
Notes Vaccine Type Vaccine 
Manufacturer

VAERS ID Age Onset 
Interval

Adverse Event Description

COVID19 VACCINE JANSSEN 1083549-1 65+ years 0 days 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.

COVID19 VACCINE JANSSEN 1084138-1 30-39 years 0 days Unknown vaccine information dose given outside of presenting facility. Facial numbness and droop that 
began after Janssen COVID vaccine. Patient also with panic attack.

COVID19 VACCINE JANSSEN 1091005-1 18-29 years 0 days 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

COVID19 VACCINE JANSSEN 1097281-1 40-49 years 0 days

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.

COVID19 VACCINE JANSSEN 1098020-1 40-49 years 0 days
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.

COVID19 VACCINE JANSSEN 1105944-1 18-29 years 0 days
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.

COVID19 VACCINE JANSSEN 1109160-1 30-39 years 0 days

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

COVID19 VACCINE JANSSEN 1117632-1 60-64 years 0 days 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

COVID19 VACCINE JANSSEN 1131797-1 65+ years 0 days Right Unilateral Cranial Nerve 7 Paralysis, 6 hours after administration of vaccine, associated symptoms 
included diarrhea, emesis Treatment included prednisone and valacylovir

COVID19 VACCINE JANSSEN 1133648-1 40-49 years 0 days

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.
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COVID19 VACCINE JANSSEN 1139453-1 40-49 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 Dr- put 
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

COVID19 VACCINE JANSSEN 1140111-1 30-39 years 0 days 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.

COVID19 VACCINE JANSSEN 1142466-1 18-29 years 0 days

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.

COVID19 VACCINE JANSSEN 1153380-1 40-49 years 0 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.

COVID19 VACCINE JANSSEN 1154689-1 30-39 years 0 days

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.

COVID19 VACCINE JANSSEN 1159539-1 40-49 years 0 days

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.

COVID19 VACCINE MODERNA 0910752-1 18-29 years 0 days Rt Arm no function/ no feeling.

COVID19 VACCINE MODERNA 0912529-1 65+ years 0 days

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.



COVID19 VACCINE MODERNA 0912592-1 30-39 years 0 days

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.

COVID19 VACCINE MODERNA 0912735-1 40-49 years 0 days 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

COVID19 VACCINE MODERNA 0912877-1 18-29 years 0 days

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.

COVID19 VACCINE MODERNA 0913206-1 40-49 years 0 days Bell?s Palsey about 4.5 hours after injection.

COVID19 VACCINE MODERNA 0913697-1 60-64 years 0 days
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.

COVID19 VACCINE MODERNA 0914674-1 40-49 years 0 days

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.

COVID19 VACCINE MODERNA 0915195-1 40-49 years 0 days 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.

COVID19 VACCINE MODERNA 0915216-1 30-39 years 0 days Weakness, headache, high level myalgias, fever, nausea, cold intolerance, shaking

COVID19 VACCINE MODERNA 0916001-1 30-39 years 0 days
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.

COVID19 VACCINE MODERNA 0918586-1 50-59 years 0 days numbness and tingling in shoulder worked up to back and front of head then to face and lips lymphnode 
swollen in armpit

COVID19 VACCINE MODERNA 0919154-1 30-39 years 0 days

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.

COVID19 VACCINE MODERNA 0919721-1 40-49 years 0 days
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.

COVID19 VACCINE MODERNA 0921504-1 18-29 years 0 days
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.""

COVID19 VACCINE MODERNA 0924709-1 50-59 years 0 days

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



COVID19 VACCINE MODERNA 0925765-1 30-39 years 0 days 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.

COVID19 VACCINE MODERNA 0925973-1 18-29 years 0 days

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.

COVID19 VACCINE MODERNA 0926004-1 60-64 years 0 days
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

COVID19 VACCINE MODERNA 0926300-1 30-39 years 0 days Facial palsy, feeling cold, oral numbness

COVID19 VACCINE MODERNA 0926703-1 30-39 years 0 days

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.

COVID19 VACCINE MODERNA 0928037-1 30-39 years 0 days

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.

COVID19 VACCINE MODERNA 0930167-1 65+ years 0 days 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.

COVID19 VACCINE MODERNA 0931440-1 40-49 years 0 days Significant fatigue, myalgias, nausea, headache, sore throat, arm soreness

COVID19 VACCINE MODERNA 0932034-1 30-39 years 0 days
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.

COVID19 VACCINE MODERNA 0932367-1 50-59 years 0 days
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

COVID19 VACCINE MODERNA 0933771-1 30-39 years 0 days
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



COVID19 VACCINE MODERNA 0934729-1 40-49 years 0 days

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.""

COVID19 VACCINE MODERNA 0935133-1 18-29 years 0 days

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.

COVID19 VACCINE MODERNA 0938791-1 40-49 years 0 days Bells Palsy



COVID19 VACCINE MODERNA 0941214-1 30-39 years 0 days

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 pre-
existing 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.

COVID19 VACCINE MODERNA 0941295-1 30-39 years 0 days

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.

COVID19 VACCINE MODERNA 0942179-1 30-39 years 0 days

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.

COVID19 VACCINE MODERNA 0942586-1 50-59 years 0 days

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.



COVID19 VACCINE MODERNA 0944949-1 40-49 years 0 days Seizure,numbness on whole right side,back pain, face droop,extreme fatigue,dizziness,headache,pain in 
shoulder

COVID19 VACCINE MODERNA 0945336-1 65+ years 0 days
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.

COVID19 VACCINE MODERNA 0946271-1 18-29 years 0 days
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......

COVID19 VACCINE MODERNA 0946481-1 50-59 years 0 days
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.""

COVID19 VACCINE MODERNA 0951964-1 40-49 years 0 days

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 (mRNA-
1273) 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.

COVID19 VACCINE MODERNA 0959230-1 65+ years 0 days Bell?s Palsy left side face/ swelling in head/ brain Tele. Dr instructions antiviral if continues and visit in 
person

COVID19 VACCINE MODERNA 0964908-1 60-64 years 0 days vaccination site pain, hand paralyzed, flu like symptoms, weakness, sore throat, overall unwell feeling
COVID19 VACCINE MODERNA 0967821-1 18-29 years 0 days Full right side paralyzed, facial pain, shooting body pain



COVID19 VACCINE MODERNA 0976543-1 65+ years 0 days

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.

COVID19 VACCINE MODERNA 0976545-1 Unknown 0 days

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 COVID-
19 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.



COVID19 VACCINE MODERNA 0980584-1 Unknown 0 days

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.

COVID19 VACCINE MODERNA 0982187-1 40-49 years 0 days 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

COVID19 VACCINE MODERNA 0986155-1 65+ years 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.

COVID19 VACCINE MODERNA 0987423-1 65+ years 0 days

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.

COVID19 VACCINE MODERNA 0989665-1 40-49 years 0 days
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

COVID19 VACCINE MODERNA 1002073-1 65+ years 0 days

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.



COVID19 VACCINE MODERNA 1004199-1 Unknown 0 days

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 from injection 



COVID19 VACCINE MODERNA 1017076-1 18-29 years 0 days

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.



COVID19 VACCINE MODERNA 1026005-1 50-59 years 0 days

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 (mRNA-
1273) 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.""

COVID19 VACCINE MODERNA 1027586-1 40-49 years 0 days PAIN TO ARM AND NECK. THEN DROOPING ON RIGHT SIDE OF FACE



COVID19 VACCINE MODERNA 1030023-1 40-49 years 0 days

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 43-
year-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 



COVID19 VACCINE MODERNA 1032578-1 65+ years 0 days

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.""

COVID19 VACCINE MODERNA 1040803-1 65+ years 0 days

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.

COVID19 VACCINE MODERNA 1045545-1 Unknown 0 days

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.



COVID19 VACCINE MODERNA 1045735-1 18-29 years 0 days

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.

COVID19 VACCINE MODERNA 1047039-1 50-59 years 0 days 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.

COVID19 VACCINE MODERNA 1048941-1 50-59 years 0 days right sided bells palsy for 2 days

COVID19 VACCINE MODERNA 1049191-1 50-59 years 0 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

COVID19 VACCINE MODERNA 1050028-1 65+ years 0 days Bell's Palsey, paralysis left side of face

COVID19 VACCINE MODERNA 1051270-1 65+ years 0 days

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.""

COVID19 VACCINE MODERNA 1052774-1 65+ years 0 days
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.



COVID19 VACCINE MODERNA 1056177-1 30-39 years 0 days

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.

COVID19 VACCINE MODERNA 1057377-1 65+ years 0 days

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.

COVID19 VACCINE MODERNA 1068362-1 Unknown 0 days

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 (mRNA-
1273) 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.



COVID19 VACCINE MODERNA 1069632-1 50-59 years 0 days

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.

COVID19 VACCINE MODERNA 1070583-1 65+ years 0 days

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.

COVID19 VACCINE MODERNA 1071122-1 Unknown 0 days

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-Feb-2021, 
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.



COVID19 VACCINE MODERNA 1073473-1 Unknown 0 days

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 COVID-
19 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.

COVID19 VACCINE MODERNA 1074598-1 Unknown 0 days

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.

COVID19 VACCINE MODERNA 1080669-1 Unknown 0 days

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 (mRNA-
1273) 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.



COVID19 VACCINE MODERNA 1081740-1 Unknown 0 days

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.

COVID19 VACCINE MODERNA 1086024-1 50-59 years 0 days

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.

COVID19 VACCINE MODERNA 1093414-1 65+ years 0 days

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.

COVID19 VACCINE MODERNA 1093561-1 60-64 years 0 days Loss use of entire right side
COVID19 VACCINE MODERNA 1094159-1 65+ years 0 days Motor paralysis of the left foot. Could not move at all.: dorsiflex, plantar flex, invert, or evert

COVID19 VACCINE MODERNA 1095879-1 40-49 years 0 days Diagnosed with Bell's Palsy and having headache.  On Saturday went to ER, did CT scan . Saw PCP on 
Monday.

