a female of unspecified age. The patient's weight, height, and
medical history were not reported. The patient received covid-19 vaccine ad26.cov2.s (suspension for
injection, route of admin not reported, batch number: Unknown) dose, start therapy date were not reported
for prophylactic vaccination. The batch number was not reported and has been requested. On an unspecified
date, 5 days after vaccination, the patient had to go to the hospital because of numbness and tingling and
partial face and head paralysis and they said it was an allergic reaction to the vaccine. The action taken with
covid-19 vaccine ad26.cov2.s was not applicable. The outcome of the numbness, tingling, partial face /head
paralysis and allergic reaction to vaccine was not reported. This report was serious (Other Medically
Important Condition).; Sender's Comments: 20210439359-covid-19 vaccine ad26.cov2.s-partial face /head
paralysis, numbness, tingling. This event(s) is considered unassessable. The event(s) has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown scientific plausibility. There is
no information on any other factors potentially associated with the event(s).
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MAJOR FACIAL DROPPING; ANXIETY; DEPRESSION; FIBROMYALGIA; BODY WEAKNESS; This spontaneous
report received from a patient via media concerned a female of unspecified age. The patient's weight,
height, and medical history were not reported. The patient received covid-19 vaccine ad26.cov2.s
(suspension for injection, route of administration not reported, batch number: Unknown) dose, start therapy
date were not reported, 1 total for prophylactic vaccination. The batch number was not reported. Per
procedure, no follow-up will be requested for this case. No concomitant medications were reported. On an
unspecified date, after the vaccination, the patient had a bad reaction after which she was rushed to the
hospital. When at the hospital, her medical records showed she was diagnosed with body weakness, anxiety,
depression, major facial dropping and fibromyalgia. After being in intensive care, she was taken to patient
care for the following two weeks where she received occupational, physical and speech therapy. The action
taken with covid-19 vaccine ad26.cov2.s was not applicable. The outcome of the events of body weakness,
anxiety, depression, major facial dropping and fibromyalgia was unknown. This report was serious
(Hospitalization Caused / Prolonged).; Sender's Comments: This report was obtained from media and
concerned a female patient, unspecified age who, on an unspecified number of days, was rushed to the
hospital, where she was noted with h body weakness, anxiety, depression, major facial dropping and
fibromyalgia. She was initially brought to intensive care then taken to patient care for the following two
weeks where she received occupational, physical and speech therapy. The patient's weight, height, and
medical history were not reported. The information provided precludes and meaningful medical assessment.
More information will be sought when contact information becomes available.
HIGH BLOOD PRESSURE; BRAIN FOG; FATIGUE; ANAPHYLACTIC SHOCK; PARALYSIS IN LEFT HAND;
LIGHTHEADED; This spontaneous report received from a patient concerned a 46 year old male. The patient's
height, and weight were not reported. The patient's concurrent conditions included pre-diabetic, and other
pre-existing medical conditions included the patient had no known drug or non-drug allergies. The patient
had no illness 30 days prior to vaccination. The patient received covid-19 vaccine ad26.cov2.s (suspension for
injection, route of admin not reported, batch number: 1808609 expiry: UNKNOWN) 1 total dose was
administered at left arm on 31-MAR-2021 for prophylactic vaccination. No concomitant medications were
reported. On 31-MAR-2021 at 14:35, the patient immediately felt tingling in left arm (like ben gay) after
vaccination, 10 minutes later he felt tingling in neck and cheek. His left hand turned purple. He became
unconscious (he did not remember anything). He had cardiac arrest (patient remembers yelling code). He was
taken to emergency room. He thought people in emergency room said anaphylactic shock and gave him
epinephrine (patient was not sure). He had paralysis in left hand when he woke up for a few minutes. His
blood test and Electrocardiogram were normal. He went home in couple of hours (on 31-MAR-2021). On 02APR-2021 (two days later) he was light-headed, he went to his doctor. His blood pressure was high, he felt
little bit of fatigue and brain fog. The action taken with covid-19 vaccine ad26.cov2.s was not applicable. The
patient had not recovered from lightheaded, anaphylactic shock, paralysis in left hand, high Blood pressure,
fatigue, and brain fog. This report was serious (Other Medically Important Condition).; Sender's Comments:
20210443005-covid-19 vaccine ad26.cov2.s- anaphylactic shock, paralysis in left hand. This event(s) is
considered unassessable. The event(s) has a compatible/suggestive temporal relationship, is unlabeled, and
has unknown scientific plausibility. There is no information on any other factors potentially associated with
the event(s).
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BELL'S PALSY; This spontaneous report received from a consumer via a company representative concerned a
female of unspecified age. The patient's weight, height, and medical history were not reported. The patient
received covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin not reported, batch number:
UNKNOWN) dose was not reported, 1 in total, administered on MAR-2021 for prophylactic vaccination. Batch
number was not reported and has been requested. No concomitant medications were reported. On an
unspecified date 2021, the patients head started to hurt on one side of her face and she was in hospital
because she was having a stroke but it turns out she got Bell's Palsy. The action taken with covid-19 vaccine
ad26.cov2.s was not applicable. The outcome of Bell's palsy was not reported. This report was serious (Other
Medically Important Condition).; Sender's Comments: 20210451954- COVID-19 VACCINE AD26.COV2.S-BELL'S
PALSY. This event(s) is considered unassessable. The event(s) has an unknown/unclear temporal relationship,
is unlabeled, and has unknown scientific plausibility. There is no information on any other factors potentially
associated with the event(s).
GUILLAIN-BARRE SYNDROME; This spontaneous report received from a consumer concerned a 57 year old
male of unspecified race and ethnicity. The patient's height and weight were not reported. The patient's
past medical history included previous back injury, and concurrent conditions included alcohol intake 2-3
beers a day, and smoking 1-2 cigarettes per month, and no known allergies. The patient received covid-19
vaccine ad26.cov2.s (suspension for injection, route of administration, dose and vaccination site not reported,
batch number: 1808607 or 1808609, expiry: UNKNOWN) administered on 01-APR-2021 for prophylactic
vaccination. No concomitant medications were reported. On 14-APR-2021, patient experienced pain and
tingling sensation on his back but he still went to work. On 16-APR-2021, he did not go to work, tingling
sensation started going on his hands. On 17-APR-2021, patient went to the emergency clinic, and was told
the symptoms might be cause by herniated disc. On 19-APR- 2021, he went to fill out worker's compensation
and was seen by his worker's comp doctor. X-ray was taken and showed some abnormality in the neck area.
On 20-APR-2021, symptoms worsened and patient was paralyzed from the shoulder down. On 21-APR-2021,
patient went to the hospital and was admitted. Magnetic resonance imaging (MRI) found nothing on
patient's neck and showed old back injury, but per patient's doctor it should not cause the paralysis.
Unspecified additional tests were done, and Guillain-Barre Syndrome was diagnosed. On 25-APR-2021,
hospital physician ruled out other causes and confirmed that Guillain-Barre Syndrome (GBS) was caused by
Janssen COVID vaccine. At the time of report, the patient was intubated at the hospital. The action taken
with covid-19 vaccine ad26.cov2.s was not applicable. The patient had not recovered from Guillain-Barre
Syndrome. This report was serious (Life Threatening).; Sender's Comments: V0: 20210456333-covid-19
vaccine ad26.cov2.s-Guillain-Barre Syndrome . This event(s) is considered unassessable. The event(s) has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown scientific plausibility. There is
no information on any other factors potentially associated with the event(s).
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GUILLAIN BARRE SYNDROME; FACIAL PARALYSIS; PAIN; SEVERE LEG PAIN; This spontaneous report received
from a parent concerned a 25 year old not Hispanic or Latino, white female (daughter). The patient's weight,
height, and medical history were not reported. The patient received covid-19 vaccine ad26.cov2.s
(suspension for injection, route of admin not reported, batch number: Unknown) frequency 1 total, dose was
not reported, administered on 31-MAR-2021 for prophylactic vaccination. The batch number was not
reported and has been requested. No concomitant medications were reported. On 07-APR-2021, the patient
experienced Guillain barre syndrome, leg paralysis (subsumed under Guillain barre syndrome), facial
paralysis, pain and severe leg pain and was hospitalized (date unspecified), 2 weeks after getting the Janssen
vaccine. Patient was hospitalized for 5 days and she had since recovered and was doing well now. The action
taken with covid-19 vaccine ad26.cov2.s was not applicable. The patient recovered from Guillain barre
syndrome, facial paralysis, pain, and severe leg pain on APR-2021. This report was serious (Hospitalization
Caused / Prolonged).; Sender's Comments: V0: 20210502069-COVID-19 VACCINE AD26.COV2.S- GuillaIn -Barre
syndrome, facial paralysis, pain.- These events are considered unassessable. The events have a
compatible/suggestive temporal relationship, is unlabeled, and has unknown scientific plausibility. There is
no information on any other factors potentially associated with the events. 20210502069-COVID-19 VACCINE
AD26.COV2.S-Severe leg pain. This event is labeled per RSI and is therefore considered potentially related.

Unknown

Bell's palsy; A spontaneous report was received from a nurse, who was a female patient who received
Moderna's COVID-19 vaccine (mRNA-1273) and experienced Bell's palsy. The patient's medical history was
not provided. No relevant concomitant medications were reported. On an unknown date, prior to the onset
of the event, the patient received their first of two planned doses of mRNA-1273 intramuscularly for
prophylaxis of COVID-19 infection. On an unknown date, within three days after vaccine administration, the
reporter stated that she went to the doctor because she had problems with the whole left side of her face.
The patient reported she has Bell's palsy now, she cannot smile. No treatment information was provided.
Action taken with mRNA-1273 in response to the event was not reported. The outcome of event, Bell's
palsy, was unknown. The reporter assessed the event, Bell's palsy, as related to mRNA-1273.; Reporter's
Comments: This case concerns a female patient, who experienced a serious unexpected event of facial
paralysis. The event of facial paralysis occurred approximately 3 days after the first dose of mRNA-1273 (Lot#
unknown) administration. Very limited information regarding this event has been provided at this time.
Based on temporal association between the use of the product and the start date of the event, a causal
relationship cannot be excluded.

Unknown

Facial weakness - palsy; A spontaneous report report was received from a physician concerning a female
patient who received Moderna's COVID-19 Vaccine (mRNA-1273)"" and developed facial weakness - palsy.
The patient's medical history was not provided. No relevant concomitant medications were reported. The
patient received their first of two planned doses of mRNA-1273 on 24 Dec 2020 intramuscularly for
prophylaxis of COVID-19 infection. On 24 Dec 2020, the patient received the vaccine and a week later on an
unknown date had developed chronical complication, facial weakness ˚ palsy. Treatment information
included prednisone. Action taken with mRNA-1273 in response to the event was unknown. The outcome of
the event, facial weakness - palsy, was resolved.; Reporter's Comments: This case concerns a female patient
with medical history not provided, who developed a serious unexpected event of facial paralysis. The event
occurred approximately 2 weeks after first dose of the mRNA-1273 (Lot# unknown). The patient was treated
with prednisone and the event was resolved. Based on the current available information and temporal
association between the use of the product and the start of the event, a causal relationship cannot be
excluded.""
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All of the face paralyzed immediately after getting the shot; Tongue was numb; A report was received from
a nurse concerning a patient who received Moderna's COVID-19 vaccine (mRNA-1273)and experienced the
serious adverse event of whole face paralyzed and tongue numbness. The patient's medical history was not
provided. No relevant concomitant medications were reported. On an unspecified date, the patient
received their first of two planned doses of mRNA-1273 (Lot number unknown) intramuscularly for
prophylaxis of COVID-19 infection. The reporter experienced facial numbness after 30 minutes of receiving
the vaccine and mentioned two other patients that suffered the same adverse event. This case was to
document the event for one of those other patients. This patient had all of the face paralyzed immediately
after vaccination. The tongue was also numb. No treatment information was provided. Action taken with
mRNA-1273 in response to the event(s) was not reported. The outcome of the events was unknown.;
Reporter's Comments: Very limited information regarding the events has been provided at this time. Based
on temporal association between the use of the product and the start date of the events, a causal
relationship cannot be excluded.
Face paralysis that lasted 2 hours; A spontaneous report was received from a healthcare professional
concerning a female patient who received Moderna's COVID-19 Vaccine (mRNA-1273) and developed face
paralysis that lasted 2 hours. The patient's medical history was not provided. No relevant concomitant
medications were reported. On an unknown date, approximately 30 minutes prior to the onset of the event,
the patient received their a dose of mRNA-1273 intramuscularly for prophylaxis of COVID-19 infection. 30
minutes following vaccination, the patient began to experience facial numbness. They experienced facial
paralysis for 2 hours. No treatment information was provided. Action taken with mRNA-1273 in response to
the event was not reported. The event, face paralysis that lasted 2 hours, was considered resolved on an
unknown date.; Reporter's Comments: This case concerns a female patient, who experienced a serious
unexpected event of facial paralysis. The event of facial paralysis occurred 30 min (same day) after first dose
of mRNA-1273, lot # unknown. Treatment details were not provided. Based on the current available
information and temporal association between the use of the product and onset of the events a causal
relationship cannot be excluded.
Left sided facial droop : lower motor neuron type, onset 1/31/2021
Potential Guillain-Barre; A spontaneous report was received from a pharmacist concerning an unknown
patient who received Moderna's COVID-19 vaccine and potentially developed Guillain-Barre Syndrome. The
patient's medical history was not provided. No relevant concomitant medications were reported. On an
unknown date, the patient received their first of two planned doses of mRNA-1273 intramuscularly for
prophylaxis of COVID-19 infection. On 19 Jan 2021, the patient is in the hospital for potential Guillain-Barre
Syndrome. No treatment information was provided. Action taken with mRNA-1273 in response to the
events was not reported. The outcome of the event, potential Guillain-Barre Syndrome, was unknown/ not
reported.; Reporter's Comments: This case concerns a patient of unknown age and gender, who experienced
a serious unexpected event of potential Guillain-Barre Syndrome which required hospitalization. The event
occurred on an unspecified date after first dose of mRNA-1273, lot # unknown. Treatment details were not
provided. Very limited information regarding this event has been provided at this time. Based on the current
available information and temporal association between the use of the product and onset of the event a
causal relationship cannot be excluded.
Moderna covid 19 vaccine] treatvment under Emergency Use Authorization(EUA): Pt developed L Bells Palsy
5 days after the second shot. She has a prior hx of recurrent oral herpes. She also had a recurrent herpes
zoster outbreak in her L thoracic area about 3 weeks ago
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Bell's palsy after 7 days first dose; A regulatory report was received from a physician, concerning an
unknown patient of unknown age and gender, unknown race and ethnicity, who received Moderna's COVID19 vaccine (mRNA-1273), and experienced ""Bell's palsy after 7 days first dose"". The patient's medical
history was not provided. Concomitant medication reported included metformin. On an unknown date, prior
to the onset of event, the patient received their first of two planned doses of mRNA-1273 (batch number:
unknown), for COVID-19 infection. On an unknown date, after 7 days from first dose, the patient developed
Bell's palsy. No treatment information was reported for the event. Action taken with second dose of mRNA1273 in response to the event was not reported. The outcome of the event "" Bell's palsy"", was unknown.;
Reporter's Comments: This case concerns a patient of unknown age and gender, who experienced a serious
event of Facial paralysis approximately 7 days after first dose of mRNA-1273, lot # unknown. Based on the
current available information and temporal association between the use of the product and the onset date of
the event, a causal relationship cannot be excluded.""
pt cancelled her second dose appt on 2/13/21. when clinic inquired as to why, she states she was diagnosed
with bells palsy shortly after her first dose. She was diagnosed with a primary care provider.
diarrhea; chills; headache; she had no use of the right arm; extreme pain down my arm (right), pain was like
a stabbing with knife on my arm; extreme pain up my jaw (right side); extreme pain in back (right side);
didn't sleep much at all; her arm was sore by 2pm and felt really weak by the )time evening came; felt really
weak; arm was sore; Neck pain; A spontaneous report was received from a 72-year-old female patient, who
experienced sore arm, felt weak, extreme pain in right arm, right jaw and back, and neck, did not sleep much
at all, pain was like stabbing with knife on arm, no use of right arm, diarrhea, and chills. The patient's
medical history was not provided. Concomitant product use was not provided by the reporter. The patient
received their first of two planned doses of mRNA-1273 (Batch number: 011M20A) on 05 Feb 2021 at 10:45
AM in right arm for the prophylaxis of COVID-19 infection. On 05 Feb 2021 at 2:00 PM, her arm was sore,
felt really week by the evening, extreme pain down her arm, up my jaw, neck and back, did not sleep much.
She took acetaminophen which dulled the pain. On 06 Feb 2021, pain was like a ""stabbing with knife on
arm."" She stated that the pain was worse at night and she had no se of the right arm. On 07 Feb 2021, she
had diarrhea, chills, and headache. On 08 Feb 2021, she had no pain in neck and jaw, and her arm was still
mildly sore, had dull headache. Treatment included acetaminophen. Action taken with mRNA-1273 in
response to the event was not reported. The outcome of the events, sore arm, felt weak, extreme pain in
right arm, and back was not resolved; outcome of the events, extreme pain in jaw, back, neck was resolved
on 08 Feb 2021; outcome of the events, did not sleep much, pain was like a ""stabbing with knife on my
arm"", no use of right arm, diarrhea, chills, and headache was not resolved.; Reporter's Comments: This case
concerns a 72-year-old female with a serious unexpected event of LLT Paralysis arm with NS unexpected arm
pain, jaw pain, neck pain, back pain, asthenia, diarrhea, difficulty sleeping and NS expected vaccination site
pain, headache, chills. The events occurred 2 days after the first dose of mRNA-1273. Based on the current
available information and temporal association between the use of the product and the start date of the
event, a causal relationship cannot be excluded.""
Bell's Palsy; A spontaneous report was received from a consumer concerning a female patient who received
Moderna's COVID-19 vaccine (mRNA-1273) and developed Bell's palsy. The patient's medical history was not
provided. Concomitant product use was not provided. On 19 Jan 2021, the patient received their first of two
planned doses of mRNA-1273 (Lot number: not provided) intramuscularly for prophylaxis of COVID-19
infection. On an unknown date, post vaccination, the reporter who is the patient's son, stated the patient
was diagnosed with Bell's palsy. Treatment for the event included, hydroxypropyl methylcellulose,
prednisone and valacyclovir. Action taken with mRNA-1273 in response to the events was unknown. The
outcome of the event, Bell's palsy, was considered unknown.; Reporter's Comments: Very limited information
regarding the event of Bell's Palsy has been provided at this time. Further information has been requested.
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bell's palsy; A spontaneous report was received from a consumer concerning her husband, a 59- years old
male patient who received Moderna's COVID-19 vaccine (mRNA-1273) and developed bell's palsy (Facial
Paralysis). The patient's medical history included diabetes. Concomitant product use was not provided by
the reporter. On 10 FEB 2021, prior to the onset of the symptoms, the patient received their first of two
planned doses of mRNA-1273 (Batch number: 004M20A)Intramuscularly for prophylaxis of COVID-19 infection.
On an unknown date, the patient developed the event bell's palsy and was considered to be medically
significant. No treatment information was not provided. Action taken with mRNA-1273 in response to the
event bell's palsy was not reported The outcome of the event bell's palsy was not reported.; Reporter's
Comments: Very limited information regarding this event has been provided at this time. Further
information has been requested.

Unknown

Bell's Palsy; A spontaneous report, was received from consumer concerning a patient of unknown age,
gender, race and ethnicity, who was administered Moderna's COVID-19 vaccine, and experienced Bell's Palsy.
Patient identifier details was reported as someone from the church. The patient's medical history was not
provided. No relevant concomitant medications were reported. No information on allergies were provided.
The reporter stated that the patient was physically and mentally healthy before vaccination. On an
unknown date, the patient got the second dose of mRNA-1273 (Lot number: unknown) via unknown route at
unknown anatomical location for prophylaxis of COVID-19 infection. Ona unknown date, after receiving the
second dose, the patient experienced Bell's Palsy. Action taken with mRNA-1273 in response to the Bell's
Palsy was not applicable. The outcome of the event Bell's Palsy was considered as unknown.; Reporter's
Comments: Based on the current available information and temporal association between the use of the
product and the onset date of the reported event, a causal relationship cannot be excluded.; Sender's
Comments: MOD-2021-028166:

Unknown

Facial palsy reaction; A spontaneous report was received from a consumer (patients wife) concerning an male
patient of unknown age who experienced the event facial paralysis. The patient's medical history was not
provided. Concomitant product use was not provided by the reporter. On unknown date, prior to the onset
of the events, the patient received their first of two planned doses of mRNA-1273 (lot/batch: unknown) via
unknown route at unknown anatomical location for prophylaxis of COVID-19 infection. On an unknown date,
the patient experienced the event facial palsy. Information about treatment was not provided. Action
taken with mRNA-1273 in response to the event was unknown. The outcome of the event facial palsy was
unknown. ; Reporter's Comments: Very limited information regarding this event has been provided at this
time. Further information has been requested.

Unknown

Right six cranial nerve palsy; A spontaneous report was received from a consumer concerning a 73-year-old,
female patient, who developed right six cranial nerve palsy/facial paralysis. The patient's medical history
was not provided. Concomitant product use was not provided by the reporter. In January 2021 (date not
specified), approximately 2 weeks prior to the onset of symptoms, the patient received the first dose of two
planned doses mRNA-1273 (Lot number not provided) intramuscularly for prophylaxis of COVID-19 infection.
On an unknown date, the patient developed right six cranial nerve palsy. She consulted a physician and a
CTR (not further specified) and magnetic resonance imaging were scheduled. Treatment information was not
provided. Action taken with mRNA-1273 in response to the events was not provided. The outcome of event,
right six cranial nerve palsy, was not reported.; Reporter's Comments: Based on the current available
information and temporal association between the use of the product and the start date of the event, a
causal relationship cannot be excluded.
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Bells Palsy; A spontaneous report was received from a pharmacist concerning a 73-year-old male patient who
developed Bells palsy. The patient's medical history was not provided. Products known to have been used
by the patient, within two weeks prior to the event, included atorvastatin and metoprolol. On 01 Mar
2021, prior to the onset of symptoms, the patient received the first of two planned doses of mRNA-1273 (Lot
number: not provided) intramuscularly for prophylaxis of COVID-19 infection. In Mar 2021 (date not
specified), the patient developed Bells palsy, and was subsequentlyadmitted to the emergency
room/hospital. Treatment included intravenous fluids. Action taken with mRNA-1273 was not provided. The
outcome of the event, bell's palsy, was unknown.; Reporter's Comments: Based on the current available
information and temporal association between the use of the product and the start date of the event, a
causal relationship cannot be excluded.

Unknown

He was paralyzed,couldn't use his legs, hand, got collapsed; Lack of strength; Injection site was annoying,
rubbing, scratchy; down deep in his muscle a slight feel pain at injection site; extreme dizziness lasted for a
day and a half.; shortness of breath; A spontaneous report was received from a consumer concerning himself,
70 years old, male patient who experienced he was paralyzed, couldn't use his legs, hand, got
collapsed/paralysis, injection site was annoying, rubbing, scratchy/injection site pruritus, down deep in his
muscle a slight feel pain at injection site/injection site pain, shortness of breath/dyspnoea, lack of
strength/weakness, extreme dizziness lasted for a day and a half/dizziness. The patient's medical history
was not provided. Concomitant product use was not provided by the reporter. The patient received their
first of two planned doses of mRNA-1273 (Batch number: Unknown) on 24 Feb 2021 intramuscularly for
prophylaxis of COVID-19 infection. The patient was paralyzed, he couldn't use his legs, hand, got collapsed.
Injection site was annoying, rubbing, scratchy, down deep in his muscle a slight feel pain. He also had
shortness of breath, lack of strength and extreme dizziness lasted for a day and a half. Treatment of the
events was not provided. Action taken with mRNA-1273 in response to the event was not provided. The
outcome of the event he was paralyzed, couldn't use his legs, hand, got collapsed, injection site was
annoying, rubbing, scratchy and down deep in his muscle a slight feel pain at injection site was unknown and
of events shortness of breath, lack of strength, extreme dizziness lasted for a day and a half was recovered.;
Reporter's Comments: Based on the information provided, a strong temporal association and the established
safety profile of mRNA-1273 vaccine, a causal association between the reported events and the product use
cannot be excluded. Injection site pain and injection site pruritus are consistent with the known safety profile
of the vaccine

Unknown

Gullian-Barre Syndrome; Paralyzed from the waist down, lost use of both arms; Severe pain; A spontaneous
report was received from a consumer (patient's brother) concerning a 62-year-old, female patient who
received Moderna's COVID-19 vaccine (mRNA-1273) and experienced severe pain, was paralyzed form waist
down and was diagnosed with Guillan-Barre Syndrome. The patient's medical history was not provided. No
concomitant product use was reported. On an unknown date the patient received her first dose of two
planned doses of mRNA-1273 (Lot number: unknown) via unknown route at unknown anatomical location for
prophylaxis of COVID-19 infection. On 24-Feb-2021, the patient received her second of two planned doses of
mRNA-1273 (Lot number: unknown) intramuscularly at unknown anatomical location for prophylaxis of COVID19 infection. On 24-Feb-2021, the patient experienced severe pain in a few hours and was taken to the
emergency room, then, discharged. The patient was taken back to the emergency room on 25-Feb-2021
(Thursday night), and on 26-Feb-2021 (Friday), she was paralyzed from the waist down, losing use of both
arms. The patient was tested at the hospital for transverse myelitis, which was negative. Spinal tap for GBS
(Guillan Barre Syndrome) was protein positive and she was given a definitive diagnosis of GBS. There was
movement in fingers but could not pick up objects. Seriousness criteria for the events of Gullian-Barre
Syndrome and paralyzed from the waist down, lost use of both arms was medically significant. Action taken
with mRNA-1273 in response to events was not applicable. The outcome of all the events was unknown. No
further information was provided.; Reporter's Comments: Based on the current available information and
temporal association between the use of the product and the start date of the events, a causal relationship
cannot be excluded.
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Bell's palsy; A spontaneous report was received from a 66-years-old male patient who received Moderna's
COVID-19 vaccine (mRNA-1273) and experienced Bell's palsy. The patient's medical history was not provided.
No relevant concomitant medications were reported. On 23 Feb 2021, prior to the onset of the event, the
patient received their first of two planned doses of mRNA-1273 (lot/batch not provided) intramuscularly in
the left arm for prophylaxis of COVID-19 infection. Three to four days after receiving the vaccine, the left
side of the patient's face was frozen. The patient was rushed to the emergency room because he thought it
was a stroke. The physician confirmed that was not a stroke, and diagnosed Bells' palsy. The patient
reported that he spent 6 hours in the hospital and the doctor prescribed him prednisone and valacyclovir.
The patient reported feeling better now. Action taken with mRNA-1273 in response to the event was
unknown. The outcome of event, Bell's palsy, was considered recovering.; Reporter's Comments: Based on
the current available information and temporal association between the use of the product and the start
date of the event, a causal relationship cannot be excluded.