COVID19 VACCINE MODERNA 1097867-1 30-39 years 0 days

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

COVID19 VACCINE MODERNA 1098995-1 30-39 years 0 days

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.



COVID19 VACCINE MODERNA 1100211-1 Unknown 0 days

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 COVID-
19 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.

COVID19 VACCINE MODERNA 1100258-1 50-59 years 0 days

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.

COVID19 VACCINE MODERNA 1100745-1 65+ years 0 days
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



COVID19 VACCINE MODERNA 1101145-1 50-59 years 0 days

Facial paralysis; Bradycardia; Weakness on his right arm and right leg; Some difficulty talking; right leg is 
numb; Sees blurry; Severe headache; A spontaneous report was received from a paramedic who was a 59-
year-old, male patient who received Moderna's COVID-19 vaccine (mRNA-1273) and who experienced sees 
blurry, bradycardia, facial paralysis, weakness on his right arm and right leg, right leg is numb, some 
difficulty talking and severe headache.  The patient's medical history was not provided. Relevant 
concomitant medications included insulin, metformin, statins and losartan.  On 07-Jan-2021, the patient 
received their first of two planned doses of mRNA-1273 (Lot number: 011L20A) in the left arm intramuscularly 
for prophylaxis of COVID-19 infection.   On 07-Jan-2021, post vaccination, the patient reported he experienced 
some eye issues and that his vision was blurry and that he had a severe headache. On 23-Jan-2021, the 
patient stated he was admitted into the hospital for 36 hours. He had facial paralysis, bradycardia, weakness 
in his right arm and leg, difficulty talking, and his right leg was numb. Per the patient, they thought he was 
having a stroke but the results of all the tests showed he did not have a stroke. The hospital discharged him 
and instructed him to follow up with a neurologist.   Treatment included, prednisone, valtrex and unspecified 
medication to calm down.  Action taken with mRNA-1273 in response to the events was unknown.   The 
outcome of the events, sees blurry, bradycardia, facial paralysis, weakness on his right arm and right leg, 
right leg is numb, some difficulty talking and severe headache, were considered not recovered/not resolved.; 
Reporter's Comments: This case concerns a 59-year-old, male patient. who experienced serious events of 
vision blurred bradycardia, facial paralysis, hemiparesis, hypoesthesia, speech disorder and severe headache. 
The patient was admitted into the hospital for 36 hours and all the tests showed he did not have a stroke. 
He was instructed to follow up with a neurologist. Further information has been requested.

COVID19 VACCINE MODERNA 1101161-1 65+ years 0 days

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 mRNA-1273 
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.



COVID19 VACCINE MODERNA 1103902-1 30-39 years 0 days

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

COVID19 VACCINE MODERNA 1107197-1 Unknown 0 days

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.



COVID19 VACCINE MODERNA 1111267-1 65+ years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0903318-1 30-39 years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0903916-1 30-39 years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0905777-1 30-39 years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0905797-1 18-29 years 0 days Sudden consent of right sided facial numbness paralysis

COVID19 VACCINE PFIZER\BIONTECH 0905946-1 30-39 years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0907586-1 40-49 years 0 days 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.

COVID19 VACCINE PFIZER\BIONTECH 0907825-1 50-59 years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0908465-1 30-39 years 0 days 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)



COVID19 VACCINE PFIZER\BIONTECH 0908767-1 30-39 years 0 days

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""

COVID19 VACCINE PFIZER\BIONTECH 0909273-1 18-29 years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0910296-1 40-49 years 0 days

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.



COVID19 VACCINE PFIZER\BIONTECH 0910302-1 30-39 years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0910902-1 40-49 years 0 days

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.""

COVID19 VACCINE PFIZER\BIONTECH 0911080-1 40-49 years 0 days Anxiety, headache, nausea, sweating approximately 15 minutes after injection. Observed 1 hour  emergency 
room then discharged.

COVID19 VACCINE PFIZER\BIONTECH 0911087-1 40-49 years 0 days
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.

COVID19 VACCINE PFIZER\BIONTECH 0915884-1 30-39 years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0916341-1 40-49 years 0 days

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.



COVID19 VACCINE PFIZER\BIONTECH 0916454-1 50-59 years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0916759-1 30-39 years 0 days

12/28/2020-1230 began feeling numbness/tingling left foot, left hand, left cheek (face), intermittent  1500- 
chest 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  12/30- 
tingling 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""

COVID19 VACCINE PFIZER\BIONTECH 0917879-1 60-64 years 0 days
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

COVID19 VACCINE PFIZER\BIONTECH 0918800-1 Unknown 0 days

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

COVID19 VACCINE PFIZER\BIONTECH 0918801-1 Unknown 0 days

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

COVID19 VACCINE PFIZER\BIONTECH 0918802-1 Unknown 0 days

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



COVID19 VACCINE PFIZER\BIONTECH 0918987-1 30-39 years 0 days Left sided facial weakness, numbness and tingling in face, cheek, tongue, jaw, and neck.  Diagnosed with Bells 
Palsy on 01/04/2021

COVID19 VACCINE PFIZER\BIONTECH 0919148-1 50-59 years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0920672-1 60-64 years 0 days

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.""

COVID19 VACCINE PFIZER\BIONTECH 0921633-1 18-29 years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0922503-1 65+ years 0 days 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.

COVID19 VACCINE PFIZER\BIONTECH 0922731-1 65+ years 0 days

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.""

COVID19 VACCINE PFIZER\BIONTECH 0922901-1 30-39 years 0 days
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.



COVID19 VACCINE PFIZER\BIONTECH 0923418-1 60-64 years 0 days

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.""

COVID19 VACCINE PFIZER\BIONTECH 0923506-1 30-39 years 0 days
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

COVID19 VACCINE PFIZER\BIONTECH 0924419-1 30-39 years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0924900-1 30-39 years 0 days

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 covid-19 
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.""



COVID19 VACCINE PFIZER\BIONTECH 0924922-1 Unknown 0 days

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.



COVID19 VACCINE PFIZER\BIONTECH 0925746-1 30-39 years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0927190-1 40-49 years 0 days 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.

COVID19 VACCINE PFIZER\BIONTECH 0928474-1 40-49 years 0 days 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



COVID19 VACCINE PFIZER\BIONTECH 0929173-1 65+ years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0930051-1 30-39 years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0930917-1 50-59 years 0 days
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.

COVID19 VACCINE PFIZER\BIONTECH 0931432-1 30-39 years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0932282-1 50-59 years 0 days
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.



COVID19 VACCINE PFIZER\BIONTECH 0932287-1 30-39 years 0 days

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. .

COVID19 VACCINE PFIZER\BIONTECH 0932865-1 60-64 years 0 days Sore arm, tender under arm, headache, nausea, joint pain, made Bell?s palsy start
COVID19 VACCINE PFIZER\BIONTECH 0934439-1 50-59 years 0 days Numbing of tongue, possibly  mild Bell's Palsy, and occurred about 7 minutes after vaccination

COVID19 VACCINE PFIZER\BIONTECH 0935271-1 40-49 years 0 days 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.

COVID19 VACCINE PFIZER\BIONTECH 0935574-1 40-49 years 0 days
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.

COVID19 VACCINE PFIZER\BIONTECH 0936417-1 30-39 years 0 days

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 COVID-19 
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.

COVID19 VACCINE PFIZER\BIONTECH 0937858-1 40-49 years 0 days Arm pain and weakness for 10 (ten) days.  600 and 800 mg doses of ibuprofen



COVID19 VACCINE PFIZER\BIONTECH 0938078-1 65+ years 0 days

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 non-
serious.; 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.

COVID19 VACCINE PFIZER\BIONTECH 0940838-1 40-49 years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0941619-1 65+ years 0 days
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.

COVID19 VACCINE PFIZER\BIONTECH 0941646-1 40-49 years 0 days

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.:""

COVID19 VACCINE PFIZER\BIONTECH 0941779-1 40-49 years 0 days
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

COVID19 VACCINE PFIZER\BIONTECH 0942035-1 30-39 years 0 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.

COVID19 VACCINE PFIZER\BIONTECH 0942300-1 30-39 years 0 days 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.



COVID19 VACCINE PFIZER\BIONTECH 0944038-1 40-49 years 0 days
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.

COVID19 VACCINE PFIZER\BIONTECH 0944618-1 30-39 years 0 days

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.""

COVID19 VACCINE PFIZER\BIONTECH 0946749-1 65+ years 0 days

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

COVID19 VACCINE PFIZER\BIONTECH 0949732-1 60-64 years 0 days 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

COVID19 VACCINE PFIZER\BIONTECH 0953081-1 18-29 years 0 days

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 (PFIZER-BIONTECH 
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.



COVID19 VACCINE PFIZER\BIONTECH 0953107-1 30-39 years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0953254-1 Unknown 0 days

[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):

COVID19 VACCINE PFIZER\BIONTECH 0956345-1 50-59 years 0 days 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.

COVID19 VACCINE PFIZER\BIONTECH 0960439-1 30-39 years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0964127-1 50-59 years 0 days Bell's palsy - left

COVID19 VACCINE PFIZER\BIONTECH 0965682-1 30-39 years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0970205-1 60-64 years 0 days Malaise, High Blood pressure, fainting, tachycardia, thready pulse, facial drooping, chest discomfort, 
disoriented, feeling a sense of impending doom.

COVID19 VACCINE PFIZER\BIONTECH 0970656-1 30-39 years 0 days extreme back pain, paralysis down arms



COVID19 VACCINE PFIZER\BIONTECH 0971529-1 30-39 years 0 days

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.



COVID19 VACCINE PFIZER\BIONTECH 0971540-1 30-39 years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0976778-1 40-49 years 0 days

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 42-
year-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.



COVID19 VACCINE PFIZER\BIONTECH 0976865-1 Unknown 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0990454-1 60-64 years 0 days

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.



COVID19 VACCINE PFIZER\BIONTECH 0994675-1 30-39 years 0 days

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.""



COVID19 VACCINE PFIZER\BIONTECH 0996740-1 30-39 years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0996796-1 40-49 years 0 days

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 Methyl-
prednisolone 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.

COVID19 VACCINE PFIZER\BIONTECH 0996918-1 30-39 years 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.



COVID19 VACCINE PFIZER\BIONTECH 0999069-1 50-59 years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1000209-1 40-49 years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1004380-1 40-49 years 0 days

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.



COVID19 VACCINE PFIZER\BIONTECH 1004433-1 50-59 years 0 days

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.""

COVID19 VACCINE PFIZER\BIONTECH 1004622-1 Unknown 0 days

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 non-
pregnant 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 (PFIZER-BIONTECH 
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.



COVID19 VACCINE PFIZER\BIONTECH 1010716-1 65+ years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1024368-1 30-39 years 0 days

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.



COVID19 VACCINE PFIZER\BIONTECH 1025013-1 65+ years 0 days

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 non-
pregnant 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.

COVID19 VACCINE PFIZER\BIONTECH 1030107-1 18-29 years 0 days

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.



COVID19 VACCINE PFIZER\BIONTECH 1034993-1 65+ years 0 days

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 40-
year-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.""



COVID19 VACCINE PFIZER\BIONTECH 1035517-1 65+ years 0 days

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 one-
day 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 up 



COVID19 VACCINE PFIZER\BIONTECH 1036182-1 65+ 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.""

COVID19 VACCINE PFIZER\BIONTECH 1042343-1 40-49 years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1043783-1 30-39 years 0 days
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.



COVID19 VACCINE PFIZER\BIONTECH 1045603-1 65+ years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1047391-1 30-39 years 0 days 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.

COVID19 VACCINE PFIZER\BIONTECH 1050009-1 65+ years 0 days Onset of Bell?s palsy 40 minutes after vaccine
COVID19 VACCINE PFIZER\BIONTECH 1050343-1 18-29 years 0 days tingling on left side of face, likely mild Bells Palsy
COVID19 VACCINE PFIZER\BIONTECH 1050423-1 40-49 years 0 days Drooping eye and mouth on left side of fave

COVID19 VACCINE PFIZER\BIONTECH 1050471-1 40-49 years 0 days
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.

COVID19 VACCINE PFIZER\BIONTECH 1051021-1 65+ years 0 days

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).

COVID19 VACCINE PFIZER\BIONTECH 1052742-1 65+ years 0 days Patient c/o of  weakness, malaise, body aches 2 days after receiving Pfizer vaccine.



COVID19 VACCINE PFIZER\BIONTECH 1058150-1 30-39 years 0 days

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 

COVID19 VACCINE PFIZER\BIONTECH 1058366-1 50-59 years 0 days

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

COVID19 VACCINE PFIZER\BIONTECH 1061380-1 65+ years 0 days
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

COVID19 VACCINE PFIZER\BIONTECH 1062260-1 65+ years 0 days 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



COVID19 VACCINE PFIZER\BIONTECH 1065133-1 65+ years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1072550-1 65+ years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1075322-1 65+ years 0 days

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 (PFIZER-
BIONTECH 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.""



COVID19 VACCINE PFIZER\BIONTECH 1086894-1 40-49 years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1089343-1 18-29 years 0 days 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.



COVID19 VACCINE PFIZER\BIONTECH 1090776-1 65+ years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1111307-1 40-49 years 0 days

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 (PFIZER-
BIONTECH 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.



COVID19 VACCINE PFIZER\BIONTECH 1121599-1 40-49 years 0 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1127472-1 65+ years 0 days

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

COVID19 VACCINE PFIZER\BIONTECH 1177384-1 65+ years 0 days

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.

COVID19 VACCINE JANSSEN 1092229-1 50-59 years 1 day 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.

COVID19 VACCINE JANSSEN 1094691-1 18-29 years 1 day 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.

COVID19 VACCINE JANSSEN 1115946-1 65+ years 1 day
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

COVID19 VACCINE JANSSEN 1136908-1 40-49 years 1 day Severe chills, shaking Fever of 101F  Knee partially paralyzed for 3 days in a row (difficulty walking) Severe 
headache

COVID19 VACCINE JANSSEN 1167057-1 40-49 years 1 day Pain at injection site, woke up next morning with double vision. With both eyes open, dizziness, loss of depth 
perception



COVID19 VACCINE MODERNA 0908917-1 40-49 years 1 day

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.

COVID19 VACCINE MODERNA 0910992-1 18-29 years 1 day

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.

COVID19 VACCINE MODERNA 0911898-1 30-39 years 1 day

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.

COVID19 VACCINE MODERNA 0913011-1 50-59 years 1 day
drooping OF LEFT EYE, twitching, weeping of left eye. Upper eyelid of left eye puffy and red. Chest tightness

COVID19 VACCINE MODERNA 0914133-1 30-39 years 1 day

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""

COVID19 VACCINE MODERNA 0914473-1 65+ years 1 day
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



COVID19 VACCINE MODERNA 0914521-1 30-39 years 1 day

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 

COVID19 VACCINE MODERNA 0917026-1 65+ years 1 day

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.

COVID19 VACCINE MODERNA 0917829-1 60-64 years 1 day Bells Palsy
COVID19 VACCINE MODERNA 0920323-1 60-64 years 1 day Developed left sided Bell's Palsy two days after receiving COVID vaccine

COVID19 VACCINE MODERNA 0921173-1 Unknown 1 day
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.

COVID19 VACCINE MODERNA 0922182-1 65+ years 1 day 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

COVID19 VACCINE MODERNA 0928083-1 40-49 years 1 day 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



COVID19 VACCINE MODERNA 0930515-1 30-39 years 1 day
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.

COVID19 VACCINE MODERNA 0930949-1 65+ years 1 day

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.

COVID19 VACCINE MODERNA 0932948-1 40-49 years 1 day 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.

COVID19 VACCINE MODERNA 0933793-1 50-59 years 1 day

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.

COVID19 VACCINE MODERNA 0934236-1 65+ years 1 day

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.

COVID19 VACCINE MODERNA 0934419-1 65+ years 1 day BELL'S  PALSY.

COVID19 VACCINE MODERNA 0934869-1 65+ years 1 day

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

COVID19 VACCINE MODERNA 0937613-1 50-59 years 1 day 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

COVID19 VACCINE MODERNA 0937921-1 30-39 years 1 day Bell's palsy L side of face impacting eye and partial of mouth; not resolved at this time

COVID19 VACCINE MODERNA 0941561-1 65+ years 1 day
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.

COVID19 VACCINE MODERNA 0951165-1 40-49 years 1 day
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.

COVID19 VACCINE MODERNA 0957637-1 50-59 years 1 day Fever up to 102.8, large area left arm firm painful and warm, Bell's Palsy, body aches, terrible headache X 3 
days

COVID19 VACCINE MODERNA 0958354-1 60-64 years 1 day

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.



COVID19 VACCINE MODERNA 0964244-1 40-49 years 1 day

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

COVID19 VACCINE MODERNA 0969818-1 18-29 years 1 day Bells Palsy on right side.

COVID19 VACCINE MODERNA 0987080-1 65+ years 1 day

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

COVID19 VACCINE MODERNA 0987242-1 40-49 years 1 day 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

COVID19 VACCINE MODERNA 0993055-1 60-64 years 1 day

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""

COVID19 VACCINE MODERNA 0993127-1 40-49 years 1 day

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

COVID19 VACCINE MODERNA 0995404-1 18-29 years 1 day
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.



COVID19 VACCINE MODERNA 1001430-1 50-59 years 1 day

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.

COVID19 VACCINE MODERNA 1022613-1 65+ years 1 day Bell's Palsy- steroids, Valtrex, speech therapy. ongoing left facial paralysis

COVID19 VACCINE MODERNA 1036591-1 65+ years 1 day
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.

COVID19 VACCINE MODERNA 1040539-1 Unknown 1 day

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 mRNA-
1273 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

COVID19 VACCINE MODERNA 1041155-1 65+ years 1 day

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.

COVID19 VACCINE MODERNA 1043358-1 65+ years 1 day Guillain Barre Syndrome

COVID19 VACCINE MODERNA 1046200-1 18-29 years 1 day 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

COVID19 VACCINE MODERNA 1046424-1 40-49 years 1 day Diagnosed Bell's Palsy. Facial paralysis.
COVID19 VACCINE MODERNA 1049432-1 60-64 years 1 day right parietal stroke--transient left-sided hemiplegia, dysarthia, agnosia, denial



COVID19 VACCINE MODERNA 1049515-1 40-49 years 1 day
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.

COVID19 VACCINE MODERNA 1049819-1 50-59 years 1 day

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

COVID19 VACCINE MODERNA 1050142-1 40-49 years 1 day 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.

COVID19 VACCINE MODERNA 1050993-1 Unknown 1 day

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.

COVID19 VACCINE MODERNA 1052478-1 65+ years 1 day
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.

COVID19 VACCINE MODERNA 1052523-1 18-29 years 1 day

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.

COVID19 VACCINE MODERNA 1052705-1 18-29 years 1 day

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



COVID19 VACCINE MODERNA 1053663-1 50-59 years 1 day

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-year-
old 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.

COVID19 VACCINE MODERNA 1060146-1 65+ years 1 day unresponsiveness, left hemiplegia, no evidence of stroke on imaging

COVID19 VACCINE MODERNA 1069814-1 65+ years 1 day
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

COVID19 VACCINE MODERNA 1071998-1 40-49 years 1 day

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.