Unknown

Drooping in face; Numbness traveled from right arm to wrist; Tingling in right arm; Motor and strength
issues; A spontaneous report was received from a consumer concerning a 57-year-old female patient who
received Moderna's COVID-19 vaccine (mRNA-1273) and developed numbness going from right arm to wrist/
Hypoaesthesia, tingling in right arm/ Paraesthesia, motor and strength issues/ Sensorimotor disorder and
drooping in face/facial paralysis. Medical history or concomitant medications were not reported. On 09 Mar
2021, the patient received her first planned dose of mRNA-1273 (batch number: not provided)
intramuscularly for prophylaxis of COVID-19 infection. Later, she developed numbness in right arm which
went up to wrist. She also had tingling in right arm. Moreover, she also reported motor and strength issues
along with drooping in face. Treatment information was not provided. The event drooping in face was
considered to be medically significant. The action taken with mRNA-1273 in response to the events,
numbness going from right arm to wrist, tingling in right arm, motor and strength issues and drooping in
face, was unknown. The outcome of the events, numbness going from right arm to wrist, tingling in right
arm, motor and strength issues and drooping in face, was unknown.; Reporter's Comments: Based on the
current available information and temporal association between the use of the product and the start date of
the events, a causal relationship cannot be excluded.

Unknown

Unknown

Bell's palsy; A spontaneous report was received from consumer concerning male patient of unknown age,
who developed Bell's Palsy (Facial paralysis). The patient's medical history was not provided. Concomitant
product use was not provided/unknown by the reporter. On an unknown date, the patient received his first
planned vaccine doses of mRNA-1273 (Batch number: unknown), intramuscularly, for prophylaxis of COVID-19
infection. On 15 Mar 2021, the reporter stated that the patient experienced Bell's Palsy shortly after
receiving the vaccine. Treatment for the event was not known. Action taken with mRNA-1273 in response
to the event(s) was not provided. The outcome of the event, Bell's Palsy, was unknown.; Reporter's
Comments: Based on the current available information and temporal association between the use of the
product and the start date of the event, a causal relationship cannot be excluded.
Bell's Palsy; A spontaneous report was received from a female patient of unspecified age who received
Moderna's COVID-19 vaccine (mRNA-1273) and experienced Bell's Palsy. The patient's medical history and
concomitant medications were not provided. On an unknown date, the patient received a dose of mRNA1273 (lot/batch: unknown) intramuscularly for prophylaxis of COVID-19 infection. On an unknown date after
receiving the Moderna's COVID-19 vaccine, the patient experienced Bell's Palsy. Action taken with mRNA1273 in response to the event was unknown. The outcome of the event was unknown.; Reporter's
Comments: Based on the current available information and temporal association between the use of the
product and the start date of the event, a causal relationship cannot be excluded
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Diagnosed with Bells Palsy after first dose of vaccine; A spontaneous report was received from a physician
concerning, a female patient of unknown age, who received Moderna's COVID-19 vaccine (mRNA-1273) and
diagnosed with Bell's Palsy after first dose of vaccine. The patient's medical history and concomitant
medication was not provided. On an unknown date, approximately 3 weeks prior to the onset of the events,
the patient received their first of two planned doses of mRNA-1273 (Lot number: unknown) intramuscularly
for prophylaxis of COVID-19 infection. On 22 Jan 2021, approximately 3 weeks after receiving mRNA-1273,
patient was diagnosed with Bell's palsy by an emergency room physician. No treatment information was
provided. Action taken with mRNA-1273 in response to the event was not reported. The outcome of the
event, diagnosed with Bell's palsy, were considered unknown.; Reporter's Comments: Based on the current
available information and temporal association between the use of the product and the onset date of the
event, a causal relationship cannot be excluded.
You have both of your eyes are drooping, but significantly more dropping on the right side; couldn't sit up,
couldn't turn over, couldn't walk without assistance; voice got weaker; shortness of breath; severe muscle
weakness ,pain; SORE ARM; excruciating headache; fever 102.1 F; CHILLS; injection site soreness; injection
site swelling; rash; fatigue; joint pain; A spontaneous report was received from a nurse concerning a female
patient who experienced arthralgia, fatigue, aphonia, muscle weakness, headache, pyrexia, chills, asthma,
dyspnoea, injection site pain, injection site swelling, rash, gaze palsy, and gait disturbance. The patient's
medical history included asthma, two cataract surgeries in ??-DEC-2020, and Laryngoscopy in ??-DEC-2021.
Concomitant product use was not provided/unknown by the reporter. The patient received their first of
two planned doses of mRNA-1273 (Batch number:025J20A) on 20-DEC-2020 intramuscularly in the left deltoid
for prophylaxis of COVID-19 infection. The patient received their second of the two planned doses of mRNA1273 (Batch number: 030L20A) on 29-JAN-2021 intramuscularly in the left deltoid for prophylaxis of COVID-19
infection. The patient received the second dose of Moderna vaccine at 9:30 AM on Friday 29-Jan-2021. At
3:00 PM, she had arm soreness, fatigue, voice got weaker too, The patient had history of right vocal cord
issues as it does not open clearly (history of 3years, had surgery two years ago but did not go well). At 6:00
PM, she had severe muscle weakness, pain. At 8:00 PM at night, she had excruciating headache, chills and
fever, At 10:00 PM, she had chills, fever 102.1 F, headache, muscle pain, joint pain. The patient had history of
asthma and her oxygen was 92-95, little shortness of breath from Friday to Sunday night and everything
lasted 36 hours. On Sunday morning, she had headache and mild soreness at injection site, but muscle pain
was still pronounced. On 01-Feb-2021, the patient had mild headache, but extreme fatigue, no pain and no
fever. She also had injection site reaction, swollen at site of injection, rash until that morning started on day
of injection. The patient took Tylenol every 6 hours starting from 3:00 PM on day of injection. The patient
reported to her Doctor and he said it was all injection reaction happening to her. The patient reported
muscle weakness that lasted until 07-FEB-2021. She could not sit up, couldn't turn over, couldn't walk
without assistance. She had a fever of 103, really bad headache, and just hasn't felt good since she got the
vaccine, easily fatigued. On 08-FEB-2021, the patient saw her ophthalmologist who noticed right away that
both of her eyes were drooping, but significantly more on the right side. Treatment for the events included
acetaminophen. The patient received both scheduled doses of mRNA-1273 prior to the event(s); therefore,
action taken with the drug in response to the event(s) is not applicable. The events, arthralgia, fatigue,
aphonia, muscle weakness, headache, pyrexia, chills, asthma, dyspnoea, injection site pain, injection site
swelling, rash, gaze palsy, and gait disturbance, were considered unknown.; Reporter's Comments: Based on
the current available information and temporal association between the use of the product and the start
date of the events, a causal relationship cannot be excluded. Further information has been requested.
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Suspected Bell's palsy; Facial drooping right/upper chin; Mild swelling to right eye and chin; Abnormal
feelings on literal right upper ileus and the region of his chin; Tangling; A spontaneous report was received
from a healthcare professional concerning a 31-years-old, male patient who developed suspected Bell's
palsy/facial paralysis, facial drooping right/upper chin/facial paresis, mild swelling to right eye and
chin/swelling face, abnormal feelings on literal right upper ileus and the region of his chin/feeling abnormal,
tangling/paraesthesia. The patient's medical history was not provided. Concomitant product use was not
provided by the reporter. On 23 Feb 2021, prior to the onset of the symptoms, the patient received the first
of two planned doses of mRNA-1273 (lot number 022M20A) intramuscularly for prophylaxis of COVID-19
infection. On unknown date, the patient developed abnormal feelings on his lateral right upper ileus, his
chin bone, tangling, facial dropping right upper chin, mild welling to his right eye and chin. He can't open his
right eye. Treatment information was not provided. Action taken with mRNA-1273 in response to the
events was not provided. The outcome of the events, suspected Bell's palsy/facial paralysis, facial drooping
right/upper chin/facial paresis, mild swelling to right eye and chin/swelling face, abnormal feelings on literal
right upper ileus and the region of his chin/feeling abnormal, tangling/paraesthesia, were unknown.;
Reporter's Comments: Based on the current available information and temporal association between the use
of the product and the start date of the event, a causal relationship cannot be excluded.

Unknown

Paralyzed face; Felt like something was poking face; A spontaneous report was received from a consumer
concerning a male patient, who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced kind of
a paralyzed face/ facial paralysis and like something was poking the face/ facial discomfort. The patient's
medical history was not provided. No relevant concomitant medications were reported. On an unspecified
date, prior to the onset of the events, the patient received his dose of mRNA-1273(Batch Number: Unknown)
for prophylaxis of COVID-19 infection. On an unspecified date, patient experienced a paralyzed face and like
something was poking the face. No treatment information was provided. Action taken with mRNA-1273 in
response to the events was not reported. The outcome of the events, kind of a paralyzed face and like
something was poking the face was not reported.; Reporter's Comments: Based on the current available
information and temporal association between the use of the product and the start date of the events, a
causal relationship cannot be excluded.

Unknown

Bell's palsy; A spontaneous report was received from a pharmacist concerning a patient of unspecified age
and gender, who received Moderna's COVID-19 vaccine on an unknown date and experienced Bell's palsy.
The patient's medical history was not provided. Concomitant product use was not provided by the reporter.
On an unspecified date, prior to the onset of event, the patient received their first of two planned doses of
mRNA-1273 (lot number unknown) via unknown route for COVID-19 infection prophylaxis. On an unspecified
date, after first dose of vaccine, the patient experienced Bell's palsy. The event is Bell's palsy was considered
as medically significant. No treatment medication was reported. Action taken with mRNA-1273 in response
to the event was unknown. The outcome of the event development of Bell's palsy was not resolved at the
time of report.; Reporter's Comments: Based on the current available information and temporal association
between the use of the product and the onset date of the event, a causal relationship cannot be excluded.
Further information has been requested.
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I am experiencing Bells' palsy and don't knowwhat to do about it.; A spontaneous report was received from
a consumer concerning a unknown age, female patient, who received Moderna's COVID-19 vaccine (mRNA1273) and experienced Bell's palsy/facial paralysis. The patient's medical history was not provided by the
reporter. Concomitant medications were not reported . On unspecified date, prior to the onset of the
events, the patient received their first of two planned doses of mRNA-1273 (Lot number: unknown) through
unknown route for prophylaxis of COVID-19 infection. On unspecified date, after vaccination patient
experienced Bell's palsy. Treatment for the event was not provided. Lab details were not provided. The
event was medically significant. Action taken with mRNA-1273 in response to the events was not applicable.
The outcome of Bell's palsy was considered unknown.; Reporter's Comments: This case concerns a female of
unknown age who had a serious unexpected event of Bell's palsy (facial paralysis). Event onset occurred with
unknown latency after first dose mRNA-1273. Treatment not reported. Event outcomes unknown. Based on
current available information and temporal association between use of the product and the start date of the
event, a causal relationship cannot be excluded.

Unknown

Bell's Palsy; This spontaneous case was reported by a consumer and describes the occurrence of FACIAL
PARALYSIS (Bell's Palsy) in a male patient of an unknown age who received mRNA-1273 (Moderna COVID-19
Vaccine) for COVID-19 vaccination. The patient's past medical history included No adverse event (No
adverse event reported.). On an unknown date, the patient received second dose of mRNA-1273 (Moderna
COVID-19 Vaccine) (unknown route). On 20-Mar-2021, the patient experienced FACIAL PARALYSIS (Bell's
Palsy) (seriousness criterion medically significant). At the time of the report, FACIAL PARALYSIS (Bell's Palsy)
outcome was unknown.; Sender's Comments: Very limited information regarding these events have been
provided at this time. No further information is expected.

Unknown

Bell Palsy; This spontaneous case was reported by an other health care professional (subsequently medically
confirmed) and describes the occurrence of FACIAL PARALYSIS (Bell Palsy) in a 78-year-old male patient who
received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. The patient's past medical
history included No adverse event. On 04-Mar-2021, the patient received first dose of mRNA-1273
(Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On an unknown date, the patient experienced
FACIAL PARALYSIS (Bell Palsy) (seriousness criterion medically significant). At the time of the report, FACIAL
PARALYSIS (Bell Palsy) was resolving.
The action taken with mRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular) was unknown. For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter
did not provide any causality assessments. Treatment drugs included, valacyclovir and Prednisone. Very
limited information regarding this event has been provided at this time. Further information has been
requested.; Sender's Comments: Very limited information regarding this event has been provided at this
time. Further information has been requested.

Unknown

Bell's Palsy; This spontaneous case was reported by a physician (subsequently medically confirmed) and
describes the occurrence of FACIAL PARALYSIS (Bell's Palsy) in a female patient of an unknown age who
received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. The patient's past medical
history included No adverse event. On an unknown date, the patient received first dose of mRNA-1273
(Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 01-Apr-2021, the patient experienced FACIAL
PARALYSIS (Bell's Palsy) (seriousness criterion medically significant). At the time of the report, FACIAL
PARALYSIS (Bell's Palsy) outcome was unknown.
The action taken with mRNA-1273 (Moderna COVID-19
Vaccine) (Intramuscular) was unknown. For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the
reporter did not provide any causality assessments. Concomitant product use was not provided by the
reporter. Treatment medication included high doses of steroids.; Sender's Comments: Very limited
information regarding this event has been provided at this time. Further information has been requested.
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water and blood coming out the legs; paralyzed feeling in my legs completely, cant even walk around the
house; uncontrollable diarrhea; severely decreased appetite; severe bloating; high body temperature of 103;
This spontaneous case was reported by a consumer (subsequently medically confirmed) and describes the
occurrence of HAEMORRHAGE (water and blood coming out the legs) and PARALYSIS (paralyzed feeling in my
legs completely, cant even walk around the house) in an 82-year-old male patient who received mRNA-1273
(Moderna COVID-19 Vaccine) (batch no. 001B21A) for COVID-19 vaccination. The occurrence of additional nonserious events is detailed below. The patient's past medical history included No adverse event. On 17Mar-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1
dosage form. On an unknown date, the patient experienced HAEMORRHAGE (water and blood coming out
the legs) (seriousness criterion medically significant), PARALYSIS (paralyzed feeling in my legs completely,
cant even walk around the house) (seriousness criterion medically significant), DIARRHOEA (uncontrollable
diarrhea), DECREASED APPETITE (severely decreased appetite), ABDOMINAL DISTENSION (severe bloating)
and PYREXIA (high body temperature of 103). At the time of the report, HAEMORRHAGE (water and blood
coming out the legs), PARALYSIS (paralyzed feeling in my legs completely, cant even walk around the house),
DIARRHOEA (uncontrollable diarrhea), DECREASED APPETITE (severely decreased appetite), ABDOMINAL
DISTENSION (severe bloating) and PYREXIA (high body temperature of 103) outcome was unknown.
The
action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown.
Treatment
information was included TORSEMIDE, CEFUROXIME and MUPIROCIN cream. Based on the current available
information which includes a temporal association between the use of the product and onset of the reported
events, and excluding other etiologies, a causal relationship cannot be excluded.; Sender's Comments: Based
on the current available information which includes a temporal association between the use of the product
and onset of the reported events, and excluding other etiologies, a causal relationship cannot be excluded.
It swells my face; I have numbness; Tingling of the whole thing in my lip; pins and needles in the left side of
my mouth/sometimes it goes across my lip and into my right side; she did not get the second dose because
her face is bad/more than 36 days after the first dose without receiving the second dose; hair loss; a hole in
her hair; bells palsy; This spontaneous case was reported by a nurse and describes the occurrence of FACIAL
PARALYSIS (bells palsy) in a 71-year-old female patient who received mRNA-1273 (Moderna COVID-19
Vaccine) (batch no. 030L20A) for COVID-19 vaccination. The occurrence of additional non-serious events is
detailed below. The patient's past medical history included COVID-19 in 2020. Previously administered
products included for an unreported indication: ZOSTAVAX (Shingles vaccine). On 03-Feb-2021, the patient
received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1 dosage form. In February
2021, the patient experienced FACIAL PARALYSIS (bells palsy) (seriousness criterion medically significant). On
an unknown date, the patient experienced SWELLING FACE (It swells my face), HYPOAESTHESIA (I have
numbness), PARAESTHESIA ORAL (Tingling of the whole thing in my lip), ORAL PAIN (pins and needles in the
left side of my mouth/sometimes it goes across my lip and into my right side), PRODUCT DOSE OMISSION
ISSUE (she did not get the second dose because her face is bad/more than 36 days after the first dose
without receiving the second dose), ALOPECIA (hair loss) and HAIR INJURY (a hole in her hair). At the time of
the report, FACIAL PARALYSIS (bells palsy), SWELLING FACE (It swells my face), HYPOAESTHESIA (I have
numbness), PARAESTHESIA ORAL (Tingling of the whole thing in my lip) and ORAL PAIN (pins and needles in
the left side of my mouth/sometimes it goes across my lip and into my right side) had not resolved and
PRODUCT DOSE OMISSION ISSUE (she did not get the second dose because her face is bad/more than 36 days
after the first dose without receiving the second dose), ALOPECIA (hair loss) and HAIR INJURY (a hole in her
hair) outcome was unknown. Not Provided The action taken with mRNA-1273 (Moderna COVID-19
Vaccine) (Unknown) was unknown. For mRNA-1273 (Moderna COVID-19 Vaccine) (Unknown), the reporter
did not provide any causality assessments. She stated that on the third week after the vaccine, she
experienced bells palsy.; Sender's Comments: This case concerns a 71-year-old female with a serious
unexpected event of facial paralysis, along with nonserious unexpected swelling face, oral paraesthesia,
hypoesthesia, oral pain, alopecia, hair injury and product dose omission issue. Based on current available
information and temporal association between the use of the product and the start date of the event, a
causal relationship cannot be excluded.
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Bell's palsy; Gastric distress; This spontaneous case was reported by a consumer (subsequently medically
confirmed) and describes the occurrence of FACIAL PARALYSIS (Bell's palsy) in a male patient of an unknown
age who received mRNA-1273 (Moderna COVID-19 Vaccine) for an unknown indication. The occurrence of
additional non-serious events is detailed below. The patient's past medical history included No adverse
event. On an unknown date, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine)
(unknown route) 1 dosage form. On an unknown date, the patient experienced FACIAL PARALYSIS (Bell's
palsy) (seriousness criterion medically significant) and GASTRIC DISORDER (Gastric distress). At the time of
the report, FACIAL PARALYSIS (Bell's palsy) and GASTRIC DISORDER (Gastric distress) outcome was unknown.
The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Unknown) was unknown.
On an
unspecified date, 4-5 days later, the patient had gastric distress and 8 days later, patient had Bell's palsy
(diagnosed by a doctor 10 days post vaccination). He was prescribed with Prednisone for 1 week. This case
concerns a male of unknown age with a serious unexpected event of facial paralysis and a nonserious
unexpected event of gastric distress. Event onset 8 days after first dose mRNA-1273. Treated with
prednisone. Event outcome unknown. Based on current available information and temporal association
between the use of the product and the start date of the event, a causal relationship cannot be excluded.;
Sender's Comments: This case concerns a male of unknown age with a serious unexpected event of facial
paralysis and a nonserious unexpected event of gastric distress. Event onset 8 days after first dose mRNA1273. Treated with prednisone. Event outcome unknown. Based on current available information and
temporal association between the use of the product and the start date of the event, a causal relationship
cannot be excluded.
First I developed a skin rash on both my arms, neck and face - when to urgent care and received treatment shot, medcines to take home [ resolved itself in a few days. At the same time I started experiencing pins,
needles, burning, pain in leg and arm muscles that attacted my up and lower extremities. This all started
about a week after I took the first shot. I went to my a general practioner - explained my crisis and she sent
me home on steroids' and tramadol. It helped some but then got worst - I then went to emg room and they
put me on Gabapentin 100 mg. It helped some. Ended up going to the emg room because the paralis came
up in my neck , throat, mouth, lip and chest. Gave me Gabapentin and Tramadol.
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cranial nerve deficit 4, 6,9, 10, 11, 12; tongue deviation to right; double vision; tongue biting; difficulty
swallowing; This spontaneous case was reported by a physician (subsequently medically confirmed) and
describes the occurrence of CRANIAL NERVE PALSIES MULTIPLE (cranial nerve deficit 4, 6,9, 10, 11, 12) and
TONGUE PARALYSIS (tongue deviation to right) in a 70-year-old male patient who received mRNA-1273
(Moderna COVID-19 Vaccine) (batch nos. 025L20A and 021L20A) for COVID-19 vaccination. The occurrence of
additional non-serious events is detailed below. The patient's past medical history was not provided.
Concomitant products included ATORVASTATIN CALCIUM (LIPITOR), LISINOPRIL, ALUMINIUM HYDROXIDE GEL,
DRIED, MAGNESIUM CARBONATE (PEPCID [ALUMINIUM HYDROXIDE GEL, DRIED;MAGNESIUM CARBONATE]),
OMEPRAZOLE, NEBIVOLOL HYDROCHLORIDE (BYSTOLIC) and COENZYME Q10 [UBIDECARENONE] for an
unknown indication. On 06-Jan-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19
Vaccine) (Intramuscular) 1 dosage form. On 03-Feb-2021, received second dose of mRNA-1273 (Moderna
COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 dosage form. On an unknown date, the patient
experienced deficit in the cranial nerves 4, 6, 9, 10, 11,12 after been vaccinated with 1st dose of Moderna
Vaccine and difficulty with mouth which resulted in him biting his tongue. The patient's tongue deviates to
the right, double vision, difficulty swallowing (swallow test was negative). Physical Exam, CTA to rule
dissection (result was negative), Stroke tests were negative. MRI with/without contrast of the brain & upper
spinal cord which was conducted twice and the results were normal. the patient is undergoing a
neurophysiology count (result is pending) The patient experienced CRANIAL NERVE PALSIES MULTIPLE
(cranial nerve deficit 4, 6,9, 10, 11, 12) (seriousness criterion medically significant), TONGUE PARALYSIS
(tongue deviation to right) (seriousness criterion medically significant), DIPLOPIA (double vision), TONGUE
BITING (tongue biting) and DYSPHAGIA (difficulty swallowing). At the time of the report, CRANIAL NERVE
PALSIES MULTIPLE (cranial nerve deficit 4, 6,9, 10, 11, 12), TONGUE PARALYSIS (tongue deviation to right),
DIPLOPIA (double vision), TONGUE BITING (tongue biting) and DYSPHAGIA (difficulty swallowing) outcome
was unknown. Not Provided DIAGNOSTIC RESULTS (normal ranges are provided in parenthesis if available):
On an unknown date, Computerised tomogram: negative (Negative) Negative. On an unknown date,
Magnetic resonance imaging brain: normal (normal) Normal. On an unknown date, Magnetic resonance
imaging spinal: normal (normal) Normal. On an unknown date, Physical examination: negative (Negative)
Negative. For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not provide any
causality assessments. Patient had difficulty swallowing (swallow test was negative), stroke tests were
negative. His Neuro-physiologist is doing a neurophysiology count (result is pending). No treatment
information was provided. Reporter did not allow further contact; Sender's Comments: Based on the
information provided, a causal association between the reported event and cranial nerves deficit is assessed
as unlikely based on diagnostic test. However, based on temporality, causality with the other reported
events of dysphagia, tongue biting and deviation and double vision cannot be excluded.