COVID19 VACCINE MODERNA 1080152-1 65+ years 1 day

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 (mRNA-
1273) 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.""

COVID19 VACCINE MODERNA 1080751-1 60-64 years 1 day

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.



COVID19 VACCINE MODERNA 1086018-1 65+ years 1 day

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.

COVID19 VACCINE MODERNA 1086874-1 Unknown 1 day

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.

COVID19 VACCINE MODERNA 1086879-1 60-64 years 1 day

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 08-
JAN-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.



COVID19 VACCINE MODERNA 1086930-1 Unknown 1 day

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.

COVID19 VACCINE MODERNA 1086931-1 65+ years 1 day

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.

COVID19 VACCINE MODERNA 1090192-1 65+ years 1 day

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.



COVID19 VACCINE MODERNA 1093043-1 60-64 years 1 day

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.

COVID19 VACCINE MODERNA 1095848-1 65+ years 1 day

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.

COVID19 VACCINE MODERNA 1104792-1 65+ years 1 day Neurological impairment - unable to move extremities; hospitalized and symptoms continuing

COVID19 VACCINE MODERNA 1105196-1 65+ years 1 day
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.

COVID19 VACCINE MODERNA 1107538-1 60-64 years 1 day Right side face droop  -Hospital stay 2 days . Cleared on own after 4 days

COVID19 VACCINE MODERNA 1127847-1 65+ years 1 day

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.

COVID19 VACCINE PFIZER\BIONTECH 0903960-1 40-49 years 1 day
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.

COVID19 VACCINE PFIZER\BIONTECH 0907739-1 30-39 years 1 day
Mild headache, mild fatigue, dry non productive cough, soreness in injection site, and 100.6 ¶F temperature.

COVID19 VACCINE PFIZER\BIONTECH 0908961-1 30-39 years 1 day Developed Bell's Palsy symptoms on the left side of my face almost exactly 24 hours after vaccine 
administered

COVID19 VACCINE PFIZER\BIONTECH 0910564-1 40-49 years 1 day Bell?s Palsy to the left side of my face. Woke up Wednesday morning with symptoms.

COVID19 VACCINE PFIZER\BIONTECH 0913644-1 30-39 years 1 day

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.

COVID19 VACCINE PFIZER\BIONTECH 0918233-1 50-59 years 1 day

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.



COVID19 VACCINE PFIZER\BIONTECH 0918899-1 40-49 years 1 day

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.

COVID19 VACCINE PFIZER\BIONTECH 0923324-1 60-64 years 1 day

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 (PFIZER-
BIONTECH 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.

COVID19 VACCINE PFIZER\BIONTECH 0923341-1 Unknown 1 day

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.

COVID19 VACCINE PFIZER\BIONTECH 0924648-1 40-49 years 1 day bells palsy of right eye

COVID19 VACCINE PFIZER\BIONTECH 0926808-1 30-39 years 1 day

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.

COVID19 VACCINE PFIZER\BIONTECH 0932343-1 30-39 years 1 day Bell?s palsy the morning after the vaccination administration with left facial droop, left lip swelling

COVID19 VACCINE PFIZER\BIONTECH 0932371-1 40-49 years 1 day

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.

COVID19 VACCINE PFIZER\BIONTECH 0933065-1 18-29 years 1 day Fatigue, body aches, headache, low grade fever, arm pain, axillary pain

COVID19 VACCINE PFIZER\BIONTECH 0933755-1 18-29 years 1 day Numbness and tingling bil upper extremities, seizure, temporary paralysis R arm. Started day after vaccine 
given, was observed overnight in hospital.

COVID19 VACCINE PFIZER\BIONTECH 0936398-1 40-49 years 1 day L. Bell's palsy - eyelid drooping, weakness in L cheek and mouth, started about 28 hours after dose #2 of the 
Pfizer-BioNTech vaccine

COVID19 VACCINE PFIZER\BIONTECH 0936799-1 50-59 years 1 day Bell's Palsy

COVID19 VACCINE PFIZER\BIONTECH 0940287-1 40-49 years 1 day 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.



COVID19 VACCINE PFIZER\BIONTECH 0945022-1 18-29 years 1 day

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.

COVID19 VACCINE PFIZER\BIONTECH 0953592-1 30-39 years 1 day

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.

COVID19 VACCINE PFIZER\BIONTECH 0960018-1 65+ years 1 day

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 anti-
platelet therapy for 21 days followed by monotherapy of Plavix for stroke prevention.   Patient was stable 
discharge to home 1/12/21

COVID19 VACCINE PFIZER\BIONTECH 0965303-1 65+ years 1 day BELLS PALSEY RIGHT SIDE OF FACE DROPPED

COVID19 VACCINE PFIZER\BIONTECH 0968136-1 50-59 years 1 day 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.

COVID19 VACCINE PFIZER\BIONTECH 0977839-1 50-59 years 1 day 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.

COVID19 VACCINE PFIZER\BIONTECH 0978028-1 65+ years 1 day Resident noted with left eye drooping on 1/26/21. On 1/27/21, resident has left eye and mouth drooping.

COVID19 VACCINE PFIZER\BIONTECH 0982911-1 65+ years 1 day Patient presented to hospital 1 day following vaccination with slurred speech, left sided weakness, and left 
gaze preference concerning for acute neurologic injury.

COVID19 VACCINE PFIZER\BIONTECH 0986036-1 30-39 years 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 37-year-
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.



COVID19 VACCINE PFIZER\BIONTECH 0996923-1 65+ years 1 day

Possible Bells Palsy; This is a spontaneous report from contactable other healthcare professional (HCP). A 66-
years-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.

COVID19 VACCINE PFIZER\BIONTECH 0999315-1 65+ years 1 day
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.

COVID19 VACCINE PFIZER\BIONTECH 1000212-1 30-39 years 1 day

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 COVID-
19 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.



COVID19 VACCINE PFIZER\BIONTECH 1000658-1 65+ years 1 day

Stroke; leukemia; This is a spontaneous report from a contactable consumer. This consumer reported for a 68-
year-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 

COVID19 VACCINE PFIZER\BIONTECH 1017156-1 65+ years 1 day 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.



COVID19 VACCINE PFIZER\BIONTECH 1020134-1 60-64 years 1 day

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 



COVID19 VACCINE PFIZER\BIONTECH 1020733-1 65+ years 1 day

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.



COVID19 VACCINE PFIZER\BIONTECH 1021998-1 65+ years 1 day

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 vaccine 

COVID19 VACCINE PFIZER\BIONTECH 1026163-1 65+ years 1 day

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.

COVID19 VACCINE PFIZER\BIONTECH 1033202-1 65+ years 1 day Patient was hospitalized for Guillain-Barre syndrome

COVID19 VACCINE PFIZER\BIONTECH 1034989-1 65+ years 1 day

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.



COVID19 VACCINE PFIZER\BIONTECH 1037826-1 50-59 years 1 day

Bell's Palsy; This is a spontaneous report from a contactable other health care professional (patient). A 51-
year-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.

COVID19 VACCINE PFIZER\BIONTECH 1037851-1 65+ years 1 day

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 COVID-
19 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.

COVID19 VACCINE PFIZER\BIONTECH 1041694-1 65+ years 1 day bilateral facial paralysis, Treatment: Immune Globulin - 5 infusions, steroid, anti-viral; recovering; 6 days

COVID19 VACCINE PFIZER\BIONTECH 1043570-1 40-49 years 1 day Patient suffered ICH within 24 hours of receiving COVID vaccine. Symptoms include facial droop and mild 
dysarthria. Admitted to Neuro ICU for monitoring.

COVID19 VACCINE PFIZER\BIONTECH 1044078-1 30-39 years 1 day 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

COVID19 VACCINE PFIZER\BIONTECH 1046073-1 40-49 years 1 day

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.

COVID19 VACCINE PFIZER\BIONTECH 1046405-1 65+ years 1 day

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).



COVID19 VACCINE PFIZER\BIONTECH 1047170-1 65+ years 1 day

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.

COVID19 VACCINE PFIZER\BIONTECH 1047429-1 40-49 years 1 day

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.

COVID19 VACCINE PFIZER\BIONTECH 1049964-1 65+ years 1 day
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.

COVID19 VACCINE PFIZER\BIONTECH 1051560-1 65+ years 1 day

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""



COVID19 VACCINE PFIZER\BIONTECH 1052370-1 65+ years 1 day

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.

COVID19 VACCINE PFIZER\BIONTECH 1054424-1 65+ years 1 day

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.

COVID19 VACCINE PFIZER\BIONTECH 1062226-1 65+ years 1 day

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.

COVID19 VACCINE PFIZER\BIONTECH 1063702-1 65+ years 1 day 24 hours later : left-sided facial droop, limb ataxia bilaterally, and mild to moderate dysarthria.



COVID19 VACCINE PFIZER\BIONTECH 1070730-1 65+ years 1 day

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.

COVID19 VACCINE PFIZER\BIONTECH 1074536-1 65+ years 1 day 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

COVID19 VACCINE PFIZER\BIONTECH 1076916-1 30-39 years 1 day

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.""



COVID19 VACCINE PFIZER\BIONTECH 1091627-1 65+ years 1 day

Left ear hurt 11 pm 1-25-21; Violent pain/claws ripping flesh off half of face/head 2 am 1/26/21; non-
amblitory, 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

COVID19 VACCINE PFIZER\BIONTECH 1113686-1 65+ years 1 day

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.

COVID19 VACCINE PFIZER\BIONTECH 1113924-1 65+ years 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-years-
old, 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 non-
serious by the reporter.



COVID19 VACCINE
UNKNOWN 

MANUFACTURER 0951557-1 65+ years 1 day

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.

COVID19 VACCINE MODERNA 0909925-1 50-59 years 2 days

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

( 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

COVID19 VACCINE MODERNA 0928313-1 Unknown 2 days
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.