Unknown

there were a few cases with the moderna vaccine with bell¶s palsy; This spontaneous case was reported by
a consumer and describes the occurrence of FACIAL PARALYSIS (there were a few cases with the moderna
vaccine with bell¶s palsy) in a female patient of an unknown age who received mRNA-1273 (Moderna COVID19 Vaccine) for COVID-19 vaccination. The patient's past medical history included No adverse event. On
an unknown date, the patient received dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1
dosage form. On an unknown date, the patient experienced FACIAL PARALYSIS (there were a few cases with
the moderna vaccine with bell¶s palsy) (seriousness criterion medically significant). At the time of the report,
FACIAL PARALYSIS (there were a few cases with the moderna vaccine with bell¶s palsy) outcome was
unknown. Not Provided The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Unknown) was
unknown.
No concomitant medication were reported. Treatment medication not provided.; Sender's
Comments: Based on the current available information and temporal association between the use of the
product and the start date of the event, a causal relationship cannot be excluded. However, Further
information is requested.
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Paralysis from left arm down to feet; Unbearable pain; Could not walk; This spontaneous case was reported
by a health care professional (subsequently medically confirmed) and describes the occurrence of PARALYSIS
(Paralysis from left arm down to feet) in a 37-year-old female patient who received mRNA-1273 (Moderna
COVID-19 Vaccine) (batch no. 006B21A) for COVID-19 vaccination. The occurrence of additional non-serious
events is detailed below. The patient's past medical history included No adverse event (No medical history
reported). On 03-Apr-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular) 1 dosage form. On an unknown date, the patient experienced PARALYSIS (Paralysis from left
arm down to feet) (seriousness criterion medically significant), PAIN (Unbearable pain) and GAIT INABILITY
(Could not walk). At the time of the report, PARALYSIS (Paralysis from left arm down to feet), PAIN
(Unbearable pain) and GAIT INABILITY (Could not walk) outcome was unknown.
The action taken with
mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown. For mRNA-1273 (Moderna COVID19 Vaccine) (Intramuscular), the reporter did not provide any causality assessments. Concomitant product
use was not provided. Treatment information was unknown. Company Comment: Based on the current
available information and temporal association between the use of the product and the start date of the
events, a causal relationship cannot be excluded.; Sender's Comments: Based on the current available
information and temporal association between the use of the product and the start date of the events, a
causal relationship cannot be excluded.

Unknown

Bell's Palsy after second vaccine; This spontaneous case was reported by a health care professional and
describes the occurrence of FACIAL PARALYSIS (Bell's Palsy after second vaccine) in a 60-year-old male patient
who received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. No Medical History
information was reported. On an unknown date, the patient received first dose of mRNA-1273 (Moderna
COVID-19 Vaccine) (Intramuscular) 1 dosage form. On an unknown date, received second dose of mRNA-1273
(Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 dosage form. On an unknown date,
the patient experienced FACIAL PARALYSIS (Bell's Palsy after second vaccine) (seriousness criteria
hospitalization and medically significant). At the time of the report, FACIAL PARALYSIS (Bell's Palsy after
second vaccine) outcome was unknown.
For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular),
the reporter did not provide any causality assessments. No concomitant medications were reported. No
treatment medications were reported.; Sender's Comments: Limited information regarding the event has
been provided at this time and a causal relationship cannot be excluded

Unknown

A female patient received her first dose of the vaccine and developed Bells Palsy twelve days later; This
spontaneous case was reported by a physician (subsequently medically confirmed) and describes the
occurrence of BELL'S PALSY (A female patient received her first dose of the vaccine and developed Bells Palsy
twelve days later) in a female patient of an unknown age who received mRNA-1273 (Moderna COVID-19
Vaccine) for COVID-19 vaccination. No Medical History information was reported. On an unknown date,
the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On
an unknown date, after starting mRNA-1273 (Moderna COVID-19 Vaccine), the patient experienced BELL'S
PALSY (A female patient received her first dose of the vaccine and developed Bells Palsy twelve days later)
(seriousness criterion medically significant). At the time of the report, BELL'S PALSY (A female patient
received her first dose of the vaccine and developed Bells Palsy twelve days later) outcome was unknown.
The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown. For mRNA1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not provide any causality assessments.
Patient was treated with antivirals and steroids Company comment: Based on the current available
information and temporal association between the use of the product and the start date of the event, a
causal relationship cannot be excluded.
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Thought was going to die with first shot; Feeling paralyzed and laid in bed for 3 days; About 7-8 hours her
arm was killing; Lot of her previous pain from the accident had come back; Unusual reaction; Every bone and
muscle in her body was hurting; Headache; Every bone and muscle in her body was hurting; This spontaneous
case was reported by a consumer and describes the occurrence of NEAR DEATH EXPERIENCE (Thought was
going to die with first shot) and PARALYSIS (Feeling paralyzed and laid in bed for 3 days) in a 72-year-old
female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. The
occurrence of additional non-serious events is detailed below. The patient's past medical history included
Accident automobile. Concomitant products included ALPRAZOLAM (XANAX), HYDROCODONE BITARTRATE,
PARACETAMOL (VICODIN) and MELATONIN for an unknown indication. On 20-Mar-2021, the patient
received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1 dosage form. On 17-Apr2021, received second dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) dosage was
changed to 1 dosage form. On an unknown date, the patient experienced NEAR DEATH EXPERIENCE (Thought
was going to die with first shot) (seriousness criterion medically significant), PARALYSIS (Feeling paralyzed
and laid in bed for 3 days) (seriousness criterion medically significant), PAIN IN EXTREMITY (About 7-8 hours
her arm was killing), PAIN (Lot of her previous pain from the accident had come back), ADVERSE REACTION
(Unusual reaction), BONE PAIN (Every bone and muscle in her body was hurting), HEADACHE (Headache) and
MYALGIA (Every bone and muscle in her body was hurting). At the time of the report, NEAR DEATH
EXPERIENCE (Thought was going to die with first shot), PARALYSIS (Feeling paralyzed and laid in bed for 3
days), PAIN IN EXTREMITY (About 7-8 hours her arm was killing), PAIN (Lot of her previous pain from the
accident had come back), ADVERSE REACTION (Unusual reaction), BONE PAIN (Every bone and muscle in her
body was hurting), HEADACHE (Headache) and MYALGIA (Every bone and muscle in her body was hurting)
outcome was unknown.
mRNA-1273 (Moderna COVID-19 Vaccine) (Unknown) dosing remained
unchanged.
No treatment information was provided. Company Comment: Based on the current available
information and temporal association between the use of the product and the start date of the events, a
causal relationship cannot be excluded. This case was linked to MOD-2021-099253 (Patient Link).; Sender's
Comments: Based on the current available information and temporal association between the use of the
product and the start date of the events, a causal relationship cannot be excluded.
bells palsy; This is a spontaneous report from a Pfizer-sponsored program. A Consumer reported for herself.
A 75-years-old female patient received bnt162b2 (BNT162B2) vaccine , via an unspecified route of
administration on an unspecified date at single dose for covid-19 immunisation . The patient medical history
and concomitant medications were not reported. The patient previously took mercury and experienced drug
hypersensitivity. The patient experienced Bells palsy on an unspecified date with outcome of unknown.
The patient is wondering if Bells palsy may be an adverse reaction to the vaccine. Information on the
lot/batch number has been requested.
A nurse got Bell's Palsy after the vaccine; heart attack; This is a spontaneous report from a contactable
consumer. A female patient (nurse) of an unspecified age received single dose of BNT162B2 (batch/lot number
and exp date not reported), via an unspecified route of administration on an unspecified date for
immunization. The patient's medical history and concomitant medications were not reported. The consumer
asked if Pfizer have more information if so then what's the ingredients. States that ""injury lawyers know
how many deaths because of the vaccine. Bell's palsy, a nurse got Bell Palsy after the vaccine, she is all
distorted, and 30 days later, that's the 2nd one to have a heart attack."" The outcome of the events was
unknown. Information on the Lot/Batch number has been requested.""
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Bell's Palsy; This is a spontaneous report from a contactable physician. A 37-year-old female patient (nurse)
received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot EK9231) via an unspecified
route of administration on 29Dec2020 17:50 (5:50 pm) at a single dose as Covid vaccine. Medical history
included hypertension and depression. Concomitant medications included venlafaxine hydrochloride
(EFFEXOR); olmesartan medoxomil (BENICAR); and unspecified medications for depression and blood pressure
medication (hypertension). It was reported that the reporter's nurse got her vaccine last night, about 6'o
clock at night, and woke up with Bell's Palsy on Dec2020. She woke up in midnight to go to the bathroom
and when she looked in the mirror, she noticed that there was discrepancy. The physician examined her this
morning, so it was in several hours getting the vaccine that she noticed it. She got the vaccination last night
at 5:50 pm. When she went to bed it wasn't a problem. She woke up at midnight and noticed it. The patient
was started on Medrol dose pack but she hasn't taken it yet because she's at work so she would start it
today (unknown if the treatment was already received); it's steroid, Methylprednisolone, at 24 mg on day
one and then decreases 4 mg a day over the next five days until it's done. The doctor inquired what should
the patient do about her second dose and also asked if she should not get her second dose. The outcome of
the event was unknown.; Sender's Comments: Based on temporal association, the causal relationship
between BNT162B2 and the event facial paralysis cannot be excluded. This case will be reassessed once
additional information becomes available. The impact of this report on the benefit/risk profile of the Pfizer
product is evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of
aggregate data for adverse events. Any safety concern identified as part of this review, as well as any
appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics Committees, and
Investigators, as appropriate.
I was pretty sick, I felt palsy; I was pretty sick, I felt palsy; I developed the fever for all about 30 hours after
the vaccination; Headache; This is a spontaneous report from a contactable physician. This physician reported
for himself that a 67-years-old male patient received BNT162B2 (BioNTech Covid 19 vaccine; Batch/lot
number: EL1284), via an unspecified route of administration on 30Dec2020 at SINGLE DOSE for ""Because I am
a physician, a healthcare provider"" (covid-19 immunization). Medical history included had Covid back on the
4th of December. There were no concomitant medications. Physician stated he was wondering he just took
your Pfizer Covid vaccination, the first one. He took it couple of days ago. He took it on the 30th of this
month, two days ago. Physician further stated he developed the fever for all about 30 hours after the
vaccination. Just because he developed the fever with the first one, it was like a 101.7 that was about 36
hours. So the question was just because he developed the fever with the first one, he was pretty sick, he
meant he felt palsy, you know headache and all that it was like probably developed the same with the
second one? Patient weight was maybe 125 pounds. When probed if vaccine was prescribed by any
Physician, Physician stated he went himself. Causality by physician stated as ""he think so"". Lab work
reported as He did not have the results yet. He just look a Covid screening test because he had Covid back
on the 04Dec. So, he just took a Covid screening test. Treatment received included aspirin. The outcome of
all events was unknown.; Sender's Comments: The causal relationship between BNT162B2 and the event
palsy cannot be excluded as the information available in this report is limited and does not allow a medically
meaningful assessment. This case will be reassessed once additional information becomes available. The
impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures
for safety evaluation, including the review and analysis of aggregate data for adverse events. Any safety
concern identified as part of this review, as well as any appropriate action in response, will be promptly
notified to Regulatory Authorities, Ethics Committees, and Investigators, as appropriate.""
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Bell's palsy/Face was turning side ways; This is a spontaneous report from a contactable nurse. A female
patient of unspecified age received BNT162B2 (reported as ""Covid-19 Vaccine, manufacturer: Unspecified"",
Batch/lot number: not provided) via unspecified route of administration on unspecified date at single dose for
COVID-19 immunization. Medical history and concomitant medication were not reported. A woman received
a Covid vaccine. She did not know which one. The woman experienced Bell's Palsy. The woman was crying
and her face was turning sideways. Outcome of the event was unknown. Pfizer is a marketing authorization
holder of Covid-19 Vaccine in the country of incident or the country where the product was purchased (if
different). This may be a duplicate report if another marketing authorization holder of Covid-19 Vaccine has
submitted the same report to the regulatory authorities. Information on the Batch/Lot number has been
requested.; Sender's Comments: Based on a compatible temporal relationship, causality between reported
event Bell's Palsy and BNT162B2 vaccine cannot be completely excluded. The impact of this report on the
benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation,
including the review and analysis of aggregate data for adverse events. Any safety concern identified as part
of this review, as well as any appropriate action in response, will be promptly notified to Regulatory
Authorities, Ethics Committees and Investigators, as appropriate.""

Unknown

aware of 6 cases of Bell's Palsy by the companies making these vaccines; This is a spontaneous report from
contactable Other HCP. This Other HCP reported same events for 6 patients. This report is for 2nd of 6
patients. A patient of unspecified age and gender received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE),
via an unspecified route of administration on an unspecified date at single dose for covid-19 immunization.
The patient medical history and concomitant medications were not reported. The other HCP was aware of 6
cases of Bell's Palsy by the companies making these vaccines since an unknown date. The event was reported
as non-serious. The event outcome was unknown. Information about lot/batch number has been requested.;
Sender's Comments: Based on a compatible temporal relationship, causality between event Bell's Palsy and
BNT162B2 vaccine cannot be excluded. The impact of this report on the benefit/risk profile of the Pfizer
product is evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of
aggregate data for adverse events. Any safety concern identified as part of this review, as well as any
appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics Committees and
Investigators, as appropriate.,Linked Report(s) : US-PFIZER INC-2021007605 same reporter, same drug, same
event, different patients.

Unknown

aware of 6 cases of Bell's Palsy by the companies making these vaccines; This is a spontaneous report from a
contactable other HCP. This Other HCP reported similar events for 6 patients. This report is for 3rd of 6
patient. A patient of unspecified age and gender received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE),
via an unspecified route of administration on an unspecified date at SINGLE DOSE for covid-19 immunization.
The patient medical history and concomitant medications were not reported. The reporter reported since
the use of modified RNA in covid vaccines, he/she had aware of 6 cases of Bell's Palsy by the companies
making these vaccines since an unknown date. The outcome of the event was unknown. Information about
batch/lot number has been requested.; Sender's Comments: Based on a compatible temporal relationship,
causality between event Bell's Palsy and BNT162B2 vaccine cannot be excluded. The impact of this report on
the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation,
including the review and analysis of aggregate data for adverse events. Any safety concern identified as part
of this review, as well as any appropriate action in response, will be promptly notified to Regulatory
Authorities, Ethics Committees and Investigators, as appropriate.,Linked Report(s) : US-PFIZER INC2021007605 Different patient, same drug/event.
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aware of 6 cases of Bell's Palsy by the companies making these vaccines; This is Spontaneous report from a
contactable Other HCP. This Other HCP reported similar events for 6 patients. This is 4th of six reports. A
patient of unspecified age and gender received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, lot/batch
number and expiration date not provided), via an unspecified route of administration on an unspecified date
at single dose for covid-19 immunization. The patient medical history and concomitant medications were not
reported. The reporter reported since the use of modified RNA in covid vaccines, he/she had aware of 6 cases
of Bell's Palsy by the companies making these vaccines since an unknown date. The outcome of the event
was unknown. Information on the Lot/batch number has been requested.; Sender's Comments: Based on a
compatible temporal relationship, causality between event Bell's Palsy and BNT162B2 vaccine cannot be
excluded. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of
Pfizer procedures for safety evaluation, including the review and analysis of aggregate data for adverse
events. Any safety concern identified as part of this review, as well as any appropriate action in response,
will be promptly notified to Regulatory Authorities, Ethics Committees and Investigators, as
appropriate.,Linked Report(s) : US-PFIZER INC-2021007605 same reporter, same drug, same event, different
patient
aware of 6 cases of Bell's Palsy by the companies making these vaccines; This is a spontaneous report from a
contactable other health professional (HCP). This other HCP reported similar events for 6 patients. This is the
5th of 6 patient. A patient of unspecified age and gender received bnt162b2 (PFIZER-BIONTECH COVID-19
VACCINE, lot/batch number and expiration date not provided), via an unspecified route of administration on
an unspecified date at single dose for COVID-19 immunization. The patient's medical history and concomitant
medications were not reported. The reporter reported since the use of modified RNA in covid vaccines,
he/she had aware of 6 cases of Bell's Palsy by the companies making these vaccines since an unknown date.
The outcome of the event was unknown. Information about batch/lot number has been requested.; Sender's
Comments: Based on temporal association, the causal relationship between bnt162b2 and the event facial
paralysis cannot be excluded. The information available in this report is limited and does not allow a
medically meaningful assessment. This case will be reassessed once additional information becomes
available. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of
Pfizer procedures for safety evaluation, including the review and analysis of aggregate data for adverse
events. Any safety concern identified as part of this review, as well as any appropriate action in response,
will be promptly notified to Regulatory Authorities, Ethics Committees, and Investigators, as
appropriate.,Linked Report(s) : US-PFIZER INC-2021007605 Different patient, same drug/event.
Bell's Palsy; developed flu like symptoms; This is a spontaneous report from a contactable pharmacist. A
female patient of an unspecified age (reported as 32-40) received the first dose of BNT162B2 (PFIZERBIONTECH COVID-19 VACCINE), via an unspecified route of administration on an unspecified date in 2020 at
single dose for COVID-19 immunization. The patient medical history and concomitant medications were not
reported. The patient developed side effects side effects from first vaccine, Bell's palsy 4 days after
vaccination (Dec2020) which lasted for 2 weeks and flu like symptoms (Dec2020) which also lasted 2 weeks.
The events outcome was unknown. The patient was receiving 2nd dose on 06Jan2021, the reporter asked
any information regarding this? Information on the lot/batch number has been requested.; Sender's
Comments: Based on a compatible temporal relationship, causality between event Bell's palsy and
BNT162B2 vaccine cannot be excluded. The impact of this report on the benefit/risk profile of the Pfizer
product is evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of
aggregate data for adverse events. Any safety concern identified as part of this review, as well as any
appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics Committees and
Investigators, as appropriate.
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Sleep paralysis 2 days after vaccine associated with tachycardia; Sleep paralysis 2 days after vaccine
associated with tachycardia; This is a spontaneous report from a non-contactable nurse (patient). A currently
31-year-old female patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) via an unspecified
route of administration, at the age of 30-years, on an unspecified date at a single dose as COVID-19 vaccine.
Medical history/concurrent conditions included positive ANA; ADHD (attention deficit hyperactivity
disorder); known allergies to sulfa drugs and mangoes. Concomitant medications included
methylprednisolone (MEDROL), ibuprofen, and baclofen (received other medications within 2 weeks of
vaccination). She was not pregnant at the time of vaccination. The patient was vaccinated in a hospital
(facility where the most recent COVID-19 vaccine was administered). She did not receive other vaccines
within four weeks prior to the COVID vaccine. The patient experienced sleep paralysis 2 days after vaccine
associated with tachycardia on unspecified dates. The events were non-serious which did not result in death,
not life threatening, did not caused/prolonged hospitalization, not disabling/incapacitating, did not cause
congenital anomaly/birth defect. She was not diagnosed with COVID-19 prior to vaccination and did not have
Covid tested post vaccination (had not been tested for COVID-19 since the vaccination). Treatment was not
received for the events. The outcome of the events was recovered. No follow-up attempts are possible.
Information about lot/batch number cannot be obtained.
aware of 6 cases of Bell's Palsy by the companies making these vaccines; This is a spontaneous report from a
contactable Other HCP. This Other HCP reported similar events for 6 patients. This is 1st of 6 reports. A
patient of unspecified age and gender received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), via an
unspecified route of administration on an unspecified date at single dose for covid-19 immunisation. The
patient medical history was not reported. The patient's concomitant medications were not reported. The
reporter reported since the use of modified RNA in covid vaccines,he/she had aware of 6 cases of Bell's Palsy
by the companies making these vaccines since an unknown date. The event outcome was unknown.
Information on the lot/batch number has been requested.; Sender's Comments: Bell's Palsy is not uncommon
in general population. The information provided in this case is limited and does not allow a full medically
meaningful assessment. The case will be reassessed should additional information become available. The
impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures
for safety evaluation, including the review and analysis of aggregate data for adverse events. Any safety
concern identified as part of this review, as well as any appropriate action in response, will be promptly
notified to Regulatory Authorities, Ethics committees and Investigators, as appropriate.,Linked Report(s) : USPFIZER INC-2021009409 Different patient, same drug/event.;US-PFIZER INC-2021009412 Different patient,
same drug/event.;US-PFIZER INC-2021009410 Different patient, same drug/event.;US-PFIZER INC-2021009411
Different patient, same drug/event.;US-PFIZER INC-2021009408 Different patient, same drug/event.
Bell's Palsy; This is spontaneous report from a contactable Other Health Professional. This reporter reported
similar events for 6 patients. This is a 6th of 6 reports. A patient of unspecified age and gender received
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of administration on an
unspecified date at single dose for COVID-19 immunization. The patient's medical history and concomitant
medications were not reported. The patient experienced bell's palsy on an unspecified date with outcome of
unknown. Since the use of modified RNA in COVID vaccines, the reporter aware of 6 cases of Bell's Palsy by
the companies making these vaccines. Information about lot/batch number has been requested.; Sender's
Comments: Based on temporal association, the causal relationship between BNT162B2 and the event facial
paralysis cannot be excluded. The information available in this report is limited and does not allow a
medically meaningful assessment. This case will be reassessed once additional information becomes
available. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of
Pfizer procedures for safety evaluation, including the review and analysis of aggregate data for adverse
events. Any safety concern identified as part of this review, as well as any appropriate action in response,
will be promptly notified to Regulatory Authorities, Ethics Committees, and Investigators, as
appropriate.,Linked Report(s) : US-PFIZER INC-2021007605 Different patient, same drug/event.
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Bell's palsy; Flu like symptoms; This is a spontaneous report from a non-contactable consumer reported that
a female patient of an unspecified age received bnt162b2, via an unspecified route of administration on an
unspecified date at a single dose for COVID-19 vaccination. The patient's medical history and concomitant
medications were not reported. It was reported that the patient got Bell's palsy four days after the vaccine
and had flu-like symptoms for two weeks. Added that patient is completely symptom free at the time of
report. The outcome of the events was recovered. No follow-up attempts are possible; information about
lot/batch number cannot be obtained.