COVID19 VACCINE MODERNA 0935995-1 50-59 years 2 days
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.

COVID19 VACCINE MODERNA 0941920-1 18-29 years 2 days 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.



COVID19 VACCINE MODERNA 0968026-1 30-39 years 2 days
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.

COVID19 VACCINE MODERNA 0970504-1 18-29 years 2 days 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

COVID19 VACCINE MODERNA 0983745-1 65+ years 2 days

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.

COVID19 VACCINE MODERNA 0985773-1 65+ years 2 days

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.

COVID19 VACCINE MODERNA 0990354-1 Unknown 2 days

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.

COVID19 VACCINE MODERNA 0990357-1 Unknown 2 days

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.

COVID19 VACCINE MODERNA 0995411-1 65+ years 2 days Patient developed Belly palsy with right side facial droop after receiving 2nd shot of her Moderna vaccine
COVID19 VACCINE MODERNA 1020784-1 65+ years 2 days Paralysis  swelling. Seizure,  lost eye sight,  partial speech  ! And is bed riding and loss of balance
COVID19 VACCINE MODERNA 1026074-1 65+ years 2 days left side facial drooping, unable to close left eye,  mouth  droop
COVID19 VACCINE MODERNA 1029610-1 65+ years 2 days Right sided weakness and right facial droop



COVID19 VACCINE MODERNA 1040541-1 65+ years 2 days

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.

COVID19 VACCINE MODERNA 1049792-1 65+ years 2 days 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.

COVID19 VACCINE MODERNA 1066785-1 65+ years 2 days Bells palsy developed 2 d later.

COVID19 VACCINE MODERNA 1083159-1 65+ years 2 days
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

COVID19 VACCINE MODERNA 1087234-1 50-59 years 2 days Joint pain in elbow and wrist paralysis in fingers

COVID19 VACCINE MODERNA 1100271-1 65+ years 2 days

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.

COVID19 VACCINE MODERNA 1126222-1 60-64 years 2 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0909354-1 50-59 years 2 days Headache and general fatigue

COVID19 VACCINE PFIZER\BIONTECH 0910185-1 40-49 years 2 days

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.



COVID19 VACCINE PFIZER\BIONTECH 0913845-1 40-49 years 2 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0916073-1 30-39 years 2 days Subjective left facial muscle weakness/numbness two days after vaccine. Treated with prednisone, 
valacyclovir for presumed Bell's Palsy.

COVID19 VACCINE PFIZER\BIONTECH 0918597-1 40-49 years 2 days 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.

COVID19 VACCINE PFIZER\BIONTECH 0928688-1 65+ years 2 days Numbness, drooping mouth and nose area.....Bells Palsy
COVID19 VACCINE PFIZER\BIONTECH 0929337-1 65+ years 2 days Development of Bells Palsy approximately 48 hours after initial (dose 1) vaccination with Pfizer vaccine.

COVID19 VACCINE PFIZER\BIONTECH 0930423-1 65+ years 2 days

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

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..

COVID19 VACCINE PFIZER\BIONTECH 0932421-1 65+ years 2 days 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.

COVID19 VACCINE PFIZER\BIONTECH 0933636-1 18-29 years 2 days Left sided facial drooping, facial numbness, visual changes. Diagnosed with Bell's Palsy related to Covid 
vaccine. Onset 1/1/2021.

COVID19 VACCINE PFIZER\BIONTECH 0935924-1 18-29 years 2 days
R side facial paralysis starting 48 hours after second dose of vaccine, diagnosed through ED visit as Bells Palsy

COVID19 VACCINE PFIZER\BIONTECH 0938830-1 50-59 years 2 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0940475-1 50-59 years 2 days

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 .



COVID19 VACCINE PFIZER\BIONTECH 0941120-1 30-39 years 2 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0950174-1 50-59 years 2 days Bell's Palsy

COVID19 VACCINE PFIZER\BIONTECH 0977074-1 30-39 years 2 days
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.

COVID19 VACCINE PFIZER\BIONTECH 0986100-1 65+ years 2 days

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.""

COVID19 VACCINE PFIZER\BIONTECH 1003132-1 65+ years 2 days 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.

COVID19 VACCINE PFIZER\BIONTECH 1004449-1 40-49 years 2 days

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.



COVID19 VACCINE PFIZER\BIONTECH 1017099-1 50-59 years 2 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1022053-1 30-39 years 2 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1031485-1 65+ years 2 days

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 COVID-
19 prior to vaccination. Patient had not been tested for COVID-19 since the vaccination.



COVID19 VACCINE PFIZER\BIONTECH 1037834-1 50-59 years 2 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1045622-1 18-29 years 2 days

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 22-year-
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.""

COVID19 VACCINE PFIZER\BIONTECH 1046104-1 30-39 years 2 days nausea, vomiting, fatigue, HA, dizziness, Bel's Palsy
COVID19 VACCINE PFIZER\BIONTECH 1058683-1 18-29 years 2 days Guillian Barre Syndrome with asystole for 20 seconds

COVID19 VACCINE PFIZER\BIONTECH 1058733-1 65+ years 2 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1068251-1 65+ years 2 days

Developed Belle's Palsy within 48 hours; This is a spontaneous report from contactable consumers. An 85-
year-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.



COVID19 VACCINE PFIZER\BIONTECH 1070764-1 60-64 years 2 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1092340-1 18-29 years 2 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1094566-1 65+ years 2 days
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.



COVID19 VACCINE PFIZER\BIONTECH 1111306-1 65+ years 2 days

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 (COVID-19) 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 Investigators, 

COVID19 VACCINE JANSSEN 1160996-1 40-49 years 3 days

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

COVID19 VACCINE MODERNA 0910069-1 30-39 years 3 days Possible Bell's Palsy Rx of Prednisone 60mg Daily x7 days Valacyclovir 1000mg TID x7 days
COVID19 VACCINE MODERNA 0914312-1 50-59 years 3 days Bells Palsy with right sided facial weakness

COVID19 VACCINE MODERNA 0925932-1 18-29 years 3 days 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.

COVID19 VACCINE MODERNA 0935338-1 40-49 years 3 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.""



COVID19 VACCINE MODERNA 0941638-1 30-39 years 3 days

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.

COVID19 VACCINE MODERNA 0951799-1 50-59 years 3 days

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.

COVID19 VACCINE MODERNA 0959080-1 18-29 years 3 days Chills, fever, loss of appetite, Bell?s palsy , headaches

COVID19 VACCINE MODERNA 0977362-1 50-59 years 3 days

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

COVID19 VACCINE MODERNA 0985751-1 65+ years 3 days

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.

COVID19 VACCINE MODERNA 0989170-1 60-64 years 3 days Left arm tingling and numbness - continues today.  Left eye droopiness - x 1.5 weeks.  Resolved.
COVID19 VACCINE MODERNA 0991900-1 40-49 years 3 days Diagnosed with Bells Palsey

COVID19 VACCINE MODERNA 1014517-1 65+ years 3 days 3 d post vaccine hospitalized with orthostatic hypotension and vertigo 5 d post vaccine developed R face Bells 
Palsey

COVID19 VACCINE MODERNA 1037722-1 Unknown 3 days

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 (mRNA-
1273) 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 mRNA-
1273 (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.

COVID19 VACCINE MODERNA 1049711-1 65+ years 3 days Bells Palsy right side of face, sx. almost gone on 2/23/2021



COVID19 VACCINE MODERNA 1074154-1 60-64 years 3 days

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.

COVID19 VACCINE MODERNA 1094047-1 65+ years 3 days

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.

COVID19 VACCINE MODERNA 1106167-1 65+ years 3 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0907376-1 18-29 years 3 days
I was dx with possible bell palsy mainly effecting my right eye. I was prescribed  prednisone and famciclovir.



COVID19 VACCINE PFIZER\BIONTECH 0910639-1 18-29 years 3 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0913221-1 40-49 years 3 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0918637-1 40-49 years 3 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0919436-1 18-29 years 3 days Bell?s palsy, right side of face is numb, with difficulty closing eyes, smiling, raising eyebrows, eating, drinking, 
swallowing.

COVID19 VACCINE PFIZER\BIONTECH 0924746-1 50-59 years 3 days 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.

COVID19 VACCINE PFIZER\BIONTECH 0929976-1 40-49 years 3 days Headache, Fatigue- on day 2 Bels Palsy- Day 4



COVID19 VACCINE PFIZER\BIONTECH 0933275-1 40-49 years 3 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0934342-1 30-39 years 3 days balls palsy headache arm sore
COVID19 VACCINE PFIZER\BIONTECH 0934350-1 30-39 years 3 days balls palsy headache sore arm

COVID19 VACCINE PFIZER\BIONTECH 0935137-1 50-59 years 3 days
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.

COVID19 VACCINE PFIZER\BIONTECH 0938126-1 30-39 years 3 days

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.



COVID19 VACCINE PFIZER\BIONTECH 0944269-1 Unknown 3 days

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

COVID19 VACCINE PFIZER\BIONTECH 0946167-1 40-49 years 3 days
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.

COVID19 VACCINE PFIZER\BIONTECH 0977227-1 40-49 years 3 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0977593-1 65+ years 3 days

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 right-
sided 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.



COVID19 VACCINE PFIZER\BIONTECH 0994676-1 65+ years 3 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1011070-1 40-49 years 3 days Left fourth cranial nerve palsy and double vision.

COVID19 VACCINE PFIZER\BIONTECH 1017828-1 65+ years 3 days

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.



COVID19 VACCINE PFIZER\BIONTECH 1056641-1 65+ years 3 days

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 (PFIZER-
BIONTECH 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 



COVID19 VACCINE PFIZER\BIONTECH 1062245-1 65+ years 3 days

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.""