Unknown

Bell's Palsy; This is a spontaneous report from a contactable nurse. A 33-year-old male patient received his
first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of administration on
an unspecified date at single dose for covid-19 immunization. The patient medical history and concomitant
medications were not reported. The reporter reported a patient developed Bell's Palsy after receiving the
first dose of the vaccine. This patient was a physician, the reporter stated that the patient was scheduled to
receive the second dose on Monday (unspecified date) and questioned if he should or should not get the
second dose. The outcome of the event was unknown. Information on the lot/batch number has been
requested.; Sender's Comments: Based on temporal association, the causal relationship between bnt162b2
and the event facial paralysis cannot be excluded. The information available in this report is limited and does
not allow a medically meaningful assessment. This case will be reassessed once additional information
becomes available. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as
part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate data for
adverse events. Any safety concern identified as part of this review, as well as any appropriate action in
response, will be promptly notified to Regulatory Authorities, Ethics Committees, and Investigators, as
appropriate.
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12/31-mild facial weakness left forehead, left cheek/smile asymmetry.; 12/30-headache, left ear pain, left
face pain/continued numbness tingling; 12/30-headache, left ear pain, left face pain/continued numbness
tingling; 12/30-headache, left ear pain, left face pain/continued numbness tingling; 12/30-headache, left ear
pain, left face pain/continued numbness tingling; 12/29-+fatigue, SOB, left sided lowback pain - severe; 12/29+fatigue, SOB, left sided lowback pain - severe; 12/29-+fatigue, SOB, left sided lowback pain - severe; 19:00chills, myalgias, cold sensation of b/l feet; 19:00- chills; 19:00- chills, myalgias; At 16:00- palpitations; At 16:00palpitations, chest tightness; At 12:00 (within 4 hrs) began experiencing L sided facial and Left foot
numbness/tingling and left hand.; Reported to health care provider, began steroids for early onset bell's
palsy; This is a spontaneous report from a contactable other health professional (patient). An adult female
patient (not pregnant) received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) lot number
EL1284 via intramuscular in left arm on 28Dec2020 08:30 at single dose for COVID-19 immunization. Medical
history included Crohns, asthma, migraine, GERD (gastrooesophageal reflux disease), Known Allergies:
pyridium. The patient did not receive any other vaccines within 4 weeks prior to the COVID vaccine. The
patient did not have COVID tested post vaccination and did not have COVID prior vaccination. Concomitant
medication included mesalazine (PENTASA), famotidine (PEPCID), paracetamol (TYLENOL), calcium phosphate,
colecalciferol (VITAFUSION CALCIUM), ascorbic acid, biotin, calcium, choline bitartrate, chromium, copper,
folic acid, inositol, iodine, iron, magnesium, manganese, molybdenum, nicotinamide, pantothenic acid,
phosphorus, potassium, pyridoxine, retinol, riboflavin, selenium, thiamine, tocopherol, vitamin b12 nos,
vitamin d nos, zinc (MULTIVITAMIN) , biotin, colecalciferol (VITAMIN D). Reported Event: on 28Dec2020 at
12:00 (within 4 hrs) began experiencing L sided facial and Left foot numbness/tingling and left hand. At 16:00palpitations, chest tightness. 19:00- chills, myalgias, cold sensation of b/l feet. 12/29-+fatigue, SOB, left sided
low back pain - severe. 12/30-headache, left ear pain, left face pain/continued numbness tingling. 12/31-mild
facial weakness left forehead, left cheek/smile asymmetry. Reported to health care provider, began steroids
for early onset bell's palsy. On 08Jan2021 continue to have paresthesia of my left face, left hand, left foot,
headache, mild left facial weakness/altered sensation. The events resulted in Doctor or other healthcare
professional office/clinic visit. The patient received treatment received for the adverse events on 01Jan2021.
The outcome of the events was recovering.; Sender's Comments: A possible causal association between
administration of BNT162B2 and the onset of bell's palsy /facial paresis cannot be fully excluded, considering
the plausible temporal relationship and the known adverse event profile of the suspect product. The impact
of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for
safety evaluation, including the review and analysis of aggregate data for adverse events. Any safety
concern identified as part of this review, as well as any appropriate action in response, will be promptly
notified to Regulatory Authorities, Ethics Committees and Investigators, as appropriate
Allergic reaction to vaccine; tingling to upper lip and face; tingling to upper lip and face; red rash on bilateral
forearms; Patient developed Bell's Palsy 2-3 days later; This is a spontaneous report from a contactable
consumer. A 45-year-old non-pregnant female patient received the first dose bnt162b2 (PFIZER-BIONTECH
COVID-19 VACCINE, Batch/lot number: EL1284), via an unspecified route of administration on 23Dec2020 at
14:30 at single dose in left arm for covid-19 immunization. Medical history included mitral valve prolapse
from an unknown date, and allergies: Cephalosporins and nut (peanut derived). Concomitant medication
included epinephrine (EPIPEN) 0.3MG/0.3ML, fluticasone propionate 50MCG/ACT nasal spray. On 23Dec2020
at 14:45, the patient experienced allergic reaction to vaccine, tingling to upper lip and face, red rash on
bilateral forearms. Reactions resolved with no treatment. The patient developed Bell's Palsy 2-3 days later
in Dec2020. Currently being treated with high dose steroids and acyclovir. All events required emergency
room visit and physician office visit. All events were reported as non-serious by reporter. The outcome of
event Bell's Palsy was not resolved, outcome of other events was resolved on an unspecified date. The
patient was not diagnosed with COVID-19 prior to vaccination, and it was unknown if the patient has been
tested for COVID-19 since the vaccination.
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Dizzy; headaches; flu feeling; side effects she had were like the COVID symptoms she had, like the chills and
everything; lethargic feeling; weak; Nausea; the whole left side of her body went numb including even her
vagina; left side of her body was so numb and weird and tingly feeling/left leg went numb; whole left side of
face swelled up; left eye turned red; pressure in head; felt like someone squeezing her eyeball out; eye went
black/left eye looked bruised/blackness around the eyes; whole face went numb/left side of face slightly
numb; bells palsy; allergic reaction; This is a spontaneous report from a contactable consumer (patient). A 44year-old female patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an
unspecified route of administration in arm left on 05Jan2021 at single dose for COVID-19 immunization.
Medical history included cutaneous t-cell lymphoma from 2017 and ongoing, ongoing cholesterol, ongoing
thyroid, covid-19 from Nov2020 to an unknown date not ongoing (lasted about 1-1.5 months; she did not
have any breathing problems) and blood cancer. Concomitant medication included bexarotene ongoing for
cutaneous T-cell lymphoma, rosuvastatin ongoing for cholesterol, levothyroxine ongoing for thyriod. The
patient underwent lab tests and procedures which included COVID 19: positive in Nov2020, found out tested
positive around holiday. Clinical course: onset about 26 hours after administered the first dose; onset as soon
as she got back to work next day: 06Jan2021. The side effects were at their worst for at least 24-48 hours.
Further described as all side effects occurred only on left side of her body: whole left side of face swelled up
on 06Jan2021; left eye turned red on 06Jan2021; whole face went numb/left side of face slightly numb on
05Jan2021; eye went black/left eye looked bruised on 05Jan2021; pressure in head on 06Jan2021; felt like
someone squeezing her eyeball out on 06Jan2021, within the first 24-48 hours, her 'left leg went numb'. She
called to talk to physician and nurse who advised her to take Benadryl; which she did take and the Benadryl
stopped the side effects; but she could not take a lot of Benadryl or anything because she was at work. She
stayed at work because at least there were healthcare professionals, adults in case she passed out; at home
she has 7 young children and is also raising her grandchild. The side effects did not completely go away. The
arm thing was normal; The next day she was at work and had the swelling on left side of face; blackness
around the eyes; arriving home she had headaches on 07Jan2021 and then her leg went numb for like 20
mins; the whole left side of her body went numb including even her vagina; left side of her body was so numb
and weird and tingly feeling that she started panicking because she was driving on 06Jan2021. She calmed
herself down thinking it's only the left side; you can drive with your right side to get home and be fine. It
was more like left side of her body was asleep, tingling, she has never had that happen before. Everything
else like the headache, flu feeling was about 48 hours later (on 07Jan2021). She had COVID already back in
Nov2020 for about 1-1.5 months; the next side effects she had were like the COVID symptoms she had, like
the chills and everything on 06Jan2021. She had the lethargic feeling again, her head was hurting, she felt
extremely weak on 06Jan2021. Patient also felt nausea on 06Jan2021, Dizzy on 08Jan2021. Another doctor
said it sounded like the side effects she experienced with the vaccine sounded like allergic reaction or Bell's
palsy. Patient was asking the doctor if she could get like an Epi-pen or prescription Benadryl or something

Unknown

Bell's Palsy; This is a spontaneous report from a contactable other health professional. A female patient of an
unspecified age (age: 34; unit: unknown) received first dose of bnt162b2 (PFIZER-BIONTECH COVID-19
VACCINE), via an unspecified route of administration on 09Jan2021 at single dose for COVID-19 immunization.
The patient's medical history and concomitant medications were not reported. The patient experienced bell's
palsy in Jan2021 with outcome of unknown. The patient who received first dose of vaccine on Saturday and
woke up this morning with Bell's Palsy as confirmed by urgent care. She is wondering about the clinical trial
participants and if she can receive the second dose. Information on the lot/batch number has been
requested.; Sender's Comments: Based on temporal association, the causal relationship between bnt162b2
and the event facial paralysis cannot be excluded. The information available in this report is limited and does
not allow a medically meaningful assessment. This case will be reassessed once additional information
becomes available. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as
part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate data for
adverse events. Any safety concern identified as part of this review, as well as any appropriate action in
response, will be promptly notified to Regulatory Authorities, Ethics Committees, and Investigators, as
appropriate.
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Developed Bell's Palsy after their first dose of Pfizer/BioNTech vaccine; This is a spontaneous report from a
contactable pharmacist. A patient of unspecified age and gender received the first dose of bnt162b2 (PFIZERBIONTECH COVID-19 VACCINE), via an unspecified route of administration on an unspecified date at single
dose for COVID-19 immunization. The patient's medical history and concomitant medications were not
reported. The reporter asked if a patient developed Bell's Palsy after their first dose of Pfizer/BioNTech
vaccine, should they receive their second dose; if there was any evidence that another episode of Bell's Palsy
or any other adverse neurological outcome may recur if a patient receives their 2nd dose; if Should this
patient receive an alternative mRNA based vaccine for their booster dose. The outcome of the event was
unknown. Information about lot/batch number has been requested.; Sender's Comments: A possible causal
association between administration of BNT162B2 and the onset of bells palsy cannot be excluded, considering
the plausible temporal relationship. The impact of this report on the benefit/risk profile of the Pfizer product
is evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of
aggregate data for adverse events. Any safety concern identified as part of this review, as well as any
appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics Committees and
Investigators, as appropriate.
Bells Palsy; This is a spontaneous report from a non-contactable physician (patient) via Pfizer Sales
Representative. A 34-year-old (reported as 34, unit was not provided) female patient received first dose of
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of administration on an
unspecified date at single dose for COVID-19 immunization. The patient medical history was not reported.
The patient's concomitant medications were not reported. The patient experienced bells palsy on an
unspecified date with outcome of unknown. The event took place after vaccination. No follow-up attempts
are possible; information about lot/batch number cannot be obtained.; Sender's Comments: A possible causal
association between administration of BNT162B2 and the onset of bells palsy cannot be excluded, considering
the plausible temporal relationship. The impact of this report on the benefit/risk profile of the Pfizer product
is evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of
aggregate data for adverse events. Any safety concern identified as part of this review, as well as any
appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics Committees and
Investigators, as appropriate.
Bells Palsy
Episode of like a sleep paralysis; This is a spontaneous report from a contactable nurse (patient). A patient of
unspecified age and gender received the first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, lot
number and expiry date not reported), via an unspecified route of administration on an unspecified date at a
single dose for COVID-19 immunization. The patient's medical history and concomitant medications were not
reported. The patient experienced episode of like a sleep paralysis on an unspecified date. Nurse stated, ""I
am a Nurse, I am going today to get my second, my booster for the Pfizer vaccine. And last time I went to
get my booster, they turned me away because I had side effects and I'd told them that. I otherwise felt fine
besides having like episode of like a sleep paralysis. And they freaked out and they wanted me to contact
you guys to make sure that it is okay. So, they rescheduled me for today. And I send my, I did that online,
like my COVID checking thing and I told them about my symptoms but I haven't been contacted by anybody.
So, I just wanted to call to be sure before I go for the second COVID Vaccine."" The outcome of the event was
unknown. Information on the Lot/batch number has been requested.""
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Guillain Barre Syndrome; the patient's tongue started to go numb; The initial case was missing the following
minimum criteria: Unspecified adverse event. Upon receipt of follow-up information on 18Jan2021, this case
now contains all required information to be considered valid. This is a spontaneous report from contactable
consumers, sibling of the patient and his wife. A 40-year-old female patient received BNT162B2 (PFIZERBIONTECH COVID-19 VACCINE, Lot number: EL1283), via an unspecified route of administration on 08Jan2021
at single dose for COVID-19 immunisation. There was no medical history, Family Medical History Relevant to
adverse events or concomitant medications. There were no Prior Vaccinations within 4 weeks and no
additional vaccines administered on same date of the Pfizer suspect. The sibling of the patient reported the
patient had an adverse event after the vaccine that he later described as Guillain Barre. The patient was
hospitalized after receiving the COVID vaccine on 08Jan2021. She was admitted to the hospital, the
consumer (the sibling's wife) thought, on either 14-15Jan2021. She was not sure of the admitting diagnosis
but patient was being treated for Guillain Barre Syndrome. Patient has had a spinal tap on an unspecified
date, no results were known. The patient was very healthy, in general the consumer knew she had no
typical comorbidities. The reason it was thought to be related was she was perfectly healthy prior and right
after she got the vaccine, the patient's tongue started to go numb, that day or the day after (in Jan2021).
The events required a visit to Emergency Room, but not to Physician Office. Weight was unknown but the
patient was very fit, and BMI (Body mass index) had to be in the normal range. The outcome of the events
was unknown.
Bell's Palsy; This is a spontaneous report from a contactable other HCP (patient). A 53-years-old female
patient received second dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number EL 3247), via an
unspecified route of administration at Left arm on 15Jan2021 11:00 AM at SINGLE DOSE for covid-19
vaccination. The patient was not pregnant. Concomitant medications in two weeks included lithium,
levothyroxine sodium (LEVOTHROID), omeprazole. Historical Vaccine included first dose of bnt162b2 (lot
number EL 1284) on 29Dec2020 11:00 AM at Left arm for covid-19 vaccination. The patient previously took
ziprasidone hydrochloride (GEODON) and experienced drug allergies. It was reported no other medical
history. On 17Jan2021 the patient woke up with left side of her face dropping. She went to the ER. She was
diagnoses with Bell's Palsy. The event onset date was 17Jan2021 04:00 AM. AE resulted in Doctor or other
healthcare professional office/clinic visit, Emergency room/department or urgent care. Treatment drugs
predizone and Acyclovir received for the event. The outcome of the event was not recovered. No covid prior
vaccination, no covid tested post vaccination.; Sender's Comments: Based on the close temporal relationship,
the association between the event Bell's palsy with BNT162b2 can not be fully excluded. The impact of this
report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety
evaluation, including the review and analysis of aggregate data for adverse events. Any safety concern
identified as part of this review, as well as any appropriate action in response, will be promptly notified to
regulatory authorities, Ethics Committees, and Investigators, as appropriate.
Bell's palsy; This is a spontaneous report from a contactable pharmacist. A patient of unspecified age and
gender received first dose BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) , via an unspecified route of
administration on an unspecified date at single dose for COVID-19 immunization. The patient medical history
and concomitant medications were not reported. The patient experienced bell's palsy on an unspecified date
with outcome of unknown. Information on the lot/batch number has been requested.; Sender's Comments: A
causal association between BNT162B2 and the reported events cannot be excluded based on a compatible
temporal relation. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as
part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate data for
adverse events. Any safety concern identified as part of this review, as well as any appropriate action in
response, will be promptly notified to RAs, Ethics Committees, and Investigators, as appropriate.
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Guillain Barre syndrome; This is a spontaneous report from a contactable consumer. A female patient (sister)
of an unspecified age received BNT162B2 (Pfizer-BioNTech Covid-19 vaccine) at a single dose on an unspecified
date for Covid-19 immunization. The patient's medical history and concomitant medications were not
reported. The patient had a very serious adverse event that now had Guillain Barre syndrome. She was
hospitalized 6 days ago. The outcome of the event was unknown. Information on the Batch/Lot number has
been requested.
Sagging left lip; rash under arms; This is a spontaneous report from a contactable other hcp (patient). A 68years-old male patient received bnt162b2 (BNT162B2, brand: Pfizer) first dose, via an unspecified route of
administration at arm left on 20Jan2021 10:30 AM at SINGLE DOSE for covid-19 immunisation. The patient
medical history was not reported. Patient had no allergies to medications, food, or other products.
Concomitant medication included atorvastatin, vitamin d3, alpha lipoic acid received within 2 weeks of
vaccination. The patient experienced sagging left lip on an unspecified date with outcome of unknown, rash
under arms on an unspecified date with outcome of unknown. No treatment was received. Prior to
vaccination, the patient was not diagnosed with COVID-19. Information on the lot/batch number has been
requested.; Sender's Comments: Based on the information provided, the possible contribution of suspect
vaccine BNT162B2 to the event facial droop cannot be excluded. The impact of this report on the benefit/risk
profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including the
review and analysis of aggregate data for adverse events. Any safety concern identified as part of this
review, as well as any appropriate action in response, will be promptly notified to Regulatory Authorities,
Ethics Committees and Investigators, as appropriate.
Bell's palsy; This is a spontaneous report from a contactable consumer (patient) via Pfizer-sponsored program.
A patient of unknown gender and age received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE)
on unknown date at single dose for COVID-19 immunisation. Medical history and concomitant medications
were unknown. The patient got Bell's palsy after the 1st dose on unknown date. The outcome of the vent
was unknown. Information on the lot/batch number has been requested.
Bell's palsy; This is a spontaneous report from a contactable consumer (patient). A patient of unspecified age
and gender received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection, lot
number and expiration date were not reported), via an unspecified route of administration from an
unspecified date to an unspecified date at a single dose for COVID-19 immunization. The patient's medical
history and concomitant medications were not reported. The patient experienced bell's palsy on an
unspecified date with outcome of unknown. It was reported that the patient had a Bell's palsy a week
afterwards and he/she ended up in hospital for a couple of days (unspecified). The patient asked if he/she
should take the second dosage because today was the day that she was supposed to get the second one.
Information on lot number/batch number has been requested.
Diagnosed with sixth nerve palsy; Diarrhea; Headache; Nausea; This is a spontaneous report from a
contactable consumer. A 74-years-old female patient received bnt162b2 (PFIZER-BIONTECH COVID-19
VACCINE, lot number: EJ1686 and expiry date: Mar2021), via an unspecified route of administration on
02Jan2021 at SINGLE DOSE for covid-19 immunisation. Medical history included hypertension. Concomitant
medication included cyanocobalamin (VITAMIN B12 [CYANOCOBALAMIN]), calcium (CALCIUM), rosuvastatin
(ROSUVASTATIN). The patient experienced double vision and diagnosed with sixth nerve palsy on Jan2021,
diarrhea and headache and nausea on 2021. The reporter stated ""I am calling in reference to reporting
possible side effect or adverse reaction to the vaccine. It is in reference to my mother, she had the first dose
on 02Jan2021 and 14 days later, she started with double vision, ended up in the hospital. She was in the
hospital 4 days (4 nights), diagnosed with sixth nerve palsy."" The patient was hospitalization from
18Jan2021 to 22Jan2021. Reporter stated, ""She was in hospital, she has visiting nurse now for physical
therapy that comes to house and they going to redraw her labs tomorrow Wednesday. They were basically
normal, all the lab results were normal."" Therapeutic measures were taken as a result of double vision,
diagnosed with sixth nerve palsy. Outcome of the events was unknown.""
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Bell's palsy on left side; soreness at the injection site; This is a spontaneous report from a contactable other
healthcare professional (patient). A 50-year-old female patient received the first dose of BNT162B2 (PFIZERBIONTECH COVID-19 VACCINE) Solution for injection (lot number EV1685, expiry date unknown) via an
unspecified route of administration on the left deltoid, left arm, on 05Jan2021 08:15 AM at a single dose for
COVID-19 immunization. The patient's medical history included allergies to Penicillin and Sulfa from an
unknown date and unknown if ongoing. The patient had no current Illness and no family medical history. The
patient is not pregnant. Concomitant medications included metoprolol tartrate, Vitamin C [ascorbic acid],
Vitamin D3, and Multivitamins; patient received these medications within two weeks prior to the COVID
vaccine. The patient did not receive any other vaccines within four weeks prior to the COVID vaccine. The
patient was not diagnosed with COVID-19 prior to vaccination. Since the vaccination, the patient had not
been tested for COVID-19. Patient had a routine Physical Examination on Nov2020 and underwent lab tests
and procedures on 24Jan2021 which included unknown BW and negative Lyme Disease Test. On 23Jan2021
18:30, the patient developed bell's palsy on left side which was reported as getting a little worse every day.
The event required Doctor or other healthcare professional office/clinic visit and Emergency
room/department or urgent care; the event resulted in Disability or permanent damage. Since 24Jan2021,
patient received Prednisone 60 mg, daily for 7days and Valtrex 1g, 3x/day (TID) for 7days as treatment for
the event. The patient did not recover from the event Bell's palsy on left side.' It was further reported that
patient experienced soreness at the injection site on an unspecified date with outcome of unknown.; Sender's
Comments: Based on temporal association and safety profile of the product, the contributory role of the
suspect product BNT162B2 to reported event Facial paralysis cannot totally be excluded. The impact of this
report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety
evaluation, including the review and analysis of aggregate data for adverse events. Any safety concern
identified as part of this review, as well as any appropriate action in response, will be promptly notified to
regulatory authorities, Ethics Committees, and Investigators, as appropriate.
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his face was feeling funny/his face was paralyzed on the left side/ Bell's Palsy; Pain at the injection site; This
is a spontaneous report from a contactable consumer (patient's wife). A 71-year-old male patient received
the first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection, lot number: EL3248),
via an unspecified route of administration on 24Jan2021 12:30 at single dose in right arm for COVID-19
immunization. Medical history included Diabetes, Blood pressure high, High cholesterol, Enlarged prostate.
Concomitant medications taken within two weeks before the event onset included irbesartan, verapamil,
metformin, topiramate, omeprazole, tamsulosin, clonazepam, simvastatin, acetylsalicylic acid (BABY ASPIRIN),
all were ongoing. Vaccination facility type was Hospital. The patient received the Pfizer covid vaccine first
dose on Sunday 24Jan2021, On Monday (25Jan2021) afternoon, his face was feeling funny, by the time he got
home, his face was paralyzed on the left side. The injection site was on his right arm. The reporter called
paramedics and he went to the Emergency Room, and was diagnosed with Bell's Palsy. No history prior to
vaccination. All his tests were negative in the hospital, EKG, CT, all tests negative in Jan2021. wasn't a
stroke or anything like that. One doctor said it could be related to the vaccine and the other said he didn't
know. The reporter wanted to know if he could go back for the second dose, if one dose could provide any
protection. Consumer calling about the Pfizer COVID-19 vaccine (later referred to as just shot or COVID shot
by caller) for her husband, and says the reason why she called was her husband got Bell's Palsy from it, and
she didn't know if he should still go for a second shot. She said his face was all paralyzed right now, he got
the COVID-19 shot on Sunday, then Monday night he went to the ER and was diagnosed with Bell's Palsy, all
tests were clear that it was not a stroke and had to be from the shot. The patient's face was feeling funny,
and when he got home his face was paralyzed and she called 911. She said he was admitted from the ER
overnight on Monday night (25Jan2021), then she picked him up on Tuesday night. She said he was
diagnosed with Bell's Palsy, and they gave him medication, which was Prednisone and patches to keep his
eye closed, and another med called Valacyclovir, which was an antiviral medication, and some eyedrops. She
said his vaccine card just says first dose, patient number, (City and State name), and has a date on the back
for his second shot which was scheduled for 14Feb2021. Treatment Valacyclovir: Caller says that this was in
a (Pharmacy name) bottle and that label told instructions to take it and said no refills, discard after
26Jan2022, it was a week's worth of pills. Prednisone 10mg. Caller said this was also in a pharmacy bottle
that said take 5, then 4, then 3, then 2, then 1. The label said discard after 26Jan2022. She said that the
eyedrops were over the counter lubricant eye drops for his left eye. Caller said the patient took a
medication for electrical activity in the brain, so they did a MRI and a CAT scan and they all came back
negative on the tests, and his heart tests came back negative (Jan2021). No further details provided about
electrical brain activity medication or test results. Caller said that the doctors sent her husband home and
said it was Bell's Palsy, likely a result of the vaccine, that there was nothing wrong with him, they can't say
for sure, they said it could be coincidental. She said they probably can't say it was the vaccine that gave it to
him, some doctors said yes during the stay at the hospital and some said they couldn't say. She said that
Bell's palsy; This is a spontaneous report from a contactable consumer. A male patient of an unspecified age
received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number and expiration date
not provided), via an unspecified route of administration on an unspecified date at a single dose for COVID-19
immunisation. The patient's medical history and concomitant medications were not reported. The patient
experienced bell's palsy from COVID 19 vaccine on an unspecified date. The outcome of the event was
unknown. No follow-up attempts are possible; information about lot/batch number cannot be obtained.
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Guillain-Barre Syndrome; This is a spontaneous report from a non-contactable physician. A 64-year-old male
patient received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, Formulation: Solution for injection), via an
unspecified route of administration on an unspecified date at single dose for COVID-19 immunisation. The
patient's medical history and concomitant medications were not reported. It was reported that, male 64
admitted at (Institution name) on 30Jan2021 with Guillain-Barre Syndrome after receiving Pfizer COVID
vaccine. Event took place after use of product. It was shared on 30Jan2021 with physician by a doctor in
town. They were in the doctors lounge this morning discussing the case. This was all of the information
physician have. The event was considered as serious (hospitalization) by the physician. The outcome of the
event was unknown. No follow-up attempts are possible. Information about lot/batch number cannot be
obtained. No further information is expected.; Sender's Comments: Based on available information, a possible
contributory role of the subject product, BNT162B2 vaccine, cannot be excluded for the reported event of
Guillain-Barre Syndrome due to temporal relationship. This case will be reassessed once additional
information is available. The impact of this report on the benefit/risk profile of the Pfizer product is
evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate
data for adverse events. Any safety concern identified as part of this review, as well as any appropriate
action in response, will be promptly notified to RAs, Ethics Committees, and Investigators, as appropriate.
developed paralysis in the opposite part of the body; Her hand, fingers and knee all became swollen; Her
hand, fingers and knee all became swollen; This is a spontaneous report from a contactable consumer via
Pfizer Sponsored program Pfizer First Connect. A female patient of an unspecified age received the second
dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) on 02Feb2021 at single dose for COVID-19
immunization. The patient medical history and concomitant medications were not reported. The patient
took the first dose of the vaccine on an unknown date for COVID-19 immunization. In Feb2021, about 12
hours after getting the vaccine, the patient developed paralysis in the opposite part of the body where she
didn't get the vaccine. Her hand, fingers and knee all became swollen. She had the symptoms on her right
and was given the vaccine in her left. The final outcome of the events was unknown.Information on lot/batch
number has been requested.
Bell's palsy; This is a spontaneous report from a contactable Nurse via Pfizer sales representative. A patient
of unspecified age and gender received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified
route of administration on an unspecified date at single dose for COVID-19 immunization. The patient medical
history was not reported. The patient's concomitant medications were not reported. The patient
experienced bell's palsy 2 weeks after receiving Pfizer COVID vaccine on an unspecified date with outcome of
unknown. Event took place after use of product. Information on the lot/batch number has been requested.;
Sender's Comments: Based on the information currently available, a possible contributory role of the suspect
drug to the reported event Bell's palsy cannot be completely excluded based on temporal association. The
impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures
for safety evaluation, including the review and analysis of aggregate data for adverse events. Any safety
concern identifies as part of this review, as well as any appropriate action in response, will be promptly
notifies to Regulatory Authorities, Ethics Committees and Investigators, as appropriate.
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Severe muscle pain; Itching in the left arm; rash in the left arm; cold sensation, like it was freezing; severe
allergic reaction; Bell's Palsy; This is a spontaneous report from a contactable consumer (parent). A 27-yearold female patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE; Lot
number: EL9262), via an unspecified route of administration in the left arm, on 23Jan2021 (at the age of 27years-old) at a single dose for COVID-19 immunization. Medical history included Bell's Palsy (motor nerves
involved) from 2017 to 2017. Concomitant medications included unspecified birth control. The patient had no
prior vaccinations within four weeks of vaccination. The patient experienced Bell's Palsy, severe muscle pain,
itching in the left arm, rash in the left arm, cold sensation, like it was freezing, and severe allergic reaction
on an unspecified date. It was reported that the Bell's Palsy lasted 8 days and was considered a modified
Bell's Palsy because it only sensorial nerves were involved. It was reported that the patient did not receive
any treatment for Bell's Palsy. The clinical outcome of Bell's Palsy, severe muscle pain, itching in the left arm,
rash in the left arm, cold sensation, like it was freezing, and severe allergic reaction was recovered on an
unspecified date.
Bell's Palsy/drooping of his face and mouth; Bloody nose; vertigo (dizzy / lightheaded); vertigo (dizzy /
lightheaded); swallowing issues; Chewing issues; weak; tired / does not have stamina; This is a spontaneous
report from a contactable consumer (the patient's wife). A 76-year-old male patient received the second dose
of BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE; Lot: EL9264), via an unspecified route of
administration in the right arm on 09Feb2021 at 12:30 (at the age of 76-years-old) as a single dose for COVID19 immunization. Medical history included vertigo (before the 2nd dose all the time), diabetic type 2 due to
exposure to Agent Orange, stent in Dec2019, sulfa allergies, blood pressure abnormal. Concomitant
medications included metformin, buspirone, sitagliptin phosphate (JANUVIA), hyoscyamine sulfate (OSCIMIN),
doxepin, lisinopril for blood pressure, silodosin, simvastatin (ZOCOR), exenatide (BYDUREON) for diabetes, fish
oil, zinc tablet in the morning, ubidecarenone (COQ-10), vitamin D3, cyanocobalamin (VIT B12), allium sativum
bulb (GARLIC EXTRACT), ascorbic acid/ betacarotene/ biotin/ calcium/ chloride/ chromium/ copper/ folic acid/
iodine/ lycopene/ magnesium/ manganese/ molybdenum/ nickel/ nicotinic acid/ pantothenic acid/
phosphorus/ potassium/ pyridoxine hydrochloride/ riboflavin/ selenium/ silicon/ thiamine/ vanadium/ vitamin
b12 nos/ vitamin d nos/ vitamin e nos/ vitamin k nos/ xantofyl/ zinc (CENTRUM SILVER FOR MEN 50+). The
patient previously received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE; Lot:
EL3247) on 23Jan2021 at 10:30 (at the age of 76-years-old) in the right arm and experienced pain in arm and
fatigue. On 09Feb2021, the patient developed a bloody nose that was unstoppable at home. The reporter
took the patient to the emergency room (ER), where his nose was packed, and he was kept overnight. The
following day, while his nose was being unpacked, drooping of his face and mouth was observed. Tests for a
stroke were negative on Feb2021. The patient was kept in the hospital for three days and was diagnosed
with Bell's Palsy on 11Feb2021. The events ""Bell's Palsy/drooping of his face and mouth"" and bloody nose
resulted in hospitalization/prolonged hospitalization in Feb2021 for 3 days. The patient's wife reported that
as of 09Feb2021, he had swallowing issues when it came to solid foods and was looking for suggestions on
what he can eat. The tongue was not swollen, and he was breathing better since the packing had been
removed. As of Feb2021, the patient had chewing issues and cannot take solid food. The patient had vertigo
before the second vaccination dose all the time, and experienced it again last night on 16Feb2021, he was
dizzy and lightheaded. As of an unspecified date in Feb2021, the patient was weak and tired (did not have
stamina). The patient was treated for ""Bell's Palsy/drooping of his face and mouth"" with prednisone 20 mg
2 tablets once a day and valacyclovir 500 mg 2 tablets twice a day. The patient was not treated for bloody
nose and swallowing issues. The clinical outcome of "" Bell's Palsy/drooping of his face and mouth"",
swallowing issues, chewing issues, weak, ""tired / does not have stamina"" was not resolved; bloody nose
was resolved on Feb2021; ""vertigo (dizzy / lightheaded)"" was resolved on 17Feb2021.""
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Bell's Palsy; eye twitching; dizziness; This is a spontaneous report from contactable consumers (one was
patient). A 56-year-old female patient received second dose of bnt162b2 (PFIZER-BIONTECH COVID-19 mRNA
VACCINE, lot number: EN6200, expiry date not reported), via an unspecified route of administration at the
right arm on 20Feb2021 at single dose for COVID-19 immunization. Medical history included food allergy
(reported as allergy to walnuts). The patient was not pregnant at the time of vaccination. The patient did
not receive any other vaccines within 4 weeks prior to the COVID vaccine. The patient was vaccinated at a
workplace clinic. The patient was not diagnosed with COVID-19 prior to vaccination. Since the vaccination,
the patient has not been tested for COVID-19. Concomitant medications were not reported. Historical
vaccine included first dose of bnt162b2 (lot number: EL9265, expiry date: not reported) in the right arm on
30Jan2021 10:30 at single dose for COVID-19 immunization but experienced face numbness and swelling
throat/ear canal on right side. It was reported that the second dose was even worse than the first time and
involved continued eye twitching and significant dizziness. The patient had not sought medical attention yet,
but if it continued to get worse, she would call her doctor or (helpline number). The patient reported that it
almost feels like Bell's Palsy on an unspecified date. It was unknown if treatment was received for Bell's
palsy. Clinical outcome of Bell's palsy was not recovered, while for eye twitching and dizziness was unknown.
Bell's palsy; She cannot talk real well right now; This is a spontaneous report from a contactable consumer
reporting on behalf of the patient. A 67-year-old female patient received second dose of BNT162B2 (PFIZERBIONTECH COVID-19 VACCINE; Solution for injection, Lot number: EN6200, unknown expiration), via an
unspecified route of administration in right arm on 16Feb2021 at 10:55 at a single dose for COVID-19
immunisation in a hospital. Medical history included chickenpox and measles (when she was a kid), COVID-19
in 2020 (last year), ongoing anxiety, ongoing blood pressure (abnormal), and ongoing insomnia. Concomitant
medications included pregabalin (LYRICA), celecoxib (CELEXA), and ongoing unspecified anxiety, blood pressure
and insomnia medications. The patient received her first dose of BNT162B2 (lot number: EJ1686, unknown
expiration) on 20Jan2021 at 11:33 in right arm for COVID-19 immunization. The patient's friend called on
behalf of the patient because she cannot talk real well right now (Feb2021). The patient's friend confirmed
that the patient went to emergency department and was told that she has Bell's palsy on 18Feb2021 at
14:00 and she has never had it before, and they did not know if it was a side effect from the COVID-19
vaccine or not. The patient received prednisone 20mg 3 times a day, Valpex, antibiotic, and eye drops for
right eye as treatments. Blood test was taken on 18Feb2021 with unknown result. The patient had not yet
recovered from the events. No follow-up attempts are possible. No further information is expected.
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left side of his face is paralyzed and his left eye will not blink/ he thought he had a stroke/diagnosed with
Bell's Palsy/had Bell's Palsy in the past several years ago; left side of his face is paralyzed and his left eye will
not blink/ he thought he had a stroke/diagnosed with Bell's Palsy/had Bell's Palsy in the past several years
ago; This is a spontaneous report from a contactable consumer (patient). A 67-year-old male patient received
first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE; lot number and expiry date: unknown), via an
unspecified route of administration on an unspecified date at single dose for COVID-19 immunization. Medical
history included that he had Bell's Palsy in the past several years ago. The patient's concomitant medications
were not reported. The patient experienced Bell's Palsy after receiving the first dose of the Pfizer Covid 19
vaccine. He stated that the left side of his face is paralyzed and his left eye will not blink. He received the
first dose of the vaccine on a Thursday and the following Wednesday he went to the ER because he thought
he had a stroke. He was diagnosed with Bell's Palsy, was given medication, and its been a week and his eye
still is not blinking. His doctor is uncertain if he should receive the second dose of the vaccine or not. He was
asking if he should he get the second dose and how many people were in the study. He also asked if he gets
the second dose, if it will make the Bell's palsy worse. Therapeutic measures were taken as a result of event.
The outcome of the event was not recovered. Information on the lot/batch number has been requested.;
Sender's Comments: Based on the information provided, and on a positive drug-event temporal association,
the Company assessed that a reasonable possibility could not be excluded that the suspect product
BNT162B2 contributed to the occurrence of the reported events Bell's palsy and Disease recurrence. The
impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures
for safety evaluation, including the review and analysis of aggregate data for adverse events. Any safety
concern identified as part of this review, as well as any appropriate action in response, will be promptly
notified to Regulatory Authorities, Ethics Committees and Investigators, as appropriate.
optical neuritis; inability to move, chew, eat, etc.; inability to move, chew, eat, etc.; neurological damage;
unable to speak; changes in her eyes; Her right eye was bulging; Neither eye looked in the same direction,
or able to track objects; known allergies: Apparently the Covid Vaccine by Pfizer; This is a spontaneous
report from a contactable consumer. The consumer reported two reports for two separate vaccine doses for
the same patient. This is the first of two reports. A 74-year-old female patient (not pregnant) received the
second dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection, lot/batch number and
expiration date not provided), via an unspecified route of administration on 28Jan2021 at single dose for
COVID-19 immunisation. Medical history included advanced stages of Multiple Sclerosis, Diabetes,
depressant, covid prior vaccination. The patient's concomitant medications included diabetic meds (pills), antidepressants, etc. The patient previously received the first dose of BNT162B2 in Dec2020 at age of 74 years
old for COVID-19 immunization and experienced neurological setback and it wasn't terribly obvious at that
time. Facility type vaccine was Nursing Home/Senior Living Facility. No other vaccine in four weeks. The
patient (mother of the reporter) suffered a neurological setback following the first injection, although it
wasn't terribly obvious at that time, in comparison to what occurred after she received the second vaccine.
The patient suffered major neurological damage after the second vaccine; unable to speak, followed by an
inability to move, chew, eat, etc. The reporter also noticed optical neuritis or changes in her eyes. Her right
eye was bulging. Neither eye looked in the same direction, or able to track objects. The patient was
currently in a long term acute hospital (pending clarification) with a tracheostomy and a food peg. She had
advanced stages of Multiple Sclerosis. Reporter had since learned she had been advised by her MS doctors
NOT to receive flu shots. The reporter had known this and would not have listened to the doctors at the
nursing home, who recommended she receive the Covid Vaccine. This was serious. The reporter was
awaiting medical records, which would provide exact dates, times, etc of the administration of the vaccines.
Adverse events resulted in Disability or permanent damage. Known allergies: Apparently the Covid Vaccine
by Pfizer. If treatment adverse events: unknown. The outcome of the events was not recovered. The patient
underwent lab tests and procedures which included unknown covid test: negative in Jan2021 (post
vaccination). The outcome of the events was not recovered. Information on the lot/batch number has been
requested.
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Bell's palsy; This is a spontaneous report from a contactable consumer. A patient of unspecified age and
gender received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number:EL9269), via an
unspecified route of administration on an unspecified date at SINGLE DOSE for covid-19 immunisation. The
patient's medical history and concomitant medications were not reported. The patient stated that the
patient had an attack of bell's palsy on an unspecified date. Outcome of the event was unknown.
Reaction to Guillain-Barre Syndrome; This is a spontaneous report from a non-contactable consumer (the
patient) from a Pfizer-sponsored program. A patient of an unspecified age and gender received BNT162B2
(PFIZER-BIONTECH COVID-19 MRNA VACCINE, Lot/batch number and Expiration date were not provided), via
an unspecified route of administration on an unspecified date (age at vaccination unknown) as a single dose
for COVID-19 immunization. The patient's medical history and concomitant medications were not reported.
On an unspecified date, the patient reported reaction to Guillain-Barre Syndrome (no other details provided).
The clinical outcome of reaction to Guillain-Barre Syndrome was unknown. No follow-up attempts are
possible; information about batch/lot number cannot be obtained. Amendment: This follow-up report is
being submitted to amend previously reported information: Patient information corrected. Follow-up
(16Mar2021): This is a follow-up report to notify that case 2021157553 and case 2021285669 are duplicates.
All subsequent follow-up information will be reported under Manufacturer report number 2021285669.
Bell's palsy; because it could be a stroke; This is a spontaneous report from a contactable consumer. A 74year-old male patient received second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for
injection, lot Number: EM9810), via an unspecified route of administration on the right arm on 19Feb2021
14:30 at single dose for COVID-19 immunisation. The patient medical history was not reported. There were
no concomitant medications. The patient previously took first dose of BNT162B2 on 29Jan2021 for COVID-19
immunisation and experienced a sore shoulder. A few years ago he got 2 at the same time, he got a flu shot
and a pneumonia shot on the same day. He felt really bad for part of a day. He felt unwell that was years
ago. he does not have any brand name, manufacturer name or lot number expiration information to provide
for these vaccines from years ago. The patient experienced bell's palsy on 25Feb2021. There is a drooping
eye, his eye didn't fully close but his lip wasn't right and the doctor said no because it could be a stroke (
unspecified date in Feb2021), go to the ER and that is where he was diagnosed was in the hospital ER. He
was discharged home from the emergency room. The outcome of the event was not recovered.
Face is very numb and it is kind of drooping to right side; Face is very numb and it is kind of drooping to right
side; This is a spontaneous report from a contactable consumer (patient). A patient of unspecified age and
gender received the first dose of bnt162b2 (BNT162B2 reported as PFIZER-BIONTECH COVID-19 VACCINE;
unknown lot number and expiration date), at unknown vaccination age via an unspecified route of
administration on an unspecified date in 2021 as a single dose for covid-19 immunisation. The patient's
medical history and concomitant medications were not reported. The patient reported that ""I am having
side effects. My face is very numb, and it is kind of drooping to right side."" The patient inquired as to what
to do or where to go (to the hospital?). The patient mentioned that ""I guess so, I am just going to go to the
hospital."" The patient received the vaccine on Wednesday (unspecified date in 2021) and this happened last
night (05Feb2021). The outcome of the events was unknown. Information about the Lot/batch number has
been requested.""
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Third Nerve Palsy; vision was double; vision problems which was like little blurry; Myasthenia gravis; This is
a spontaneous report from a contactable consumer (patient). A 58-year-old female patient received
bnt162b2 (BNT162B2), dose 2 via an unspecified route of administration on 05Feb2021 (Batch/Lot number
was not reported), at the age of 58-year-old, as SINGLE DOSE for covid-19 immunisation. Medical history
included thyroid disease and asthma. Concomitant medication included montelukast sodium (SINGULAIR)
taken for an unspecified indication, start and stop date were not reported; levothyroxine sodium
(SYNTHROID) taken for an unspecified indication, start and stop date were not reported. The patient
received dose 1 of the vaccine on 12Jan2021 and developed Covid symptoms and on 18Jan2021, the patient
was tested positive, was sick from all and had fever (stopped at end). On an unspecified date, the patient
stated she was just at the hospital on Tuesday, in emergency room and they told me that she should report
possible side effects from the Covid vaccine. The patient have the Third Nerve Palsy they think this might be
connected to the vaccine they are not sure. When paraphrased the concern, consumer stated, ""They said I
should just report that there was a reaction and they don't know if the Third Nerve Palsy is due to the
vaccine or just something freak that I got."" When probed if patient was a Health Care Professional,
consumer stated, ""I am not, I am a manager."" The patient also added, ""Can I give you the Path Gram, on
the 9th I had my first shot on the 12Jan, I developed Covid symptoms and on 18Jan I was tested positive, I
was sick from all and finally got tested on the 18 and was Positive and finally stopped my fever at end, I
think may be 01Feb, and they told me to get my second shot I got my second shot on 05Feb and on 15 I
started having vision problems which was like little blurry and I went to my eye doctor and they didn't think
anything else he said that it could be something from Covid like what they called continuing symptoms but
not having Covid, I don't know what the terminology is or it could have been from vaccine then that was the
15, the following Monday I went to my Primary because my vision was double at this point in my right eye
and they thought it might be sinus related I had a CT done came back normal they told me that they thought
it was Third nerve palsy and I had a MRI in the meantime they told me to go back to my Ophthalmologist
which I did on Tuesday as soon as he see my he sent me to emergency room cause he thought it was an
Aneurysm, so I was in the Emergency room being examined in hospital in (withheld) when I spoke to the
Doctor they said I should advise Pfizer that they can't prove but it's vaccine related."" When the patient was
asked about teatment: she stated, ""Well right now what they are doing is they had an had a MRI to be sure
it was not Aneurysm or brain tumor which thank God came back negative and they did blood work so they
are assuming it's third Nerve Palsy at this point but I have to see in 4 weeks it clears up or it could be
Myasthenia gravis."" The outcome of the events was unknown.""
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mild peripheral neuropathy/sensory peripheral neuropathy around her gums and lips on her left side, as well
as tingling on 4 of the 5 fingers of her left hand; paralysis in her lips and gums all the way down to her finger
tips on the side of the injection which was the left side; portion of the trigeminal nerve on the left side
seemed to have been impacted; blood pressure had sky rocketed; This is a spontaneous report from a
contactable physician and a contactable consumer (patient). A 71-year-old female patient received first dose
of BNT162B2 (Pfizer-Biontech Covid-19 Vaccine), lot no. EL9269, via an unspecified route of administration on
13Feb2021 at a single dose for COVID-19 immunisation. Medical history was not reported. There were no
concomitant medications. The physician asked if there were any reports of paresthesia around the gums
and/or tingling in the hands and fingers. The patient received the first dose of the Pfizer COVID-19 vaccine.
About 1 week after receiving the vaccine (20Feb2021), she experienced symptom complex, consistent with a
mild peripheral neuropathy/sensory peripheral neuropathy around her gums and lips on her left side, as well
as tingling on 4 of the 5 fingers of her left hand, She was admitted and a full workup for central disorders and
vascular disorders was negative (Feb2021). But her symptoms were continuing intermittently. She had
numbness of the gums. A portion of the trigeminal nerve on the left side seemed to have been impacted.
Also, peri-orally on the left side. The physician asked if this symptom complex has been reported and if there
were reports of these mild sensory peripheral neuropathies coming from the vaccine. The physician stated
that any info on dental paresthesia or any reports of other incidents of sensory paresthesia would be very
helpful. The patient also called about the COVID 19 vaccine. On 13Feb, she got the vaccine in and then one
week later on the following Saturday, the date would have been 20Feb, she started having a sensation of
tingling and paralysis in her lips and gums all the way down to her finger tips on the side of the injection
which was the left side and that has continued. She went to see the doctor the following Monday 22Feb and
not knowing what it was, she sent her to the ER she was kept overnight, she was discharged 23Feb but her
symptoms persisted even through today. These sensations were happening on average 3 times per day,
sometimes many more anywhere from 3 minutes to 1 hour 45 minutes then it goes away. She did not go to
her primary care. She confirmed her first dose was given 13Feb and the tingling and paralysis started the
20Feb it was still ongoing at this time. It has persisted but she can't tell whether it was getting better or
not because sometimes it will last 3 minutes sometimes it will last 1 hour and 45 minutes. It started to effect
other parts of her so she thinks it might be getting a little bit worse. It was starting to effect other parts of
her body the progression goes, it started at the tip of her tongue and gums and then shortly within 30
seconds or less than a minute it spread to her upper and lower lip only on the left side and that was how it
was on her gums as well it was only on the left side then she had the tingling in her finger tips on the left
hand. She specified that she experienced these sensations on the tip of her tongue, left gums, lower left lip,
and into the fingers on the left hand. She would like to know if these symptoms have been reported in
association with the vaccine and if so, how long she can expect them to last. She stated that yesterday, a
physician called in on her behalf for more information and said he received literature from 29Jan regarding
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palsy; She was having a lot of congestion; Tingly feeling in the right side of the face/tingling/tingling feeling
through her arm; Hypersensitivity in the face; Felt pain rise from the right side of her neck to her head;
Blood pressure went up/blood pressure was 153/92/Her blood pressure was checked three times and the
lowest was 142/90; Felt dehydrated; She felt hot/feeling extreme heat on her face/burning; Thought she had
a little sweat.; Red flushness on her chest; Tingling feeling under her throat; Face swelled up a little bit; Felt
numbness across her face; She felt a slight itchiness on the right side of her face; Her face looked very red,
specifically her cheeks and forehead; Fatigued, she felt like she was drugged; She couldn't fall asleep;
Extreme GERD; Extreme racing heartbeat; This is a spontaneous report from a contactable consumer via
Medical Information Team. A 48-year-old female patient received BNT162B2 (PFIZER-BIONTECH COVID-19
VACCINE, solution for injection, Lot number was not reported), dose 1 via an unspecified route of
administration (reported left side) on an unspecified date as single dose for COVID-19 immunization. Medical
history included felt a little hot prior to the COVID vaccine from an unknown date, neck pain, extreme GERD,
extreme racing heartbeat, right eye proptosis, and immune issues from an unknown date. Concomitant
medication(s) included oxymetazoline hydrochloride (CLARITIN ALLERGIC); levothyroxine sodium (SYNTHROID);
liothyronine sodium; hydroxychloroquine sulfate (PLAQUENIL S); and famotidine (PEPCID), all taken for an
unspecified indication, start and stop date were not reported. The patient previously took diphenhydramine
hydrochloride (BENADRYL) and had a side effect. On an unspecified date, the patient reported having these
feelings in both arms, more so a tingly feeling in the right side of the face, and hypersensitivity in the face.
She had a pain that goes from the right side of the face to the back of the brain. Her blood pressure went up.
She also had a lot of liquid, and felt dehydrated almost felt like her right side was going to drool. She
wanted to know if this could be palsy or a nerve condition. She stated she's concerned about getting second
dose because she was still having these feelings. The patient wanted to know if it would be safe to use the
EpiPen her Doctor prescribed to her, since her blood pressure went up high, instead of going down, like it
usually would happen in the severe cases of allergic reactions; for that and the tingly face, the doctor
recommended that she receive the second dose in the hospital. She stated she received her first dose at a
convention center and wanted to know if Pfizer could provide her with a letter saying she would need to
receive her second dose in a hospital. She was supposed to get the second vaccine on Thursday (unspecified
date). She was concerned because of a reaction she immediately had and has had since that timeframe. She
felt a little hot prior to the COVID Vaccine. After she got the COVID Vaccine, she felt hot. She was sitting
there waiting and felt a little hot on her forehead. She thought she had a little sweat. She also thought she
was being crazy because she was hot before she got to the COVID vaccine location. Twenty-nine minutes in
she started feeling extreme heat on her face. She was burning and tingling. She felt she was having a lot of
congestion. She saw her face turned very red. She had to use a lot of ice because it felt like she was on fire.
She was there for two hours being monitored. Her blood pressure was 153/92 when it normally was 100/70.
Her blood pressure was checked three times and the lowest was 142/90. She stated she is not allergic to
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Bell's Palsy; headache; very low energy; This is a spontaneous report from a contactable consumer who
reported for herself. This 33-year-old female patient received the first dose of BNT162B2 (PFIZER-BIONTECH
COVID-19 VACCINE, lot number: EN6201) at single dose for COVID-19 immunisation on 19Feb2021 04:00 PM.
Relevant history and concomitant drugs were unknown. The patient was not pregnant at the time of
vaccination. The patient did not receive other vaccine in four weeks. No known allergies to medications,
food, or other products. The patient stated on the day of my vaccine, she felt fine. She had a slight headache
that worsened into the next day, but it was managble. She also felt very low energy, so she laid low. The
next day when she woke up on 21Feb2021 she felt fine, no headache and had my energy back. She was
feeling fine until she was diagnosed with Bell's Palsy on 05Mar2021 in the Emergency Room at 9:00 AM. She
had numbness in her tongue earlier in the day and at night was not able to drink out of a straw or eat off a
spoon. Her smile was crooked and so she went in. They ruled out a stroke and tumor and then diagnosed her
with Bell's Palsy. The left side of her face was the impacted side with weakness of that side of her face and
pain behind her left ear. The patient received medication as treatment. The outcome of event Bell's Palsy
was not resolved. The outcome of events headache and low energy was resolving. The reporter considered
the events were non-serious. The patient was not diagnosed with COVID-19 prior vaccination; Nor COVID
tested post vaccination. She did not receive any other vaccines within 4 weeks prior to the COVID vaccine.
Nor any other medications the patient received within 2 weeks of vaccination.
muscles on the right side of her face ""kind of fall"", stating it was in her eye and her cheek was ""kind of
down""/""dropping face""; felt like she was going to have a stroke; feeling ""tingles"" and numbness all over
her body; feeling ""tingles"" and numbness all over her body; belly pain; going to throw up; feeling that
heaviness; bad feelings; ""heavy"" headache; This is a spontaneous report from a contactable consumer
(patient). A 55-year-old female patient received the first dose of bnt162b2 (PFIZER-BIONTECH COVID-19
VACCINE, lot number: not reported), via an unspecified route of administration on an unspecified date as
single dose for COVID-19 immunisation. The patient's medical history and concomitant medications were not
reported. On an unspecified date, the patient would like to know if it is safe for her to receive her second
dose following the symptoms she experienced after the first dose. The patient reported that 17 hours after
the first dose, she had the muscles on the right side of her face ""kind of fall"", stating it was in her eye and
her cheek was ""kind of down""/dropping face. The patient added that before that she was feeling ""tingles""
and numbness all over her body, including going to her head and ""very strong"" in her left side, stating it
felt like she was going to have a stroke. The patient also states she experienced these feelings in her hand as
well. Caller also reports belly pain, was going to throw up. She states that after 2 hours, the ""dropping
face"" was a lot better and had ""bad feelings"" but slowly disappeared. She states the only thing she
experienced after that was a ""heavy"" headache, but not constantly. She reports that since an unspecified
date she has just been ""feeling that heaviness."" The outcome of the event feeling ""tingles"" and numbness
all over her body, ""bad feelings"" was recovered, for the event muscles on the right side of her face ""kind of
fall"", stating it was in her eye and her cheek was ""kind of down""/""dropping face"" was recovering while
for the rest of the events was unknown. Information about lot/batch number has been requested.""
developed Bells Palsy on the left side of my face; eye irritation; lack of blinking; stiffness in mouth and jaw;
This is a spontaneous report from a contactable consumer. . A 37-years-old male patient received first dose
bnt162b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE, Formulation: Solution for injection, Lot Number: EN
6205) via an unspecified route of administration in arm left on 06Mar2021 17:15 at single dose for COVID-19
immunisation. The patient medical history was not reported. Concomitant medication included PEPCID
[ALUMINIUM HYDROXIDE GEL, DRIED MAGNESIUM CARBONATE]. The patient had no known allergies. The
patient was not tested for COVID prior vaccination. The patient experienced facial paralysis, eye irritation,
lack of blinking, stiffness in mouth and jaw. The patient underwent lab tests and procedures which included
corneal reflex decreased, sars-cov-2 test: negative on 15Mar2021. Therapeutic measures were taken as a
result of events with steroids. The outcome of the events was not recovered. Follow-up attempts are
completed. No further information is expected.
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paralysed for 10 hours, in both arms and legs; This is a spontaneous report from a contactable consumer
(patient). A 75-year-old male patient received the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19
VACCINE, lot number and expiry date were not reported), via an unspecified route of administration on an
unspecified date at a single dose for COVID-19 immunization. Medical history and concomitant medications
were not reported. The patient previously received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19
VACCINE, lot number and expiry date were not reported), on an unspecified date for COVID-19 immunization.
The patient took both doses of the Pfizer covid vaccine, but after the second dose he was paralysed for 10
hours, in both arms and legs on an unspecified date. Outcome of the event was recovered on an unspecified
date. Information about lot/batch number has been requested.