COVID19 VACCINE PFIZER\BIONTECH 1069806-1 40-49 years 3 days

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



COVID19 VACCINE PFIZER\BIONTECH 1076820-1 40-49 years 3 days

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.""

COVID19 VACCINE PFIZER\BIONTECH 1081754-1 65+ years 3 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1106310-1 40-49 years 3 days

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.

COVID19 VACCINE JANSSEN 1105817-1 60-64 years 4 days Bells Palsey symptoms have returned. Right side of my face twitching and drooping



COVID19 VACCINE JANSSEN 1126402-1 65+ years 4 days

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.

COVID19 VACCINE MODERNA 0918076-1 50-59 years 4 days Resident noted with right sided facial swelling and lip droop. diagnosed as bells Palsy

COVID19 VACCINE MODERNA 0937299-1 18-29 years 4 days
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.

COVID19 VACCINE MODERNA 0967529-1 40-49 years 4 days
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.

COVID19 VACCINE MODERNA 0982227-1 65+ years 4 days
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.

COVID19 VACCINE MODERNA 0984998-1 40-49 years 4 days Pt diagnosed with Bell's Palsy 3 days after receiving dose

COVID19 VACCINE MODERNA 1007629-1 40-49 years 4 days

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.

COVID19 VACCINE MODERNA 1026794-1 65+ years 4 days Left facial droop. Sent to Emergency Department via EMS 1/19/2021.

COVID19 VACCINE MODERNA 1056481-1 Unknown 4 days

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.

COVID19 VACCINE MODERNA 1078287-1 65+ years 4 days 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.

COVID19 VACCINE MODERNA 1078636-1 65+ years 4 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0907907-1 40-49 years 4 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0908785-1 30-39 years 4 days 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.

COVID19 VACCINE PFIZER\BIONTECH 0911677-1 40-49 years 4 days
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.

COVID19 VACCINE PFIZER\BIONTECH 0911765-1 40-49 years 4 days 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.



COVID19 VACCINE PFIZER\BIONTECH 0920996-1 50-59 years 4 days

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 COVID-
19 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.

COVID19 VACCINE PFIZER\BIONTECH 0925583-1 30-39 years 4 days transient right sided facial droop lasting 2-3 seconds 4 days after COVID-19 shot #1 of 2

COVID19 VACCINE PFIZER\BIONTECH 0930185-1 18-29 years 4 days
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.""

COVID19 VACCINE PFIZER\BIONTECH 0938568-1 65+ years 4 days Went to ED on 1/11 and diagnosed with Bell's Palsy.  Ordered eye drops and an eye patch to sleep

COVID19 VACCINE PFIZER\BIONTECH 0938601-1 65+ years 4 days Patient went to ED on 1/11 and was diagnosed with Bell's Palsy.  Doctor ordered eye drops and an eye patch 
at night.

COVID19 VACCINE PFIZER\BIONTECH 0938805-1 40-49 years 4 days
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.

COVID19 VACCINE PFIZER\BIONTECH 0944828-1 Unknown 4 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0944835-1 30-39 years 4 days 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.

COVID19 VACCINE PFIZER\BIONTECH 0958926-1 50-59 years 4 days 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 0966828-1 30-39 years 4 days Acute sensory-motor neuropathy symptoms. Appears consistent with a mild Gullian Barre Syndrome
COVID19 VACCINE PFIZER\BIONTECH 0991336-1 65+ years 4 days Systemic: Other- Bells Palsey diagnosed 1/26/21 at hospital



COVID19 VACCINE PFIZER\BIONTECH 0996921-1 30-39 years 4 days

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 (PFIZER-
BIONTECH 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.

COVID19 VACCINE PFIZER\BIONTECH 0998616-1 50-59 years 4 days

**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

COVID19 VACCINE PFIZER\BIONTECH 1041319-1 65+ years 4 days
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.

COVID19 VACCINE PFIZER\BIONTECH 1045641-1 65+ years 4 days

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-years-
old) 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.



COVID19 VACCINE PFIZER\BIONTECH 1048679-1 65+ years 4 days

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 Tuesday, 02Feb2021, 



COVID19 VACCINE PFIZER\BIONTECH 1056640-1 65+ years 4 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1060454-1 60-64 years 4 days

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.



COVID19 VACCINE PFIZER\BIONTECH 1062208-1 30-39 years 4 days

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.""

COVID19 VACCINE JANSSEN 1116977-1 40-49 years 5 days Sore arm for two days. Diarrhea. Developed Bell's Palsy after six days.

COVID19 VACCINE JANSSEN 1181925-1 50-59 years 5 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.

COVID19 VACCINE MODERNA 0919675-1 18-29 years 5 days Bell?s Palsy. Right-sided facial drooping. Numbness to right face. Excessive tearing of right eye associated 
with inability to blink right eye.

COVID19 VACCINE MODERNA 0925834-1 50-59 years 5 days Facial drooping  No treatment Symptoms have improved but not completely resolved.

COVID19 VACCINE MODERNA 0931173-1 60-64 years 5 days Patient developed 3rd cranial nerve palsy on right eye.  Pt had a CT and reports no aneurysm or 
abnormalities.

COVID19 VACCINE MODERNA 0943436-1 65+ years 5 days 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



COVID19 VACCINE MODERNA 0964184-1 60-64 years 5 days

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

COVID19 VACCINE MODERNA 0971665-1 60-64 years 5 days

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).

COVID19 VACCINE MODERNA 0982023-1 60-64 years 5 days

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.

COVID19 VACCINE MODERNA 1017355-1 65+ years 5 days Right side vocal cord paralysis

COVID19 VACCINE MODERNA 1023583-1 40-49 years 5 days 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.

COVID19 VACCINE MODERNA 1042766-1 65+ years 5 days 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.

COVID19 VACCINE MODERNA 1049971-1 60-64 years 5 days Onset of Bell's Palsy about 5 days after immunization.
COVID19 VACCINE MODERNA 1063862-1 50-59 years 5 days Bell?s palsy

COVID19 VACCINE MODERNA 1091544-1 65+ years 5 days
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.

COVID19 VACCINE PFIZER\BIONTECH 0928572-1 65+ years 5 days
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

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.

COVID19 VACCINE PFIZER\BIONTECH 0935647-1 18-29 years 5 days Swollen Lymph node with tenderness to above right clavicle. I currently still have swollen lymph with no 
pain. Tenderness to posterior arm.

COVID19 VACCINE PFIZER\BIONTECH 0938068-1 40-49 years 5 days

patient developed acute onset of right-sided facial palsy and pain; 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; 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.



COVID19 VACCINE PFIZER\BIONTECH 0938471-1 50-59 years 5 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0940640-1 40-49 years 5 days
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.

COVID19 VACCINE PFIZER\BIONTECH 0940809-1 60-64 years 5 days

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 



COVID19 VACCINE PFIZER\BIONTECH 0955869-1 60-64 years 5 days

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.""

COVID19 VACCINE PFIZER\BIONTECH 0970323-1 18-29 years 5 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0970714-1 40-49 years 5 days 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.

COVID19 VACCINE PFIZER\BIONTECH 0983425-1 40-49 years 5 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0993678-1 50-59 years 5 days

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.



COVID19 VACCINE PFIZER\BIONTECH 1000231-1 40-49 years 5 days

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.""

COVID19 VACCINE PFIZER\BIONTECH 1012382-1 40-49 years 5 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1024274-1 65+ years 5 days

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



COVID19 VACCINE PFIZER\BIONTECH 1037842-1 65+ years 5 days

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 to the Pfizer 

COVID19 VACCINE PFIZER\BIONTECH 1052844-1 65+ years 5 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1054524-1 65+ years 5 days 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

COVID19 VACCINE PFIZER\BIONTECH 1056192-1 30-39 years 5 days

Left side of face started to droop; This is a spontaneous report from a contactable consumer (patient). A 30-
year-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.



COVID19 VACCINE PFIZER\BIONTECH 1056639-1 Unknown 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.""

COVID19 VACCINE PFIZER\BIONTECH 1058153-1 65+ years 5 days

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.""

COVID19 VACCINE PFIZER\BIONTECH 1067385-1 65+ years 5 days Paralysis of face

COVID19 VACCINE PFIZER\BIONTECH 1068265-1 65+ years 5 days

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.



COVID19 VACCINE PFIZER\BIONTECH 1086367-1 50-59 years 5 days Guillian Barre Syndrome

COVID19 VACCINE PFIZER\BIONTECH 1113948-1 50-59 years 5 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1113964-1 50-59 years 5 days

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.

COVID19 VACCINE JANSSEN 1106370-1 18-29 years 6 days

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.

COVID19 VACCINE JANSSEN 1125375-1 40-49 years 6 days

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.

COVID19 VACCINE JANSSEN 1133722-1 50-59 years 6 days

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.

COVID19 VACCINE JANSSEN 1136795-1 65+ years 6 days Injection site redness and swelling that occurred days after the vaccine. Bell palsy that developed 
approximately 5 days after receiving the vaccine.

COVID19 VACCINE MODERNA 0957767-1 65+ years 6 days Pt developed Blurred vision- was seen by Dr on 01/18/2021 and given eye exam.
COVID19 VACCINE MODERNA 0958332-1 30-39 years 6 days Moderna Covid-19 vaccine EUA  Bell's Palsy



COVID19 VACCINE MODERNA 0970949-1 18-29 years 6 days
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.

COVID19 VACCINE MODERNA 0985874-1 65+ years 6 days Gillian Barre Syndrom

COVID19 VACCINE MODERNA 1038080-1 Unknown 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.

COVID19 VACCINE MODERNA 1045538-1 Unknown 6 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0919329-1 65+ years 6 days Facial drooping occurred on 1/3/2021, patient sent to ER and returned with diagnosis of Bels Palsy on 
1/4/2021

COVID19 VACCINE PFIZER\BIONTECH 0928390-1 65+ years 6 days
1/3/2021 developed facial drooping later to be diagnosed by ER on 1/4/2021 as Bels Palsy status post  COVID-
19  Vaccine administered on 12/28/2020.  The long-term outcome is unknown.  The patient returned to the 
center and was doing well.



COVID19 VACCINE PFIZER\BIONTECH 0961839-1 40-49 years 6 days

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 COVID-
19 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.

COVID19 VACCINE PFIZER\BIONTECH 0994198-1 40-49 years 6 days Bell's Palsy started 12/24 or 12/25/2020 Narrative:  Currently being treated by her Primary Care Provider 
with prednisone

COVID19 VACCINE PFIZER\BIONTECH 0996732-1 18-29 years 6 days

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 COVID-
19 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.



COVID19 VACCINE PFIZER\BIONTECH 1018816-1 65+ years 6 days

Bell's Palsy; This is a spontaneous report from a contactable physician and consumers reported that a 75-year-
old 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.

COVID19 VACCINE PFIZER\BIONTECH 1062235-1 40-49 years 6 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1077790-1 40-49 years 6 days
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

COVID19 VACCINE PFIZER\BIONTECH 1089444-1 50-59 years 6 days 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.

COVID19 VACCINE JANSSEN 1089578-1 30-39 years 7 days Bilateral upper and lower extremity paralysis, jaw clenching, dystonic contracting of bilateral upper and 
lower extremities. Urinary retention.

COVID19 VACCINE JANSSEN 1144847-1 65+ years 7 days Guillain Barre syndrome



COVID19 VACCINE MODERNA 0914830-1 30-39 years 7 days
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.

COVID19 VACCINE MODERNA 0925003-1 50-59 years 7 days Bell?s Palsy upon waking,  minor

COVID19 VACCINE MODERNA 0943600-1 30-39 years 7 days
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.

COVID19 VACCINE MODERNA 0984392-1 Unknown 7 days

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.

COVID19 VACCINE MODERNA 1009429-1 65+ years 7 days
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.

COVID19 VACCINE MODERNA 1033614-1 40-49 years 7 days

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.

COVID19 VACCINE MODERNA 1042447-1 30-39 years 7 days 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.

COVID19 VACCINE MODERNA 1092235-1 65+ years 7 days

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.""

COVID19 VACCINE PFIZER\BIONTECH 0909017-1 40-49 years 7 days Bell?s Palsy

COVID19 VACCINE PFIZER\BIONTECH 0913012-1 40-49 years 7 days
"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""

COVID19 VACCINE PFIZER\BIONTECH 0915079-1 40-49 years 7 days First ear pain then associated facial pain which progressed into R sided Bell's Palsy



COVID19 VACCINE PFIZER\BIONTECH 0934877-1 40-49 years 7 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0956709-1 40-49 years 7 days
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.

COVID19 VACCINE PFIZER\BIONTECH 0978888-1 60-64 years 7 days hemiparesis left, facial droop, weakness on left upper and lower extremity
COVID19 VACCINE PFIZER\BIONTECH 0979061-1 50-59 years 7 days facial droop Left



COVID19 VACCINE PFIZER\BIONTECH 0993468-1 40-49 years 7 days

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

COVID19 VACCINE PFIZER\BIONTECH 0994107-1 65+ years 7 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1004407-1 30-39 years 7 days

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.



COVID19 VACCINE PFIZER\BIONTECH 1036675-1 60-64 years 7 days

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 x-
ray 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.

COVID19 VACCINE PFIZER\BIONTECH 1062962-1 60-64 years 7 days [COVID-19 mRNA vaccine (Pfizer-BioNtech] treatment under Emergency Use Authorization (EUA)
COVID19 VACCINE MODERNA 0967969-1 65+ years 8 days cerebral hemorrhage and left sided paralysis of the body
COVID19 VACCINE MODERNA 0994097-1 65+ years 8 days Bells Palsy on left side of the face

COVID19 VACCINE MODERNA 1030024-1 60-64 years 8 days

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 61-
year-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.

COVID19 VACCINE MODERNA 1031560-1 65+ years 8 days
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.

COVID19 VACCINE MODERNA 1041542-1 30-39 years 8 days Patient received 2nd dose on 1/29/21.  Was treated for symptoms of Guillian Barre syndrome requiring 
inpatient rehabilitation.

COVID19 VACCINE MODERNA 1048812-1 65+ years 8 days 8 days after vaccination - stroke/full right side of body paralyzed - clot buster drug at ER

COVID19 VACCINE PFIZER\BIONTECH 0911571-1 40-49 years 8 days
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.

COVID19 VACCINE PFIZER\BIONTECH 0913141-1 40-49 years 8 days 12/23/2020 developed left ear pain and next day experienced drooping of  left side of face, difficulty blinking 
left eye Bells Palsy



COVID19 VACCINE PFIZER\BIONTECH 0921802-1 50-59 years 8 days 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.

COVID19 VACCINE PFIZER\BIONTECH 0928815-1 30-39 years 8 days
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.

COVID19 VACCINE PFIZER\BIONTECH 0930777-1 30-39 years 8 days 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

COVID19 VACCINE PFIZER\BIONTECH 0971280-1 40-49 years 8 days

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 COVID-
19. 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.

COVID19 VACCINE PFIZER\BIONTECH 0978187-1 18-29 years 8 days
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.



COVID19 VACCINE PFIZER\BIONTECH 0994219-1 40-49 years 8 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1010624-1 40-49 years 8 days

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 COVID-19. 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.

COVID19 VACCINE PFIZER\BIONTECH 1017596-1 50-59 years 8 days

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 a-
flutter 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.""

COVID19 VACCINE PFIZER\BIONTECH 1028944-1 18-29 years 8 days I was diagnosed with Bells Palsy one week after getting the covid vaccine. Half of my face is numb and 
paralyzed.

COVID19 VACCINE PFIZER\BIONTECH 1075693-1 65+ years 8 days

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



COVID19 VACCINE PFIZER\BIONTECH 1082971-1 65+ years 8 days

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.

COVID19 VACCINE
UNKNOWN 

MANUFACTURER 1005284-1 60-64 years 8 days

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.

COVID19 VACCINE MODERNA 0919372-1 18-29 years 9 days

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

COVID19 VACCINE MODERNA 0965855-1 50-59 years 9 days
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

COVID19 VACCINE MODERNA 0970898-1 65+ years 9 days

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.

COVID19 VACCINE MODERNA 1023917-1 65+ years 9 days 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.

COVID19 VACCINE MODERNA 1062390-1 60-64 years 9 days Guillain Barre Syndrome

COVID19 VACCINE MODERNA 1070488-1 65+ years 9 days

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. On13-
FEB-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.



COVID19 VACCINE MODERNA 1091292-1 65+ years 9 days 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.

COVID19 VACCINE MODERNA 1095574-1 65+ years 9 days
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;

COVID19 VACCINE MODERNA 1104713-1 65+ years 9 days drooping of face on right side- diagnosed in ER on 3-14 at Bell's Palsey

COVID19 VACCINE PFIZER\BIONTECH 0925034-1 50-59 years 9 days 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.

COVID19 VACCINE PFIZER\BIONTECH 0925043-1 50-59 years 9 days Patient developed left side Bell's Palsy 8 days after receiving vaccine. He was seen in the Emergency 
Department and started on Prednisone

COVID19 VACCINE PFIZER\BIONTECH 0947213-1 65+ years 9 days morning of 01/13/2021 awakened with early Bell's Palsy on right side

COVID19 VACCINE PFIZER\BIONTECH 0975430-1 50-59 years 9 days
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

COVID19 VACCINE PFIZER\BIONTECH 0977620-1 60-64 years 9 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1010706-1 65+ years 9 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1011221-1 65+ years 9 days 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.

COVID19 VACCINE PFIZER\BIONTECH 1044071-1 30-39 years 9 days
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.



COVID19 VACCINE PFIZER\BIONTECH 1051003-1 65+ years 9 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1079864-1 65+ years 9 days 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.

COVID19 VACCINE JANSSEN 1134203-1 50-59 years 10-14 days Guillan-Barre syndrome

COVID19 VACCINE JANSSEN 1136339-1 40-49 years 10-14 days

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.

COVID19 VACCINE JANSSEN 1160132-1 65+ years 10-14 days

Patient was having lower leg pain which then moved to lower back. In addition, patient started to 
experience increase heart rate so went to emergency room and was later admitted on 3/18/21. A series of 
tests including CAT scans of the brain and chest area were completed to check for possible blood clots or 
strokes. Afib and blood pressure were out of control which caused the patient to become very uncomfortable 
as well as combative about pulling out IVs. Patient was then given a sedative that eventually cause 
inflammation to the brain or encephalopathy. During the hospital stay the patient then developed 
pneumonia and had to be put on a ventilator in order the stabilize and she fell to critical condition at that

COVID19 VACCINE JANSSEN 1163209-1 50-59 years 10-14 days Numbness in extremities, paralysis full body. Pneumonia left lung. Now diagnosed with Guillain-Barre 
syndrome, due to reaction to covid-19 vaccine

COVID19 VACCINE JANSSEN 1166746-1 30-39 years 10-14 days 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.

COVID19 VACCINE MODERNA 0921950-1 50-59 years 10-14 days Bell?s palsy

COVID19 VACCINE MODERNA 0934289-1 60-64 years 10-14 days

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

COVID19 VACCINE MODERNA 0937571-1 50-59 years 10-14 days Patient developed Bells Palsy.
COVID19 VACCINE MODERNA 0945307-1 40-49 years 10-14 days Bell?s palsy, treatment prednisone and acyclovir, outcome unknown

COVID19 VACCINE MODERNA 0945466-1 40-49 years 10-14 days 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

COVID19 VACCINE MODERNA 0971162-1 50-59 years 10-14 days Bell's palsy



COVID19 VACCINE MODERNA 0973044-1 60-64 years 10-14 days

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.