Unknown

Bell's Palsy; Sharp headaches; cold; This is a spontaneous report from a non-contactable consumer. A 57-yearold female patient received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection), via an
unspecified route of administration, on an unspecified date at 57 years old (Batch/Lot Number: EL9264) as
single dose for COVID-19 immunization. Medical history and concomitant medications were not reported. The
patient experienced sharp headaches and cold then she went to ER, diagnosed with Bell's Palsy on an
unspecified date. The events resulted in a Doctor or healthcare professional office/clinic visit and/or
Emergency room/department or urgent care. Treatment was received for the events. The outcome of the
events was unknown.

Unknown

Unknown

Bells Palsy; This is a spontaneous report from a contactable physician. A patient of unspecified age and
gender received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE; batch/lot number and
expiration date unknown), via an unspecified route of administration on an unspecified date at a single dose
for covid-19 immunisation. The patient's medical history and concomitant medications were not reported.
The patient was diagnosed with Bells Palsy after first dose of vaccine on an unspecified date. The outcome of
the event was unknown. Information on the batch/lot number has been requested.; Sender's Comments: A
causal relationship between the event Bells Palsy and suspect product BNT162B2 is possible based on the
information provided, drug profile and a temporal association. This case will be reassessed should additional
information become available. The impact of this report on the benefit/risk profile of the Pfizer product is
evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate
data for adverse events. Any safety concern identified as part of this review, as well as any appropriate
action in response, will be promptly notified to RAs, Ethics Committees, and Investigators, as appropriate.
Bells Palsy in her face; This is a spontaneous report from a Pfizer-sponsored program Support via a
contactable consumer (patient). A female patient of an unspecified age received bnt162b2 (PFIZER-BIONTECH
COVID-19 VACCINE, solution for injection), dose 1 via an unspecified route of administration on an unspecified
date (batch/lot number was not reported) as single dose for covid-19 immunization. The patient's medical
history was not reported. Concomitant medications included abatacept (ORENCIA) taken for an unspecified
indication, start and stop date were not reported. The patient took first dose of Covid vaccine and
experienced Bells Palsy in her face about 45 minutes after vaccine and it lasted for about a day. The outcome
of the event was unknown. Follow-up activities are possible, information on the batch number has been
requested.
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drooping on face; aches; Numbness; This is a spontaneous report from a Pfizer-sponsored program. A
contactable pharmacist reported for an unspecified age and gender patient received first dose of BNT162B2
(PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection), via an unspecified route of administration for
COVID-19 immunization. The patient's medical history and concomitant medications were not reported. The
patient experienced drooping on face, aches and numbness. The patient was hospitalized. The outcome of
events was unknown. Information on the batch/lot number has been requested.; Sender's Comments: Based
on available information a contributory role of BNT162B2 to the reported drooping on face, aches and
numbness cannot be totally excluded. Case will be reassessed if additional information is received. The
impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures
for safety evaluation, including the review and analysis of aggregate data for adverse events. Any safety
concern identified as part of this review, as well as any appropriate action in response, will be promptly
notified to Regulatory Authorities, Ethics Committees and Investigators, as appropriate.
Bell's Palsy; This is a spontaneous report from a contactable consumer. A male patient of an unspecified age
received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of administration on
03Mar2021 (batch/lot number was not reported) as single dose for COVID-19 immunisation. The patient's
medical history and concomitant medications were not reported. On an unspecified date (reported as after
about 9 days), patient began getting symptoms of Bell's Palsy. It got worse and he went to the doctor on an
unspecified date and they did confirm that he has bell's palsy and they believe it came from the COVID
vaccine. Patient would like to know should he get his second dose on 23Mar2021. The outcome of the event
was unknown. Information on the batch/lot number has been requested.
facial drooping; facial numbness; fever; chills; swollen lymph nodes; full body aches; dizziness; abdominal and
side cramps; abdominal and side cramps; heavy heart beat; constipation; This is a spontaneous report from a
contactable consumer. A 39-year-old male patient received the first dose of BNT162B2 (Pfizer-BIONTECH
COVID-19 Vaccine), via an unspecified route of administration on an unspecified date as a single dose for
COVID-19 immunisation. The patient's medical history and concomitant medications were not reported.
According to the patient, he received the first Pfizer COVID-19 vaccine shot and he was looking for guidance
on getting the booster shot. He had no major health issues, however, he experienced the following side
effects on an unspecified date: facial numbness/drooping, fever, chills, swollen lymph nodes, full body aches,
mild dizziness, abdominal and side cramps, heavy heart beat, and constipation over the last 96 hrs. since the
shot. He has not had COVID-19 and they have been isolating for the last year. He was asking for any advise.
Outcome of the events was unknown. Information on the lot/batch number has been requested.
Bell's palsy; anxiety; This is a spontaneous report from a contactable consumer (patient's friend). A female
patient of an unspecified age received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot
number and expiry date unknown), via an unspecified route of administration, on an unspecified date, at a
single dose, for covid-19 immunization. The patient's medical history and concomitant medications were not
reported. The reporter stated that the patient received the Covid-19 vaccine and ended up in the hospital
with Bell's Palsy. The reporter was not sure if this was related to the vaccine. The reporter wanted to know
if there were any similar reports of this. The reporter also stated that the patient also experienced anxiety
after the vaccine administration. The outcome of the events was unknown. Information on the lot/batch
number has been requested.
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blood clot formation that went to my brain; stroke; numbness; paralyzed; vision is messed up; trouble
concentrating; This is a spontaneous report from a contactable consumer (patient) . This 70-year-old male
patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE, Formulation: Solution
for injection, Lot number: unknown, may be EN8199 or EN6199), via an unspecified route of administration on
11Mar2021 at single dose in right arm about 16:00 for COVID-19 immunisation. Medical history included
ongoing probably overweight and blood clot about 20 years ago. The patient's concomitant medications
were not reported. It was reported that, the patient who was administered the first dose of Pfizer-BioNTech
COVID-19 Vaccine on 11Mar2021. He reported on 14Mar2021 he got a blood clot and had a stroke. He asked
if he should or should not still get the second dose of the Pfizer-BioNTech COVID-19 Vaccine related to these
events. He had in the hospital from 14Mar2021 to 15Mar2021. He was supposed to have an appointment
with his Family Care Physician, Doctor next Monday or Tuesday. He had to go to the emergency room
because of these events where he was admitted to the hospital from 14Mar2021-15Mar2021 when he was
discharged home under family care. They let him go so soon on 15Mar2021 because he insisted on it, if he
was just going to be laying in the hospital he could be laying at home. There was not much they could do in
the hospital except observe him, monitoring symptoms of when his numbness and the being paralyzed like in
the face for improvement, then they figured the clots were clearing up. They put him on an Aspirin and other
unknown things to keep events from reoccurring soon after these events. He was still does not feel 100%, his
vision was messed up, he has trouble concentrating, vision was blurred sometimes; that was what happened,
he knew he had a stroke when his vision went south on him on 14Mar2021. While in the hospital they did
everything except no x-rays; he had CT scan, lots of bloodwork and stuff like that. He does not have further
information on those tests or results. The seriousness of the events blood clot formation that went to my
brain, stroke, numbness and paralysed was reported as serious (hospitalized). The outcome of events was
reported as unknown. Information about lot/batch number has been requested.

Unknown

Bell's palsy; numbness and tingling on right side of face; numbness and tingling on right side of face; tongue is
also numb; This is a spontaneous report from a contactable consumer. A 22-year-old female patient received
bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection), dose 2 via an unspecified route of
administration on an unspecified date (Batch/Lot number was not reported) as SINGLE DOSE for covid-19
immunisation. The patient's medical history and concomitant medications were not reported. The patient
received first dose of BNT162B2 for COVID-19 immunization on an unspecified date. Patient diagnosed with
Bell's palsy (medically significant) after receiving Pfizer vaccine. On an unspecified date, the patient
experienced numbness and tingling on right side of face, tongue is also numb. The outcome of the events was
unknown. Information on the lot/batch number has been requested.

Unknown

Bell's Palsy; This is a spontaneous report received from a Pfizer sponsored program. A contactable consumer
(patient) reported for a female patient of an unspecified age received the first dose of BNT162B2 (PFIZERBIONTECH COVID-19 VACCINE, Solution for injection, Batch/Lot number and Expiration Date not reported),
via an unspecified route of administration on 2021 at a single dose for COVID-19 immunization. The patient
medical history was not reported. The patient's concomitant medications were not reported. The patient
experienced bell's palsy on 09Feb2021, still going on today 02Mar2021. She was wondering if she should still
get the second dose and when. The outcome of the event was not recovered. Information on the lot/batch
number has been requested.
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Left side of neck, site of injection, elbow, joints and muscles down left side; Left side headache continuing to
spread; Left jaw, cheek, nasal area swelling; left eye sagging/ occasional eye droop; Tired; general aches
mostly on left side; wobbly; hives; skin itching; This is a spontaneous report from a contactable consumer
(patient). A 69-year-old female patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19
VACCINE, lot number: EP7534 and expiration date not provided) via an unspecified route of administration,
administered in left arm on 15Mar2021 15:45 as a single dose for COVID-19 immunisation. Medical history
included hypertension, chronic dry eye, Bells Palsy, arthritis, allergies to penicillin, injected iodine and food
sensitivities. The patient is not pregnant. Prior to the vaccination, the patient was not diagnosed with
COVID-19. Concomitant medications included losartan, multivitamin and ciclosporin (CEQUA). On 15Mar2021
15: 45, the patient experienced left side headache continuing to spread. Left jaw, cheek, nasal area swelling
and left eye sagging (previous site of Bells Palsy attack)-Left side of neck, site of injection, elbow, joints and
muscles down left side. She was tired and progressed to general aches mostly on left side and was somewhat
""wobbly"" on 15Mar2021 15:45. She later had hives and skin itching on an unspecified date in Mar2021
which lasted a couple of days. Tiredness continues and swelling in face and occasional eye droop at 4 days
out. No treatment was given in response to the events. The outcome of the event fatigue was not recovered
while the outcome of the rest of the events was recovered on an unspecified date in Mar2021. The patient
has not been tested for COVID-19 post vaccination.""
felt paralyzed and nauseous; felt paralyzed and nauseous; fever; This is a spontaneous report from a
contactable consumer. A 78-years-old non-pregnant female patient received BNT162b2 (PFIZER-BIONTECH
COVID-19 mRNA VACCINE), via an unspecified route of administration on an unspecified date (Batch/Lot
number was not reported) (at the age of 78-years-old) as a single dose for COVID-19 immunisation. The
patient's medical history and concomitant medications were not reported. Prior to vaccination, the patient
was not diagnosed with COVID-19. Since the vaccination, the patient had been tested for COVID-19 via
antibodies test on an unspecified date with positive result. On an unspecified date, a day after receiving the
vaccine, the patient developed a fever and said that she felt paralyzed and nauseous. The patient needed to
go to the hospital in order to recover and tested positive for antibodies. The outcome of events, fever, felt
paralyzed and nauseous was unknown. The lot number for the vaccine, BNT162b2, was not provided and
will be requested during follow up.
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left tongue deviation; right radial numbness in the right arm/ left facial numbness/ numbness in feet; left
facial tremors; weakness in legs; This is a spontaneous report from a contactable physician's assistant in
Emergency Medicine. This physician's assistant reported similar events for three patients. This is the second
of three reports. A patient of an unspecified age and gender received BNT162B2 (PFIZER-BIONTECH COVID-19
mRNA VACCINE; Lot Number: UNKNOWN), via an unspecified route of administration on an unspecified date
as a single dose for COVID-19 immunization. The patient's medical history and concomitant medications were
not reported. On an unspecified date after receiving the vaccine, the patient experienced right radial
numbness in the right arm, left facial numbness and left facial tremors, left tongue deviation, numbness in
feet, and weakness in legs. The clinical outcomes of the right radial numbness in the right arm, left facial
numbness and left facial tremors, left tongue deviation, numbness in feet, and weakness in legs were
unknown. The lot number for the vaccine, BNT162B2, was not provided and will be requested during follow
up.
Amendment: This follow-up report is being submitted to amend previously reported information: to
correct the patient initials and patient information. Follow-up (01Apr2021): New information received from
the same physician's assistant includes: reporter occupation updated. Follow-up (05Apr2021): This is a
follow-up report to notify that the case 2021276385 and case 2021372512 are duplicates. All subsequent
follow-up information will be reported under manufacturer report number 2021372512.; Sender's Comments:
Based on the limited information currently available, a possible association of the suspect drug
administration with the reported event left tongue deviation cannot be excluded, due to a plausible
temporal relationship. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated
as part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate data for
adverse events. Any safety concern identified as part of this review, as well as any appropriate action in
response, will be promptly notified to Regulatory Authorities, Ethics Committees and Investigators, as
appropriate.,Linked Report(s) : PFIZER INC-2021154431 same reporter, product, and event; different patient;
PFIZER INC-2021372580 same reporter, product, and event; different patient
left tongue deviation; right radial numbness in the right arm/left facial numbness/numbness in feet; left facial
tremors; weakness in legs; This is a spontaneous report from a contactable physician's assistant in
Emergency Medicine. This physician's assistant reported similar events for three patients. This is the third of
three reports. A patient of an unspecified age and gender received BNT162B2 (PFIZER-BIONTECH COVID-19
mRNA VACCINE; Lot Number: UNKNOWN), via an unspecified route of administration on an unspecified date
as a single dose for COVID-19 immunization. The patient's medical history and concomitant medications were
not reported. On an unspecified date after receiving the vaccine, the patient experienced right radial
numbness in the right arm, left facial numbness and left facial tremors, left tongue deviation, numbness in
feet, and weakness in legs. The clinical outcomes of the right radial numbness in the right arm, left facial
numbness and left facial tremors, left tongue deviation, numbness in feet, and weakness in legs were
unknown. The lot number for the vaccine, BNT162B2, was not provided and will be requested during follow
up.
Amendment: This follow-up report is being submitted to amend previously reported information: to
correct the patient initials and patient information. Follow-up (01Apr2021): New information received from
the same physician's assistant includes: reporter occupation updated. Follow-up (05Apr2021): This is a
follow-up report to notify that the case 2021290853 and case 2021372580 are duplicates. All subsequent
follow-up information will be reported under manufacturer report number 2021372580.; Sender's Comments:
As there is limited information in the case provided for tongue paralysis the causal association between the
event and the suspect vaccine BNT162B2 cannot be excluded. The case will be reassessed once new
information is available. The impact of this report on the benefit/risk profile of the Pfizer drug is evaluated
as part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate data for
adverse events. Any safety concern identified as part of this review, as well as any appropriate action in
response, will be promptly notified to Regulatory Authorities, Ethics Committees and Investigators, as
appropriate.,Linked Report(s) : US-PFIZER INC-2021154431 Same reporter/product, different patient, similar
events;US-PFIZER INC-2021372512 same reporter, product, and event; different patient
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Numbness on side of face and cheek/numbness went from his cheek up on to the temple area and jaw area;
Mouth pulls weird; Previous nerve damage in his neck that hadn't been acting up in about a year but it was
acting up now; Previous nerve damage in his neck that hadn't been acting up in about a year but it was
acting up now; Felt loopy; Some weird palsy going on in his face/mild palsy in the left side of the face/Felt
like face was heavy on left side or drooping/left side of his face was sagging; This is a spontaneous report
from a contactable consumer reporting for himself. A 49-year-old male patient received second dose of
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number EN6203), via an unspecified route of
administration on 23Mar2021 14:40 at single dose for COVID-19 immunization. Medical history included he
had some previous nerve damage in his neck that had not been acting up in about a year. Concomitant
medications were not reported. Historical Vaccine included first dose of BNT162B2 (Lot Number: EL9269) on
02Mar2021 for COVID-19 immunization. On 24Mar2021, patient had some facial numbness and mild palsy in
the left side of the face. He stated he had some previous nerve damage in his neck that had not been acting
up in about a year, but it was acting up then. He stated it was the feeling like when you go to sleep on
something, and it felt heavier. He asked what he should do, if he should seek medical attention and for
information on this. After providing information from the Prescribing information, he asked if the Bell's Palsy
went away in these individuals in the clinical trials? He stated his wife just said that the left side of his face
was sagging. He stated he did not think it was a stroke though because he could move that side of his face
and can articulate everything. He felt loopy but did not feel like it was a stroke. Patient reported that
basically he felt numbness on the side of his face and cheek. There were reactions when he smiled, it seemed
a little bit off. There was a weird feeling and numbness in his face. The numbness went from his cheek up on
to the temple area and jaw area, the numbness was primarily on the left side of his face. Patient had nerve
damage in his neck already. Patient wanted to know if he should go somewhere with it, was it ok, what was
going on with the numbness in his face. Patient thought the numbness in his face and cheek had worsened.
Felt like face was heavy on that side or drooping: Caller reported that looking in mirror, the left side of his
face did not react the same. Patient's face felt like it was heavy or drooping on the left side, but that it pulls
up higher. Patient reported that his face looked ok. Mouth pulls weird: Patient reported that this could be
from his prior nerve damage, it was like he had got some weird palsy going on in his face. Patient stated
that he just wanted someone to tell him dude wait it out, go to the emergency room, go to the doctor.
Patient inquired if the facial numbness was because he had prior nerve condition and if the Covid-19 vaccine
had exacerbated his existing nerve condition. The outcome of the events were unknown.
facial paralysis on right side; This is a spontaneous report from a Pfizer-sponsored program. A contactable
consumer reported that a 33-year-old male patient (reporter's son) received the first dose of BNT162B2
(Pfizer-BioNTech COVID-19 vaccine, lot number and expiry date unknown), via an unspecified route of
administration on 21Mar2021 as a single dose for COVID-19 immunization. The patient's medical history and
concomitant medications were not reported. It was reported that on Mar2021, four hours after the vaccine
was received, the patient experienced facial paralysis on the right side. The patient went to the hospital and
the side effects subsided. The outcome of the event was unknown. Information about Lot/Batch number is
requested.
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She experienced Bell's Palsy; dizzy; bleeding out of my nose; earache; eyes are kinda blurry; My face went
numb; This is a spontaneous report received from a Pfizer Sponsored Program. A contactable consumer, the
patient reported for herself that a 50-year-old female patient received first dose of bnt162b2 (PFIZERBIONTECH COVID-19 VACCINE, Solution for injection), via an unspecified route of administration on
08Mar2021 (at the age of 50-years-old) as single dose for COVID-19 immunization. The patient medical
history was not reported. Concomitant medications included prednisone (MANUFACTURER UNKNOWN);
valaciclovir hydrochloride (VALTREX) (MANUFACTURER UNKNOWN). On an unknown date, the patient
experienced bell's palsy but upon contacting her physician she was prescribed an immunosuppressant which
is Prednisone. She was asking if she can take the second dose. Patient stated, after about a week of first
dose on an unspecified date in Mar2021, she got dizzy and started bleeding out of nose. On an unpecified
date in Mar2021, 2 weeks in, she thought she had an earache. It started on Sunday, Monday and Tuesday.
On an unspecified date in Mar2021 (Wednesday), the first thing she noticed while driving was eyes were
kinda blurry and her face went numb and she couldn't close eye. Within 2 hours of numbness she saw the
doctor who put her on Valtrex and later her doctor put her on prednisone. She has the 2nd dose scheduled
for Monday 05Apr2021 and she is worried about taking it. The clinical outcomes of the she experienced bell's
palsy, dizzy, bleeding out of my nose, earache, eyes are kinda blurry, my face went numb were unknown.
Information about lot number has been requested.
couldn't walk straight; use a cane; Guillain-Barre syndrome; left knee and left hip were so painful;
equilibrium was totally off; tired; pink blotches and a red rash on her legs; pink blotches and a red rash on
her legs; didn't feel good; her legs started burning; her eyes were bloodshot with dark circles; This is a
spontaneous report received from a contactable female consumer (patient). A 79-years-old female patient
received bnt162b2 (PFIZER-BIONTECH mRNA COVID-19 VACCINE, Solution for injection), dose 1 via an
unspecified route of administration, administered in Arm Right on 11Feb2021 09:45 (Batch/Lot Number:
EL1283) as SINGLE DOSE for covid-19 immunisation. The patient did not have any allergies to medications,
food or other products. The patient did not have any relevant medical history. Concomitant medications
includes: Plavix (CLOPIDOGREL BISULFATE) 75mg, once a day, Oral, Losartan 100mg, 1/day, Oral for blood
pressure high, toprol XL (METOPROLOL SUCCINATE) 50mg, 1/day, Oral for Blood pressure high, ezetimibe
(ZETIA) 10mg, once a day for , Oral for High cholesterol. Vitamin C (ASCORBIC ACID) 1000mg, 1/day, Oral.
Omega 3 1000mg, 1/day, Oral, taking for 2 years. Vitamin D 1000IU, 1/day, Oral, taking for 6 months.
Multivitamin dose unknown, 1/day, Oral. Aspirin (ACETYLSALICYLIC ACID) 81mg, 1/day, Oral. All the
Concomitant medications started dates was unspecified. It was reported that Consumer states she got the
first dose 11Feb2021 of the Pfizer COVID 19 vaccine at 0945AM in the right arm. Adds she had no reaction
the first day. Then about three days later (14Feb2021), she noticed pink blotches and a red rash on her legs;
and she didn't feel good. About five days later she called the doctor who did a blood test. No results known.
The doctor put her on Prednisone and she took three doses and on Feb2021 her legs started burning so she
stopped. Adds she doesn't think it had anything to dowith the Prednisone; it was the vaccine. Reports she
started to have balance and coordination problems, on 25Feb2021 her left knee and left hip were so painful
that she had to use a cane and could not walk straight and her equilibrium was totally off so that she was
she was walking into the wall. Mentions that on 17Feb2021 she was tired, on Feb2021 other eyes were
bloodshot with dark circles. Mentions she did lots of research on her phone and decided that all of her
symptoms seem to relate to GBS, Guillain-Barre syndrome. Clarifies she does not know if she has GBS. She
has been to the doctor again and they are telling her not to get the second dose of the shot. Mentions that
pretty much everything cleared up by 1Mar2021. Additional information includes plavix was used for head
and neck blockage, taking for 10 years, Losartan patient took off the water pill portion HTZ part of months
ago, toprol XL taking for 13 years. Zetia taking for 8 years. Vitamin C patient taking for her immune system,
taking for 3 years. Omega 3 taking for 2 years. Vitamin D was taking for 6 months. Multivitamin. Aspirin
patient taking for taking for keep blood flowing since 14 years. Outcome of the events didn't feel good,
couldn't walk straight and use a cane and Guillain-Barre syndrome was unknown. Outcome of the events left
knee and left hip were so painful, equilibrium was totally off and recovered on 01Mar2021. Outcome of the
event her legs started burning was recovered on Feb2021. Outcome of the events her eyes were bloodshot
with dark circles on 04Mar2021. Additional Information has been requested/ Additional information on
lot/batch number has been requested.

COVID19 VACCINE

COVID19 VACCINE

COVID19 VACCINE

COVID19 VACCINE

PFIZER\BIONTECH

PFIZER\BIONTECH

PFIZER\BIONTECH

PFIZER\BIONTECH

1205134-1

1205180-1

1205230-1

1205240-1

60-64 years

Unknown

65+ years

65+ years

Unknown

Unknown

Bell's palsy/eyes droopy; annoying headache 3-4 days; This is a spontaneous report from a contactable
consumer (patient, self-reported). A 61-year-old male patient received second dose of BNT162B2 (PFIZERBIONTECH COVID-19 VACCINE, formulation: Solution for injection, lot number and expiry dates were not
provided) via unknown route, on 22Mar2021 (last Monday) as a single dose for COVID-19 immunisation.
Patient's medical history included Bell's palsy. Concomitant medications were not reported. Historical
vaccine included first dose of BNT162B2 (PFIZER-BIONTEC COVID-19 mRNA VACCINE, Lot number and expiry
dates were not reported) for COVID-19 immunisation. Patient stated that patient received COVID-19 Vaccine
second dose last Monday, (22Mar2021). He had started with annoying headaches for 3-4 days. On Friday
(26Mar2021), had lost control with talking, eyes were droopy etc. Patient mentioned that he had Bells palsy
once before, and that now got it again. Patient asked if it would be possible that the vaccine caused the
disease?. He mentioned that the hospital gave him Prednisone and Valtrex. Seriousness of the events was
considered as hospitalization. Outcome of the events was unknown. Information on about lot/batch number
has been requested. Follow-up attempts are completed. No further information is expected.
Bell palsy; This is a spontaneous report from a Pfizer- sponsored program. A contactable consumer (patient)
reported that a male patient of an unspecified age received the first dose BNT162B2 (PFIZER-BIONTECH
COVID-19 VACCINE), via an unspecified route of administration on an unspecified date as a single dose for
covid-19 immunisation. The patient's medical history and concomitant medications were not reported. After
getting first vaccine, the patient got bell palsy on an unspecified date. The outcome of the event was
unknown. No follow-up attempts are possible; information about lot/batch number cannot be obtained.

Unknown

Bell's palsy with pain behind left ear and face droop (Left side); This is a spontaneous report from a
contactable consumer (patient). A 69-years-old male patient received first dose of BNT162b2 (Pfizer-BioNTech
COVID-19 Vaccine), via an unspecified route of administration, administered in Arm Left on 15Mar2021 at
11:45 AM (Lot Number: EN 6205) as single dose for Covid-19 immunisation. Medical history included prostate
cancer-seeds implant May 2017. Allergies to medication, food, or other products was none known.
Concomitant medications included metoprolol succinate; lisinopril; pravastatin, all received within 2 weeks of
vaccination. The patient did not receive any other vaccines within 4 weeks prior to the COVID vaccine. On an
unspecified date in Mar2021, the patient experienced Bell's palsy with outcome of not recovered, Pain
behind left ear on 24Mar2021 with outcome of not recovered, Face droop (left side) on 29Mar2021 with
outcome of not recovered. The events resulted in Doctor or other healthcare professional office/clinic visit,
Disability or permanent damage. Treatment of Methylprednisone dose pack received for the adverse event.
Prior to vaccination, the patient was not diagnosed with COVID-19. Since the vaccination, the patient has
not been tested for COVID-19.

Unknown

bell's palsy; This is a spontaneous report from a contactable consumer (patient) reported for himself. This 69years-old male patient received the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an
unspecified route of administration 26Mar2021 at 13:15 (lot number: er8723) on the left arm as single dose
for COVID-19 immunization. Medical history included severe arthritis. No known allergies. Concomitant
medications were not provided. The patient previously received the first dose of BNT162B2 (PFIZERBIONTECH COVID-19 VACCINE), via an unspecified route of administration on 08Mar2021 at 11:45 AM (lot
number: en6205) on the right arm as single dose for COVID-19 immunization. The patient did not receive
other vaccine in four weeks. The patient did not have Covid prior vaccination and did not have Covid test
post vaccination. The patient experienced bell's palsy on unspecified date (reported as 07Mar2021 at
01:15PM) that resulted in emergency room/department or urgent care. Treatment received including
unspecified medication for the event. The outcome of the event was unknown.
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diagnosed with Bell's palsy 13 days following her first Pfizer vaccine; This is a spontaneous report from a
contactable physician. A 27-year-old female patient received bnt162b2 (PFIZER-BIONTECH COVID-19
VACCINE, solution for injection), dose 1 via an unspecified route of administration on an unspecified date
(Batch/Lot number was not reported) as SINGLE DOSE for covid-19 immunisation. The patient's medical
history and concomitant medications were not reported. The patient was diagnosed with Bell's palsy 13 days
following her first Pfizer vaccine. The patient is reluctant to receive her second dose on schedule. She has had
no improvement with steroids and valacyclovir. The event was assessed as serious (medically significant).
Therapeutic measures were taken as a result of diagnosed with bell's palsy 13 days following her first pfizer
vaccine (facial paralysis). The outcome of the event was unknown. Information on the lot/batch number has
been requested.; Sender's Comments: Based on the temporal relationship and known drug safety profile, a
causal association between BNT162B2 and the reported Bell's palsy cannot be excluded. The impact of this
report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety
evaluation, including the review and analysis of aggregate data for adverse events. Any safety concern
identified as part of this review, as well as any appropriate action in response, will be promptly notified to
RAs, Ethics Committees, and Investigators, as appropriate.
Bells Palsy; This is a spontaneous report from a contactable consumer. This consumer reported same event
for three patients. This is the second of three reports. A patient of unspecified age and gender received
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of administration on an
unspecified date as a single dose for Covid-19 immunization. The patient's medical history and concomitant
medications were not reported. The patient experienced Bell's palsy on an unspecified date. The outcome of
event was unknown. No follow-up attempts are possible; information about lot/batch number cannot be
obtained.; Sender's Comments: Linked Report(s) : US-PFIZER INC-2021345756 same reporter, product, and
event; different patient.;US-PFIZER INC-2021345758 same reporter, product, and event; different patient.
Bell's Palsy; This is a spontaneous report from a contactable consumer. This consumer reported same event
for three patients. This is the third of three reports. A patient of unspecified age and gender received
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of administration on an
unspecified date as a single dose for covid-19 immunization. The patient's medical history and concomitant
medications were not reported. The patient experienced bell's palsy on an unspecified date with outcome of
unknown. No follow-up attempts are possible; information about lot/batch number cannot be obtained.;
Sender's Comments: Linked Report(s) : US-PFIZER INC-2021345756 same reporter, product, and event;
different patient.;US-PFIZER INC-2021345757 same reporter, product, and event; different patient.
bell palsy; Got shingles; This is a spontaneous report from a contactable consumer (patient). A 56-year-old
male patient received bnt162b2 (BNT162B2), dose 1 via an unspecified route of administration, administered
in Arm Left on 15Mar2021 12:00 (Lot Number: En6208), at the age of 56-years at vaccination, as SINGLE
DOSE for covid-19 immunisation. Medical history was none. The patient previously took Advil and
experienced allergy. Prior to vaccination, the patient was not diagnosed with COVID-19. Concomitant
medication included vitamins nos and 'Acid pill' taken for an unspecified indication, start and stop date were
not reported. On 2021, the patient experienced bell palsy and shingles. The event involved physician office
visit. The patient underwent lab tests and procedures which included sars-cov-2 test (Nasal Swab):
inconclusive on 31Mar2021. The outcome of the events was not recovered. Therapeutic measures were
taken as a result of the events which includes viral pill and strides. Follow-up attempts are completed. No
further information is expected.
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right sided facial paralysisBell's Palsy; dizzy; headache; feeling extreme fatigue; couldn't speak; This is a
spontaneous report from a contactable consumer (patient). The 50-years-old female patient (age at
vaccination was 50 years old) received bnt162b2 (BNT162B2), dose 1 via an unspecified route of
administration, administered in Arm Right on 31Mar2021 (Batch/Lot number was not reported) as SINGLE
DOSE for covid-19 immunisation. Medical history included kidney donor. The patient was healthy with no
medical issues. Concomitant medication(s) was not reported. The patient experienced right sided facial
paralysisbell's palsy, dizzy, headache, feeling extreme fatigue on an unspecified date. Reported as: Within 8
hours of receiving the dose, she said ""the room got dizzy"" and she developed a headache and Bell's Palsy.
She states she had right sided facial paralysis, couldn't speak, and exhibited other stroke like symptoms. Was
admitted to the hospital, given Plavix, and a headache ""cocktail"" to treat her symptoms. She underwent an
MRI, CT, and echocardiogram to rule out a stroke. She is still hospitalized and states her symptoms started
to resolve today, 02Apr2021, at around 8 AM. She also reports feeling extreme fatigue after receiving the
vaccine. The outcome of the events was unknown. Information on the lot/batch number has been
requested.""

Unknown

Facial paralysis/Bells palsy; This is a spontaneous report from a contactable consumer. A 78-year-old female
patient received the first dose of BNT162B2 (COMIRNATY) (batch/lot number was not reported) via an
unspecified route of administration on 02Mar2021 at a single dose for COVID-19 immunisation. Medical
history and concomitant medications were not reported. The patient experienced facial paralysis/Bells palsy
observed at four weeks following the first dose, on an unspecified date in 2021 with outcome of unknown.
The second dose was planned on 02Apr2021. The event facial paralysis/Bells palsy occurred in a country
different from that of the reporter. This may be a duplicate if another reporter from the country where the
event occurred has submitted the same information to his/her local agency.

Unknown

Guillain-Barre Syndrome; urinary incontinence; confusion; lethargy; dehydration; expired; This is a
spontaneous report from a contactable physician. A 76-year-old male patient received second dose of
bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection, lot and expiry were not reported), via
an unspecified route of administration on an unspecified date as single dose for covid-19 immunisation. The
patient received first dose of bnt162b2 on an unspecified date for Covid-19 immunization. The patient's
medical history and concomitant medications were not reported. The physician reported that the patient
received his second Pfizer vaccine dose and 2 weeks after receiving the vaccine he presented to her office
with urinary incontinence, confusion and lethargy. He was admitted to the hospital and within a few days
later, day 5, he was diagnosed with Guillain-Barre Syndrome. Following tests and a lumbar puncture. He was
hospitalized x2 weeks, received IVIG x 5days. He was then transferred to a Nursing Home. He was
readmitted to the hospital with dehydration and expired 2 days later (last night). The physician asked,
""have you seen this type of thing before, with GBS?"" The physician considered the case as non-serious. The
outcome of the events was unknown except for expired. The patient died on 06Apr2021 as he expired. There
was no autopsy done. Information on the lot/batch number has been requested.; Sender's Comments:
Limited information precludes a medically meaningful assessment of the case. Based on the current available
information, a possible contributory role of the suspect product to the development of events cannot be
totally excluded. Additional information including relevant medical history, detailed clinical course, and
specified concomitant medications is required to better assess the case. The impact of this report on the
benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation,
including the review and analysis of aggregate data for adverse events. Any safety concern identified as part
of this review, as well as any appropriate action in response, will be promptly notified to Regulatory
Authorities, Ethics Committees and Investigators, as appropriate.; Reported Cause(s) of Death: expired""
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Bells Palsy; This is a spontaneous report from Pfizer - General Company Information received from
contactable consumer reporting for himself (patient). A male patient (Age: 49; Unit: Unknown) received
bnt162b2 (Lot number and expiry date were not reported), via an unspecified route of administration on an
unspecified date as single dose for COVID-19 immunization. Medical history included DVT (deep vein
thrombosis). Concomitant medication included ongoing rivaroxaban (XARELTO) taken for DVT. The patient
developed Bell's Palsy after receiving vaccination shot on an unspecified date. The outcome of the event was
unknown. Information about lot/batch number has been requested.

Unknown

Bell's palsy; fever; Diarrhea; This is a spontaneous report from a contactable consumer (patient). A patient of
unspecified age and gender received bnt162b2 (BNT162B2 reported as Covid Vaccine), via an unspecified
route of administration on an unspecified date (Batch/Lot number was not reported) as a single dose for covid19 immunisation. The patient's medical history and concomitant medications were not reported. The
reporter stated that ""after I got the Covid vaccine after two day I mean after the same day like I got it I
came home and I had fever for two days actually and then I have the next day diarrhea, two days and then
again I experienced some fever after I experienced some Bell's palsy so my question is if I am going to take
the Covid vaccine again should I take it or if I would not take it do I have the protection? So, I have this
concern because I experienced Bell's palsy."" The outcome of the events was unknown. Information on the
lot/batch number has been requested.""

Unknown

Unknown

Might have Guillain-Barre Syndrome; her mother's legs ""went numb and weak""; her mother's legs ""went
numb and weak""; her speech started to slur; This is a spontaneous report from a contactable consumer. A 90year-old female patient received BNT162B2 (Solution for injection) via an unspecified route of administration
on 30Mar2021 (Batch/Lot number: unknown) at single dose for covid-19 immunisation. The patient's medical
history and concomitant medications was not reported. It was reported that upon returning home after the
vaccination, her mother was unable to get out of the car under her own power, with the caller reporting her
mother's legs ""went numb and weak"". Later on that day, her speech started to slur. They had contacted
their family physician who thinks her mother Might have Guillain-Barre Syndrome. The outcome of the
events was unknown. Information about lot/batch number has been requested.""
a friend did experience that, from his back down he could not move his legs; This is spontaneous report
received from contactable consumer, reporting for friend (patient). A male patient of an unspecified age
received BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE), dose 2 via an unspecified route of
administration on an unknown date (Batch/Lot number was not reported) as a single dose for COVID-19
immunization. The patient's medical history and concomitant medications were not reported. When getting
the second, the patient did experience that, from his back down he could not move his legs and had to go to
the hospital, in 4 or 5 days he left. The outcome of the event was not reported. The lot number for the
vaccine, BNT162B2, was not provided and will be requested during follow up.
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Weakness of Right Eye; Numbness in right eye; Feels tugging in the back of her head and symptoms around
right eye; Weakness in arms and legs; Feels tugging in the back of her head and symptoms around right eye;
Neuropathic Symptoms on Right Side of Face; Numbness on Right Side of Mouth; she started experiencing
weakness in the right eye and on the right side of the face, which is the same side as her Bell's Palsy, and the
corner of mouth started to have numbness; This is a spontaneous report from a contactable consumer
(patient). A 41-year-old female patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19
VACCINE,Batch/Lot number was not reported) via an unspecified route of administration on 29Mar2021 (at
the age of 41-year-old) as single dose for covid-19 immunization. Medical history included facial paralysis
from 1998 to an unknown date, Bells palsy at age 18 , ongoing temporomandibular joint syndrome , asthma
exercise, depression, pain, hypoaesthesia, Numbness in face in the past (June 2020 tele-visit with
neurologist), fatigue, headache, anxiety. Concomitant medications included gabapentin (GABAPENTIN) taken
for neurological symptom, hydroxyzine (HYDROXYZINE) taken for anxiety. The patient experienced she
started experiencing weakness in the right eye and on the right side of the face, which is the same side as
her bell's palsy, and the corner of mouth started to have numbness on 01Mar2021 with, neuropathic
symptoms on right side of face on 01Apr2021 with, numbness on right side of mouth on 01Apr2021,
weakness of right eye numbness in right eye, feels tugging in the back of her head and symptoms around
right eye, weakness in arms and legs, feels tugging in the back of her head and symptoms around right eye.
Caller states basically she had Bell's Palsy years ago and was left with cranial nerve damage. She stated she
noticed after the first Pfizer vaccine, that in that area of the face that she had Bell's Palsy, she started having
neuropathic symptoms. and stated that it started thursday. States it has been there for a couple of days and
she still has a little bit of neuropathic symptoms but not as great as when the onset began. The outcome of
the events was recovering. Information about batch/lot number has been requested.
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Numbness to left side of face; Low grade tremor in left jaw; pins and needles up left jaw and cheek; weakness
across left cheek; Feels like whole muscle jaw is under tension; potential for Bell's Palsy; weird sensation left
flickering in left eye immediately; Fever; Headache; This is a spontaneous report received from a contactable
other health-care professional. A 64-year-old-female patient received second dose of BNT162B2 (PFIZERBIONTECH COVID-19 VACCINE, Solution for injection, lot number: ER8730), via an unspecified route of
administration at the right arm on 27Mar2021 13:00 at single dose for COVID-19 immunization. The patient
received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection, lot number:
EN6202), via an unspecified route of administration at the left arm on 06Mar2021 at single dose for COVID19 immunization. The patients medical history included Sjogren syndrome (states is an autoimmune disease
that she was diagnosed with a really long time ago; maybe around 2005 and ongoing) and on unspecified
date either on 2018 or 2019 patient had administered with Whooping Cough Vaccine for which she
experienced Sore Spot on Arm. Concomitant medications were not reported. It was reported that after first
dose states of the vaccine patient had immediate numbness to the left side of her face that went away after
a while. The patient had a low grade tremor in her left jaw and a twitching, flickering in her eye. Patients
jaw feels dull like the whole muscle is under tension. It was reported that she didn't have much of a reaction
after her second vaccine besides a fever and a headache and stated that they started about 5 hours after the
vaccine and were gone the next day. The patient had a fever and headache after the first vaccine also; they
started about the same, 5 hours or so after the vaccine but they lasted for about 5 days. On 06Mar2021
13:00 patient got immediately dull, pins and needles up left jaw and cheek. went away and has left tremor
in lower jaw and now flickering twitch in left eye. weakness across left cheek continues. Outcome was
reported as unknown for potential for Bell's Palsy and Feels like whole muscle jaw is under tension, not
recovered for weird sensation left flickering in left eye immediately, pins and needles up left jaw and cheek
and weakness across left cheek, recovered from pyrexia and headache, recovering from Numbness facial and
low grade tremor in left jaw. No follow up attempts are needed. No further information is expected.;
Sender's Comments: Based on the information provided and plausible temporal association, the causality
between the suspect drug and the event potential for Bell's Palsy cannot be excluded. This impact of this
report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety
evaluation, including the review and analysis of aggregate data for adverse events. Any safety concern
identified as part of this review, as well as any appropriate action in response, will be promptly to
regulatory authorities, Ethics Committees, and Investigators, as appropriate.
her mouth drooped; her eyes drooped; she started to stutter while talking; headache; This is a spontaneous
report received from a Pfizer-sponsored Program. A contactable consumer (patient) reported that a female
patient of an unspecified age received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE; Dose 1) via an
unspecified route of administration on 06Mar2021 (batch/lot number was not reported) as SINGLE DOSE for
COVID-19 immunization. The patient's medical history and concomitant medications were not reported. The
patient asked if she receives the 2nd dose of the vaccine will she experience the same adverse events after
she received her first dose. She experienced headache, her mouth drooped, her eyes drooped, and she
started to stutter while talking after receiving the first dose. Event onset dates were not reported. The
outcome of the events was unknown. The patient's second dose is on 09Apr2021. Information on the
batch/lot number has been requested.
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Shaky; Muscles and nerves seemed to be locking up like almost paralyzed; swollen lymph nodes; injection
site redness; severe allergic reactions; slight dizziness; severe headache; nausea; weak; tired; feverish;
sweat; had pain at the Pfizer Covid 19 Vaccine injection site; right arm started to swell; chills; extreme
muscle pain; certainly extreme and joint pain; Heart beat seemed to speed up; Has not been able to walk or
move body in normal fashion; This is a spontaneous report from a contactable consumer (patient herself) A
67-year-old female consumer received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE,
Formulation: Solution for injection, lot number: EP7533) a week ago via an unspecified route of
administration on 02Apr2021 at 13:45 hrs on the right upper arm as a single dose for COVID-19
immunisation. The patient's medical history and concomitant medications were not reported.When caller
was 18 they required a booster for Small pox and caller received the small pox booster on the leg in the
same site where it was given at age 5. Caller's leg swelled up to 5 times the normal size, at the time caller
was 18 years old.Took a long time for swelling to go away, a couple weeks. Caller requires it hindered sports
activities during this time. On 02Apr2021, the patient started reported slight dizziness, severe headache,
Shakiness, nausea, weakness, tiredness, have been feverish, pain at the injection site and stated that her
right arm started to swell. The patient stated that through out the night of 02Apr2021, she had extreme
muscle pain, certainly extreme and joint pain that was also extreme and heart beat seemed to speed up
within the first hour and by the end of the hour. On 03Apr2021, the patient stated that her muscles and
nerves seemed to be locking up like almost paralyzed. The patient described the events she experienced
slight dizziness and didn't worry because it wasn't major and caller was driving herself and with in an hour
the dizziness got worse. Caller had severe headache and had to drive home a significant distance and the
time the caller got home, she reports being shaky, dizzy, had headache, nausea, was weak and tired and
must have been feverish. Caller reports she must have been feverish because she was drenched in sweat by
the time she got home and it was a 2 hour drive home from the vaccine administering facility. Caller had
pain at the Pfizer Covid 19 Vaccine injection site, and caller's right arm started to swell.Caller clarified that
the injection site was in the right upper arm, doesn't know what the muscle is called. Caller says she couldn't
see if her arm was getting red, caller has some discs out in her neck and is unable to look at the arm. Caller
could feel the injection site on her right arm was swollen and swelling. Caller reports fever was gone and
fever got replaced with chills later on. Caller reports there was progression of the symptoms after the first
hour. Caller states the information provided thus far was the first hour of her experience and through the
night a lot of other things changed and added.Through the night caller had extreme muscle pain, certainly
extreme and joint pain that was also extreme. Muscles and nerves seemed to be locking up like almost
paralyzed: By the next morning, after caller had the Pfizer Covid 19 Vaccination, states she was not a doctor
but all of her muscles and nerves seemed to be locking up like caller was almost paralyzed. Caller reports she
couldn't move, couldn't get out of bed. It took a long time to get caller's fingers and toes moving and the
rest of the body, but fingers and toes were the first ones. Caller was able to kind of release from muscle
cerepal palsy; autism; This is a spontaneous report from a contactable other healthcare professional (mother)
reporting for her child. A 16-year-old patient of unspecified gender received BNT162B2 (PFIZER-BIONTECH
COVID-19 VACCINE, Solution for injection, Batch/Lot number was not reported) via an unspecified route of
administration on an unspecified date at single dose for covid-19 immunisation. The patient took Flu vaccine
eight years ago, eyes glued shut and was hospitalized, reported sticky. She does not know the ingredients
but mentioned preservatives. The patient concomitant medications were not reported. On an unspecified
date, the reporter stated that her child had cerebral palsy and autism and was looking for information on
adverse events. Outcome was unknown for the events. Information on the lot/batch number has been
requested.; Sender's Comments: Based on known drug safety profile, there is reasonable possibility of causal
association between the events cerebral palsy and autism and the suspect drug. The impact of this report on
the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation,
including the review and analysis of aggregate data for adverse events. Any safety concern identified as part
of this review, as well as any appropriate action in response, will be promptly notified to regulatory
authorities, Ethics Committees, and Investigators, as appropriate.
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Bell's Palsy; This is a spontaneous report from a contactable consumer (patient) via a Pfizer-sponsored
program COVAX US Support. A female patient of an unspecified age received the first dose of BNT162B2
(PFIZER-BIONTECH COVID-19 VACCINE, solution for injection; Batch/Lot number was not reported), via an
unspecified route of administration on an unspecified date as single dose for COVID-19 immunization. The
patient's medical history and concomitant medications were not reported. On an unspecified date, the
patient experienced Bell's Palsy within two days following first dose of vaccine. The patient stated that she
was hospitalized, and a neurologist told her to get it (as reported). The outcome of the event was unknown.
Information on the lot/batch number has been requested.
she could not feel her body from the neck down- She believes the vaccine paralyzed most of her body.; she
could not feel her body from the neck down- She believes the vaccine paralyzed most of her body.; This is a
spontaneous report from a contactable consumer. A 33-year-old female patient received the first dose of
BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE, Solution for injection, Lot number-UNKNOWN) via an
unspecified route of administration on unspecified date as single dose for covid-19 immunization. The patient
medical history and concomitant medications were not reported. The patient experienced she could not feel
her body from the neck down- she believes the vaccine paralyzed most of her body on an unspecified date.
The patient underwent lab tests and procedures which included blood test: clear and/or negative, lumbar
puncture: clear and/or negative, magnetic resonance imaging: clear and/or negative. The outcome of events
was unknown. Follow-up (19Apr2021): This follow-up contains no new safety information. Follow-up
attempts have been completed and no further information is expected.
paralysis; This is a spontaneous report from a contactable consumer. A female patient of an unspecified age
received bnt162b2 (BNT162B2, Solution for injection, lot number was not reported), via an unspecified route
of administration on 16Apr2021 (Batch/Lot number was not reported) as SINGLE DOSE for COVID-19
immunisation. The patient had partial paralysis since getting the Pfizer vaccine last week (unspecified date).
Her claim is that the paralysis was due to her getting the shot last Friday (unspecified date). The doctors
that are tending to her say they are indeed looking into the cause and that a possible one could be the
vaccine. The patient was hospitalized due the event. The event was assessed as life-threatening. Outcome of
the event was unknown. Information about the Lot/batch number has been requested.
Facial paralysis; This is a spontaneous report from a contactable consumer (patient). This 41-year-old nonpregnant female consumer (patient) received the first single dose of BNT162B2 (PFIZER-BIONTECH COVID-19
VACCINE; lot EN6205) in left arm, on 01Apr2021 at 10 AM, for COVID-19 immunisation. No other vaccine was
given in 4 weeks. Medical history included asthma and migraines. The patient did not have COVID prior to
vaccination. Known allergies: No. Other medications in two weeks: medications for pain in knees were
injected. On an unspecified date the patient experienced facial paralysis. The event required treatment
(physical therapy) and had not yet resolved at the time of report. COVID was tested post vaccination, on
05Mar2021: nasal swab sample/molecular was negative.
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bleeding/bruising; CP (Cerebral palsy); itchy /itchiness; shaky; hot; Chest tightness; Anxiety; misc mental
health; arm pain; bleeding/bruising; localized rash; SOB (Shortness of breath); NVD (Nausea, vomiting, and
diarrhea); NVD (Nausea, vomiting, and diarrhea); NVD (Nausea, vomiting, and diarrhea); Visual/Neuro
concerns; Visual/Neuro concerns; mechanical irritation; This is a spontaneous report from a non-contactable
other HCP. A 67-year-old female patient received bnt162b2 (BNT162B2), dose 1 via an unspecified route of
administration on an unspecified date (Batch/Lot Number: EN6205) at single dose for covid-19 immunisation.
The patient's medical history and concomitant medications was not reported. During her 15-minute waiting
period after the injection, the patient began to experience itchy, shaky, hot, chest tightness. Patient
monitored and improving. Patient ambulates well without dizziness. Chest tightness resolved and itchiness
improving. Precautions discussed with patient. Patient aware of what to monitor and when to go to ED.
Patient voiced understanding and appreciated. Patient able to ambulate out of the facility with ease.
Vaccine-Related Anxiety (include misc mental health), Local reaction (arm pain, bleeding/bruising, mechanical
irritation, localized rash) and Red flag symptoms (CP (Cerebral palsy), SOB (Shortness of breath), NVD
(Nausea, vomiting, and diarrhea), Visual/Neuro concerns). Outcome of pruritus was recovering, chest
discomfort was recovered on an unspecified date. Outcome of rest of the events was unknown No follow-up
attempts are possible. No further information is expected.; Sender's Comments: A causal association between
BNT162B2 and the reported events cannot be excluded based on a compatible temporal relation. however,
Relevant medical history and concurrent disease are missing for a medically meaningful assessment. The
impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures
for safety evaluation, including the review and analysis of aggregate data for adverse events. Any safety
concern identified as part of this review, as well as any appropriate action in response, will be promptly
notified to RAs, Ethics Committees, and Investigators, as appropriate.
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blood pressure (BP) was usually 110/70 however 8 hours after shot BP was 145/85; really bad vertigo and
dizziness; really bad vertigo and dizziness; facial palsy; vision in her right eye got fuzzy; face got numb on the
right side; hot electrical nerve zinging entire right arm, right shoulder blade and right calf; sore arm; feel
sick; hangover; vomiting; This is a spontaneous report from a contactable consumer (patient) via the medical
information team. A 62-year-old non-pregnant female patient received BNT162B2 (PFIZER-BIONTECH COVID19 VACCINE), first dose via an unspecified route of administration, administered in the right arm on
16Apr2021 11:15 (Batch/Lot Number: EW0162) as single dose (at the age of 62-years-old) for COVID-19
immunisation. Medical history included anaphylaxis: carries an epi pen, and has allergies to wasps. The
patient also took unspecified dietary supplements. The patient had no other vaccine in four weeks. The
patient got her first vaccine dose on 16Apr2021 and reported having a history of anaphylaxis and carried an
epi pen. She stayed at the vaccination facility for an hour and a half and she got facial palsy and her vision in
her right eye got fuzzy. Then her face got numb on the right side. It took 4 hours for it to go away but by
dinner she felt ok. She added that immediately after the shot (16Apr2021), she experienced hot electrical
nerve zinging entire right arm, right shoulder blade and right calf that lasted 30 minutes; blurry vision right
eye started 15 minutes after shot, recurred off and on for 6 hours; facial palsy on right side that started
about 30 minutes after shot that lasted 4 1/2 hours; vertigo/dizziness that started 7 hours after the shot;
and blood pressure (BP) was usually 110/70 however 8 hours after shot BP was 145/85. She filed a report
online when her symptoms began to subside. A couple hours later, she began to feel sick again and went to
bed. When she walked to her mailbox, she was feeling ok but when she bent over to get the mail, that made
it all worse. She woke up feeling as if she had a hangover and reported vomiting right away after getting
out of bed. She had really bad vertigo and dizziness. She also had a sore arm (unspecified which arm) and
stated that she was ""experiencing everything on the freaking list."" The patient wanted to know if this was
normal and asked if she should get the second dose. She was advised that if she had a severe allergic
reaction after a previous dose of the vaccine, she should not get the Pfizer-BioNTech Covid-19 vaccine. She
also wanted to know if her symptoms got worse over the weekend and wanted to know what were the
signs if she should go to the hospital. The patient did not receive any treatment for the adverse effects. The
patient did not have COVID prior to vaccination and was not COVID tested post vaccination. The patient
recovered from hot electrical nerve zinging entire right arm, right shoulder blade and right calf 16Apr2021
11:45; face got numb on the right side on 16Apr2021 15:15 and facial palsy on 16Apr2021 16:15. The
outcome of the remaining events was unknown.""
she has an autoimmune disease called Guillain Barre syndrome; Severely ill; This is a spontaneous report
from a contactable consumer (patient) via a Pfizer-sponsored program. A female patient of an unspecified age
received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection; Batch/Lot number was not
reported), via an unspecified route of administration on an unspecified date as single dose for COVID-19
immunization. The patient's medical history and concomitant medications were not reported. The patient
reported that she became severely ill on an unspecified date after receiving the vaccine. The patient stated
that she had an autoimmune disease called Guillain Barre syndrome on an unspecified date. The outcome of
the events was unknown. Information on the batch/lot number is requested.
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paralysis went to my ring figure; Uncontrollable twitch in my thumb, in my hand; Could not control my pinky;
My pinky kind of curls and it was like a cramp in it; I could not grab anything with my pinky and my ring
figure; This is a spontaneous report from a contactable consumer reporting for him self. A 52-years-old male
patient received bnt162b2 (BNT162B2), via an unspecified route of administration on an unspecified date
(Batch/Lot number was not reported) as single dose for covid-19 immunisation . The patient medical history
and concomitant medications were not reported. The patient experienced paralysis went to my ring figure ,
uncontrollable twitch in my thumb, in my hand , could not control my pinky; my pinky kind of curls and it was
like a cramp in it , I could not grab anything with my pinky and my ring figure all the events on an
unspecified date with outcome of unknown. All the reported events were considered Important Medical
Events. Course of the event: ""I got my Pfizer shot on Saturday. On Sunday I had uncontrollable twitch in my
thumb, in my hand. It was subtle when it started and then it gets worst. So it was subtle, it wasn't lot to
begin and then over the course of next 24 hours it got worse and then it stopped. I mean that's not the end
of the story. Once the twitching stopped then I could not control my pinky, so my twitching in my thumb
stopped then my pinky finger is kind of just wanted to curl over like I have a permanent cramp in my pinky.
My pinky kind of curls and it was like a cramp in it, so it was like I have no control over the pinky, either I
could straight my pinky or I could make a fist out of my pinky that is it. I could not like close it half way or
grip anything like that. 24 hours later that paralysis went to my ring figure, so up until it seems to get little
better since this morning. I can control them a little bit but last night I could not hold anything with my
finger, I could not control them. I could not grab anything with my pinky and my ring figure."" Information
on the lot/batch number has been requested.""
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I had a very bad headache not in front of my head, at the back of my head where my neck was from where I
was paralyzed and my shoulder where my dystonia was; I got a slight headache at the back of my head and
neck and my shoulder and when I woke up, I was completely paralyzed, I could not move; I got a slight
headache at the back of my head and neck and my shoulder and when I woke up, I was completely
paralyzed, I could not move; Suffer from dystonia; I was paralyzed for at least 24 hours, I could not move; I
could not move or anything for 24 hours; This is a spontaneous report from a contactable consumer (patient).
A 55-year-old female patient received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), second dose via an
unspecified route of administration on an unspecified date (Batch/Lot number was not reported) as SINGLE
DOSE for covid-19 immunisation. Medical history reported that ""I am a 'post op asexual' (not clarified), I had
a surgery but I am a female now, I don't know if is there anything to do with it, I had a surgery 7 years
ago."" The patient also had dystonia. The patient's concomitant medications were not reported. The patient
previously took bnt162b2 first dose on an unspecified date for COVID-19 immunization and experienced sore
arm. The patient stated that: ""I had a very severe (sentence incomplete), I took my shot and my first shot
was fine, I only had a sore arm from my first shot but from my second shot, I suffered a very severe side
effect. I suffer from dystonia (further clarification unknown) and I was paralyzed for at least 24 hours, I could
not move and I could not call 911 or anything, I was just by myself, I was just by myself with my dog, I could
not move or anything for 24 hours. I had some medicine and I was able to get some sleep and the following
morning (sentence incomplete) but I was technically paralyzed, I could not move or anything. So, anyone
with dystonia should not take the second shot without somebody being there because it would be too
dangerous to take it, it is way too dangerous."" The patient further stated, ""The side effect was, I had a
very bad headache not in front of my head, at the back of my head where my neck was from where I was
paralyzed and my shoulder where my dystonia was."" The patient added: ""I felt great, I felt good, I took my
shot at 10 o' clock in the morning, I felt good, I felt good. I took it on the 15th at 10:15 in the morning
(unknown exact date) and I felt good all day but at the middle of that night, I got a slight headache at the
back of my head and neck and my shoulder and when I woke up, I was completely paralyzed, I could not
move and I suffer from dystonia (history)."" For the treatment the patient stated: ""I took Tylenol and things
like that, basic stuff. I took Clonazepam for my dystonia because this Clonazepam helps my dystonia and that
did not work it all. Clonazepam is the only medication which helps with dystonia and that did not helped,
that is the only medication that would work."" The outcome of the event dystonia was not recovered; and
unknown for all other events. Information on the Lot/Batch number has been requested.""
started to exhibit symptoms of Bells Palsy; This is a spontaneous report received from a contactable
consumer reported for himself. A patient of unspecified age and gender received bnt162b2 (Pfizer-Biontech
Covid-19 Vaccine), dose 1 via an unspecified route of administration in Dec2020 (Batch/Lot number was not
reported) at single dose for covid-19 immunisation. The patient's medical history and concomitant
medications were not reported. Patient received Pfizer vaccine dose 1 in Dec and dose 2 in Jan. Before dose 2
patient started to exhibit symptoms of Bells Palsy. Pictures were sent to provider and a family member who
was also a provider verified it was Bells. Symptoms lasted close to 2 months before any visible change
noticeable. Patient attempted to also report to DOH without much luck and the VAERS seemed not to work
right. Patient just would like to get it reported with Pfizer to assist patients in making vaccine decisions. The
outcome of the event was unknown. Information about Batch/Lot number has been requested.
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Neurologist agreed that the vaccine has attacked nervous system; They thought he was having a stroke
because the left side of his body was twitching and numbness all the way from the arm to the feet; He had
some kind of palsy where his face was not reacting bilaterally; Got really sick 18 hours after it and it lasted
for like two days where he was really sick, all sorts of symptoms; He hasn't been able to work since 25th; He
cannot coordinate his thoughts and fantasies; Dizziness; He felt his head was spinning; Nausea; He couldn't
stand up without falling; Pressure in his brain; Pain in the rear of his head between the neck and the
cranium; Inability to speak/Slurring his speech; twitching and numbness all the way from the arm to the feet;
twitching and numbness all the way from the arm to the feet; This is a spontaneous report from a
contactable consumer or other non hcp. A 66-years-old male patient received bnt162b2 (PFIZER-BIONTECH
COVID-19 VACCINE, Formulation: Solution for injection, lot number: Unknown), dose 2 via an unspecified
route of administration on 25Mar2021 as single dose for covid-19 immunization. The patient medical history
was not reported. The patient's concomitant medications were not reported. The Reporter stated, her
husband had the Pfizer vaccine and the second dosage he got really sick 18 hours after it and it lasted for like
two days where he was really, really sick, all sorts of symptoms. He got very sick. the Reporter stated, there
was a problem and it's recurring and the vaccine was affecting people neurologically and if they have had
something like concussion or any neurological damaging the path was attacking their nervous system. So,
this was major, and this was happening not just 3 people we know and the doctors were agreeing that this
was happening from the Pfizer vaccine. The Reporter stated, the patient had been in emergency 3 times,
patient thought he was going to die. He hasn't been able to work since 25th and he has been in emergency 3
times they have done MRI's and CT scans. And he was very sick, he cannot coordinate his thoughts and
fantasies. He was not dead; he was very sick. On Mar2021, the Reporter stated that, Everything CT scans,
MRI, ear exams, audiology test was done it. On Mar2021, the reporter stated that, the patient was
hospitalized 1 night in emergency for observation. He was hospitalized about three days ago. He was
discharged the next day, but he was in emergency overnight. He was hospitalized for the vaccine he took,
and the neurologist agreed that the vaccine has attacked nervous system. The Reporter again stated that
the patient had some of the symptom's dizziness, he felt his head was spinning, they thought he was having
a stroke because the left side of his body was twitching and numbness all the way from the arm to the feet,
he thought he was having a stroke. He had some kind of palsy where his face was not reacting bilaterally, he
had nausea, he couldn't stand up without falling, pressure in his brain, pain in the rear of his head between
the neck and the cranium and inability to speak, he was slurring his speech. The outcome of the events was
reported as unknown No follow-up attempts are needed; information about lot/batch number cannot be
obtained.

Unknown

fatigue; Eyesight; Dizzy; bell's palsy; This is a spontaneous report from a contactable consumer (patient's
son). A 97-year-old female patient received the second dose of BNT162b2 (PFIZER-BIONTECH COVID-19 mRNA
VACCINE, Batch/lot number: EN6207) intramuscularly in the right arm on 11Mar2021 at 14:00 as a single
dose for COVID-19 immunization. Patient's medical history included glaucoma for more than 25 years 'implants caser' (as reported), thyroid disorder for more than 25 years, eye disorder, and gastrointestinal
disorder. The patient had no other prior vaccinations to the COVID vaccine. The patient previously received
the first dose of BNT162b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE, Batch/lot number: EN6201)
intramuscularly in the right arm on 18Feb2021 at 15:00 as a single dose for COVID-19 immunization and
experienced cannot focus with her eyes and full body aches and pains. Ongoing concomitant medications
included timolol (""Timnol"") drops for the eyes since more than 5 years, levothyroxine sodium
(LEVOTHYROXIN) pill for thyroid since more than 20 years, and omeprazaole pill for stomach for 5 years. One
week after the second injection (Mar2021), the patient experienced Bell's Palsy at 20:30, reported as serious
for important medical event. On 12Mar2021 at 22:00, patient was dizzy and 'eyesight', both events reported
as non-serious. It was further described as, ""She saw patient over everything so she slept. Day after 2nd she
had to had most of day as too Dizzy/fatigued to be mobile. Dangling/twisting side of face last 7 days
ongoing."" The patient did not receive treatment for Bell's palsy, dizzy or eyesight. The clinical outcome of
Bell's palsy was not recovered, of dizzy was recovering, of eyesight was recovered on unspecified date, of
fatigued was unknown.; Sender's Comments: Linked Report(s) : US-PFIZER INC-2021185916 Same patient,
reporter, event, different vaccine dosing""
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felt a little woozy/ woozy and dizzy; I began violently shaking/ tremble; I couldn't lift my foot up I had to
crawl up the steps; convulsions/ seizure like shaking it is terrifying; couldn't talk; she can't walk; palsy; not
being able to function like I did/ am unable to be a minister now; stuttering; This is a spontaneous report
from a non-contactable consumer (patient). A 68-year-old female patient received BNT162B2 (PFIZERBIONTECH COVID-19 VACCINE, solution for injection), via an unspecified route of administration on
02Mar2021 (Batch/Lot number was not reported) as single dose (dose 1) and then via an unspecified route of
administration on 25Mar2021 (Batch/Lot number was not reported) as single dose (dose 2) for COVID-19
immunisation. The patient's medical history and concomitant medications were not reported. The patient
took the first shot on 02Mar2021, a few days, maybe on 2nd day or day or so after she took the shot, she
went to the store and I felt a little woozy. She thought maybe she needed something to eat, but when she
went to restaurant, she began to tremble and needed to get home. The patient drove slowly, when she got
home, her husband was outside and she got out of the car and told him she was woozy and dizzy. She went
in side and when she got to steps, she couldn't lift her foot up and had to crawl up the steps. She began
violently shaking, she sat in a chair, it got worse. Her husband called the number, because she couldn't talk,
like convulsions, just shaking, when Emergency people came, they took her to the hospital and she was
there for 2 days. They did 2 computerized tomography (CT) scans, Magnetic resonance imaging (MRI) couldn't
detect anything, but she continued with shaking and trembling. They weren't doing anything to find out
what it was. One doctor said one thing the other said they didn't see anything, they sent me home. The
patient was in hospital for 2 days, may have been 3 days, on 3rd day she went home (as reported). The
patient went to the doctor and he sent her for other tests, but no one can determine or figure out what was
going on. She didn't stutter, she was speaking normal, she was a minister. She was unable to be a minister
now. She was well and doing well, then after that she can't walk, some times in bed at night, she go into
shaking all over like she has palsy. She had to use a cane to walk. Some days she was feeling fine. She was
still using a cane to walk and was stuttering, did not have her normal walk, she was afraid that she will fall.
She was really trembly and shaky. Some days she can be fine, but then it comes right back. The patient
stated that before she took the shot, she was fine. She is now 68 years old, she owns her own business
sowing, active, walks and had no issues at all. Now, she was not able to go down stairs to sowing area and
do anything. She had to use the buggy at the grocery store, because she can't walk and at night, some
nights, she has a bell, her husband had to hold her from seizure like shaking it was terrifying. She had her
second dose on 25Mar2021, the next day, she experienced worsening effects, she never had this shaking and
not being able to function like she did before. She was concerned Ithat she was having seizure and palsy,
because she had never been like this. It didn't start until after the first shot was bad and after the second
one, it intensified even more. The patient stated that ever since the shot, her life had changed, she had
never been in this position before. She can't think of anything else, checked her medications, never had any
problems. She had been to the doctor, they can't detect anything else that could have caused her to get in

Unknown

BELL'S PALSY; OUTER EAR INFECTION/EAR ACHE, PAIN AND REDNESS; This spontaneous report received from
a patient concerned a 67 year old female. The patient's weight, height, and medical history were not
reported. The patient received covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin not
reported, batch number: 1805029 expiry: UNKNOWN) dose was not reported, 1 total administered on 14MAR-2021 to left arm for prophylactic vaccination. No concomitant medications were reported. It was
reported that the patient, experienced pain from 19-MAR-2021 to 21-MAR-2021. On 21-MAR-2021, the
patient experienced outer ear infection. On the same day, she went to the Urgent Care and the physician
gave her ear drops (unspecified) for outer ear infection which was used only for two times. According to her
physician, her ear was a little red. She stated that as per her age and family history, she went to the
emergency room on 22-March-2021 and found out that she had Bell's Palsy. She went to the ophthalmologist
who gave Neo-Poly-Dex 0.1 percent (3.5 grams) ointment. Treatment medications included:
dexamethasone/neomycin/polymyxin b. The action taken with covid-19 vaccine ad26.cov2.s was not
applicable. The patient had not recovered from bell's palsy, and the outcome of outer ear infection was not
reported. This report was serious (Other Medically Important Condition).; Sender's Comments: V0:
20210407047-COVID-19 VACCINE AD26.COV2.S-bells's palsy. This event is considered unassessable. The
event has a compatible/suggestive temporal relationship, is unlabeled, and has unknown scientific
plausibility. There is no information on any other factors potentially associated with the event.
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I got hit with paralysis from the waste down. It lasted about 12Hrs. Started about 6pm that evening. Lost
feeling and use of both of my legs. Was bed bound. Next morning, was able to lift and use my legs. I?m
already disabled with MS so if made it way worse

Unknown

BELL'S PALSY; This spontaneous report received from a patient concerned a 74 year old female. The patient's
height, and weight were not reported. The patient had no known drug allergies. The patient was not
involved in any accident nor had any prior history of Bell's palsy. The patient received covid-19 vaccine
ad26.cov2.s (suspension for injection, route of admin not reported, batch number: 1805022 expiry:
UNKNOWN) dose was not reported, 1 total, administered on 08-MAR-2021 on left deltoid for prophylactic
vaccination. On 22-MAR-2021, the patient developed slurred speech. On 08-APR-2021, the patient had
drooping eyelids, was unable to close mouth and had puff cheeks. On 12-APR-2021, the patient visited her
doctor's office and diagnosed with Bell's palsy which was further confirmed with computerized tomography
(CAT) scan. On an unspecified date in APR-2021, Laboratory data included: computerized tomography CAT)
scan (NR: not provided) Bell's Palsy. Treatment medications included: prednisone. The action taken with covid19 vaccine ad26.cov2.s was not applicable. The patient was recovering from bell's palsy. This report was
serious (Other Medically Important Condition).; Sender's Comments: V0: 20210436167-covid-19 vaccine
ad26.cov2.s-Bell's palsy. This event(s) is considered unassessable. The event(s) has a compatible/suggestive
temporal relationship, is unlabeled, and has unknown scientific plausibility. There is no information on any
other factors potentially associated with the event(s).

--Dataset: The Vaccine Adverse Event Reporting System (VAERS)
Query Parameters:
State / Territory: The United States/Territories/Unknown
Symptoms: BELL'S PALSY; BULBAR PALSY; CEREBRAL PALSY; CERVICAL SPINAL CORD PARALYSIS; CRANIAL NERVE PARALYSIS; DIAPHRAGMATIC
PARALYSIS; DIPLEGIA; ERB'S PALSY; FACIAL PALSY; FACIAL PARALYSIS; FAMILIAL PERIODIC PARALYSIS; FEMORAL NERVE PALSY; GAZE PALSY;
GLOSSOPHARYNGEAL NERVE PARALYSIS; GUILLAIN-BARRE SYNDROME; HEMIPLEGIA; HYPOGLOSSAL NERVE PARALYSIS; IIIRD NERVE PARALYSIS; ILEUS
PARALYTIC; IVTH NERVE PARALYSIS; LONG THORACIC NERVE PALSY; LOWER MOTOR NEURONE LESION; MONOPLEGIA; NEUROGENIC BLADDER;
OCULOFACIAL PARALYSIS; OPHTHALMOPLEGIA; PALATAL PALSY; PARALYSIS; PARALYSIS FLACCID; PERIPHERAL NERVE PALSY; PERIPHERAL
PARALYSIS; PERONEAL NERVE PALSY; PHRENIC NERVE PARALYSIS; POSTICTAL PARALYSIS; PROGRESSIVE BULBAR PALSY; PSEUDOBULBAR PALSY;
PSEUDOPARALYSIS; RADIAL NERVE PALSY; RESPIRATORY PARALYSIS; SCIATIC NERVE PALSY; SLEEP PARALYSIS; SPASTIC PARALYSIS; SPINAL CORD
PARALYSIS; TONGUE PARALYSIS; TRIGEMINAL PALSY; ULNAR NERVE PALSY; VIITH NERVE PARALYSIS; VITH NERVE PARALYSIS; VOCAL CORD
PARALYSIS; VOCAL CORD PARESIS
Vaccine Products: COVID19 VACCINE (COVID19)
VAERS ID: All
Group By: Vaccine Type; Vaccine Manufacturer; VAERS ID; Age; Onset Interval
Show Totals: False
Show Zero Values: Disabled
--Help: See http://wonder.cdc.gov/wonder/help/vaers.html for more information.
--Query Date: May 17, 2021 7:40:18 PM
--Suggested Citation: Accessed at http://wonder.cdc.gov/vaers.html on May 17, 2021 7:40:18 PM
--Messages:
1. The full results are too long to be displayed, only non-zero rows are available.
2. VAERS data in CDC WONDER are updated every Friday. Hence, results for the same query can change from week to week.
3. These results are for 2,419 total events.
4. When grouped by VAERS ID, results initially don't show Events Reported, Percent, or totals. Use Quick or More Options to
restore them, if you wish.
5. Click on a VAERS ID to see a report containing detailed information for the event.
--Footnotes:
1. Submitting a report to VAERS does not mean that healthcare personnel or the vaccine caused or contributed to the adverse
event (possible side effect).
---

Caveats:
1. <p> VAERS accepts reports of adverse events and reactions that occur following vaccination. Healthcare providers, vaccine
manufacturers, and the public can submit reports to VAERS. While very important in monitoring vaccine safety, VAERS reports
alone cannot be used to determine if a vaccine caused or contributed to an adverse event or illness. The reports may contain
information that is incomplete, inaccurate, coincidental, or unverifiable. Most reports to VAERS are voluntary, which means they
are subject to biases. This creates specific limitations on how the data can be used scientifically. Data from VAERS reports
should always be interpreted with these limitations in mind. </p> <p> The strengths of VAERS are that it is national in scope
and can quickly provide an early warning of a safety problem with a vaccine. As part of CDC and FDA's multi-system approach to
post-licensure vaccine safety monitoring, VAERS is designed to rapidly detect unusual or unexpected patterns of adverse events,
also known as "safety signals." If a safety signal is found in VAERS, further studies can be done in safety systems such as
the CDC's Vaccine Safety Datalink (VSD) or the Clinical Immunization Safety Assessment (CISA) project. These systems do not have
the same limitations as VAERS, and can better assess health risks and possible connections between adverse events and a vaccine.
</p> <p> Key considerations and limitations of VAERS data: <ul><li> Vaccine providers are encouraged to report any clinically
significant health problem following vaccination to VAERS, whether or not they believe the vaccine was the cause. </li><li>
Reports may include incomplete, inaccurate, coincidental and unverified information. </li><li> The number of reports alone
cannot be interpreted or used to reach conclusions about the existence, severity, frequency, or rates of problems associated
with vaccines. </li><li> VAERS data are limited to vaccine adverse event reports received between 1990 and the most recent date
for which data are available. </li><li> VAERS data do not represent all known safety information for a vaccine and should be
interpreted in the context of other scientific information. </li></ul> </p>
2
3. Some items may have more than 1 occurrence in any single event report, such as Symptoms, Vaccine Products, Manufacturers, and
Event Categories. If data are grouped by any of these items, then the number in the Events Reported column may exceed the total
number of unique events. If percentages are shown, then the associated percentage of total unique event reports will exceed 100%
in such cases. For example, the number of Symptoms mentioned is likely to exceed the number of events reported, because many
reports include more than 1 Symptom. When more then 1 Symptom occurs in a single report, then the percentage of Symptoms to
unique events is more than 100%. More information: http://wonder.cdc.gov/wonder/help/vaers.html#Suppress.
4. Data contains VAERS reports processed as of 5/7/2021. The VAERS data in WONDER are updated weekly, yet the VAERS system
receives continuous updates including revisions and new reports for preceding time periods. Duplicate event reports and/or
reports determined to be false are removed from VAERS. More information: http://wonder.cdc.gov/wonder/help/vaers.html#Reporting.
5. For more information on how many persons have been vaccinated in the US for COVID19 to date, see
https://covid.cdc.gov/covid-data-tracker/#vaccinations/