COVID19 VACCINE MODERNA 0987105-1 65+ years 10-14 days

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.

COVID19 VACCINE MODERNA 0990792-1 65+ years 10-14 days
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

COVID19 VACCINE MODERNA 1002799-1 40-49 years 10-14 days This patient was hospitalized and subsequently diagnosed with GBS or AIDP

COVID19 VACCINE MODERNA 1003314-1 65+ years 10-14 days

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.

COVID19 VACCINE MODERNA 1013051-1 65+ years 10-14 days 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.

COVID19 VACCINE MODERNA 1020627-1 65+ years 10-14 days

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

COVID19 VACCINE MODERNA 1046768-1 30-39 years 10-14 days

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.

COVID19 VACCINE MODERNA 1047258-1 30-39 years 10-14 days Bell?s palsy

COVID19 VACCINE MODERNA 1051544-1 65+ years 10-14 days Bell's palsy. Watery left eye, facial paralysis on left side of face. Numbness   Treatment - one week of steroids 
and antivirals. Eye cream

COVID19 VACCINE MODERNA 1083852-1 40-49 years 10-14 days
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.



COVID19 VACCINE MODERNA 1086025-1 Unknown 10-14 days

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.

COVID19 VACCINE MODERNA 1093890-1 65+ years 10-14 days

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.

COVID19 VACCINE MODERNA 1102639-1 50-59 years 10-14 days Progress weakness developed over two weeks consistent with Guillain Barre

COVID19 VACCINE MODERNA 1103326-1 65+ years 10-14 days
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.

COVID19 VACCINE PFIZER\BIONTECH 0916655-1 40-49 years 10-14 days

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



COVID19 VACCINE PFIZER\BIONTECH 0922640-1 60-64 years 10-14 days

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

COVID19 VACCINE PFIZER\BIONTECH 0928302-1 30-39 years 10-14 days BELLS PALSEY ON LEFT SIDE ON DAY 11 AFTER VACCINE. FUNCTION HAS ALMOST FULLY RESOLVED AFTER A 
MEDROL DOSE PACK WAS STARTED.



COVID19 VACCINE PFIZER\BIONTECH 0929175-1 65+ years 10-14 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0935320-1 40-49 years 10-14 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0935666-1 60-64 years 10-14 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0942480-1 18-29 years 10-14 days R sided Bell palsy

COVID19 VACCINE PFIZER\BIONTECH 0944451-1 40-49 years 10-14 days 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



COVID19 VACCINE PFIZER\BIONTECH 0960922-1 65+ years 10-14 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0962164-1 60-64 years 10-14 days

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

COVID19 VACCINE PFIZER\BIONTECH 0977023-1 65+ years 10-14 days 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.

COVID19 VACCINE PFIZER\BIONTECH 0988676-1 30-39 years 10-14 days

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 changes- seems fully 
consistent with Bell's palsy.  Day 3 had co-worker physician use otoscope - normal exam bilaterally.



COVID19 VACCINE PFIZER\BIONTECH 0991101-1 60-64 years 10-14 days

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.""

COVID19 VACCINE PFIZER\BIONTECH 0994332-1 30-39 years 10-14 days The employee was hospitalized on 1/25/21 and is currently being treated for multiple reasons including IVIG 
therapy for Guillian Barre.

COVID19 VACCINE PFIZER\BIONTECH 0998412-1 50-59 years 10-14 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0999328-1 30-39 years 10-14 days Bells Palsy possible Guillans Bare

COVID19 VACCINE PFIZER\BIONTECH 1005995-1 Unknown 10-14 days

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.



COVID19 VACCINE PFIZER\BIONTECH 1010682-1 18-29 years 10-14 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1011028-1 50-59 years 10-14 days Bell' Palsy . Right side facial weakness. Sudden onset ten days after vaccine.



COVID19 VACCINE PFIZER\BIONTECH 1022066-1 65+ years 10-14 days

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.""

COVID19 VACCINE PFIZER\BIONTECH 1040844-1 65+ years 10-14 days

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

COVID19 VACCINE PFIZER\BIONTECH 1042905-1 30-39 years 10-14 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1044760-1 65+ years 10-14 days 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.



COVID19 VACCINE PFIZER\BIONTECH 1049639-1 40-49 years 10-14 days

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.""

COVID19 VACCINE PFIZER\BIONTECH 1049835-1 40-49 years 10-14 days Patient developed R sided Bell's Palsy approximately 10  days after vaccination

COVID19 VACCINE PFIZER\BIONTECH 1052747-1 65+ years 10-14 days
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.

COVID19 VACCINE PFIZER\BIONTECH 1056190-1 Unknown 10-14 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1057266-1 65+ years 10-14 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1060651-1 65+ years 10-14 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1067420-1 65+ years 10-14 days
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.



COVID19 VACCINE PFIZER\BIONTECH 1070698-1 Unknown 10-14 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1070716-1 Unknown 10-14 days

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.""

COVID19 VACCINE PFIZER\BIONTECH 1075844-1 50-59 years 10-14 days
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.

COVID19 VACCINE PFIZER\BIONTECH 1076888-1 65+ years 10-14 days

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.



COVID19 VACCINE PFIZER\BIONTECH 1086893-1 30-39 years 10-14 days

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 (PFIZER-
BIONTECH 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.

COVID19 VACCINE PFIZER\BIONTECH 1086895-1 40-49 years 10-14 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1091677-1 40-49 years 10-14 days
PATIENT RECEIVED SHOT ON 2/25/2021 AND ON 3/7/2020 PT STARTED SHOWING SIGNS OF BELL'S PALSEY

COVID19 VACCINE PFIZER\BIONTECH 1095448-1 65+ years 10-14 days weakness, cannot walk, swelling of extremities, could not swallow, gallbladder enlarged and removed, 
hospitalized for 14 days. Gullian barre syndrome.

COVID19 VACCINE PFIZER\BIONTECH 1103235-1 65+ years 10-14 days

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.



COVID19 VACCINE PFIZER\BIONTECH 1110067-1 65+ years 10-14 days

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.

COVID19 VACCINE MODERNA 0919633-1 40-49 years Over 120 days

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.

COVID19 VACCINE MODERNA 1001912-1 30-39 years Over 120 days

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.

COVID19 VACCINE JANSSEN 1134437-1 40-49 years 15-30 days Left sided Bell's palsy

COVID19 VACCINE JANSSEN 1140024-1 50-59 years 15-30 days 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)



COVID19 VACCINE JANSSEN 1146222-1 60-64 years 15-30 days
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

COVID19 VACCINE JANSSEN 1151131-1 50-59 years 15-30 days

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).

COVID19 VACCINE MODERNA 0939214-1 50-59 years 15-30 days 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.

COVID19 VACCINE MODERNA 0945410-1 30-39 years 15-30 days Suddenly realized when talking I was only using half my mouth.

COVID19 VACCINE MODERNA 0964077-1 50-59 years 15-30 days 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.

COVID19 VACCINE MODERNA 0970398-1 65+ years 15-30 days 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

COVID19 VACCINE MODERNA 0971014-1 40-49 years 15-30 days

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.

COVID19 VACCINE MODERNA 0977262-1 50-59 years 15-30 days

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.

COVID19 VACCINE MODERNA 0977961-1 65+ years 15-30 days

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.

COVID19 VACCINE MODERNA 0998386-1 30-39 years 15-30 days Bell's Palsy

COVID19 VACCINE MODERNA 1026131-1 50-59 years 15-30 days
Employee was diagnosed with Bell's Palsy 16 days after receiving 2nd dose of Moderna COVID 19 vaccination

COVID19 VACCINE MODERNA 1031775-1 65+ years 15-30 days Right facial palsy (Bells Palsy)



COVID19 VACCINE MODERNA 1039884-1 65+ years 15-30 days

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 67-
years-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 mRNA-
1273 (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.

COVID19 VACCINE MODERNA 1039885-1 40-49 years 15-30 days

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

COVID19 VACCINE MODERNA 1040546-1 Unknown 15-30 days

bell's palsy; A spontaneous report was received from a healthcare professional (HCP) concerning a 56-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.  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.    .

COVID19 VACCINE MODERNA 1042915-1 50-59 years 15-30 days 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



COVID19 VACCINE MODERNA 1045553-1 65+ years 15-30 days

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.

COVID19 VACCINE MODERNA 1045849-1 65+ years 15-30 days sudden onset of symptoms: left side of face drooping. Pain in left ear radiating along jaw line. PCP put me on 
course of steroids

COVID19 VACCINE MODERNA 1047037-1 65+ years 15-30 days 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

COVID19 VACCINE MODERNA 1047176-1 65+ years 15-30 days

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.

COVID19 VACCINE MODERNA 1047475-1 65+ years 15-30 days
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.

COVID19 VACCINE MODERNA 1049572-1 65+ years 15-30 days Bell's Palsy
COVID19 VACCINE MODERNA 1050011-1 65+ years 15-30 days LEFT FACIAL DROOPING, WEAKNESS LEFT EYELIDS, TEARING OF LEFT EYE, NUMBNESS LEFT SIDE OF FACE

COVID19 VACCINE MODERNA 1050120-1 65+ years 15-30 days 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.

COVID19 VACCINE MODERNA 1051677-1 65+ years 15-30 days 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.

COVID19 VACCINE MODERNA 1054963-1 65+ years 15-30 days 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.



COVID19 VACCINE MODERNA 1056507-1 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-Jan-
2021, 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-Feb-
2021 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.""

COVID19 VACCINE MODERNA 1056512-1 50-59 years 15-30 days

Bell's Palsy; body aches; Pain in the head; Neck pain; Jaw pain; A spontaneous reportwas received from a 56-
years-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.

COVID19 VACCINE MODERNA 1061914-1 Unknown 15-30 days

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.

COVID19 VACCINE MODERNA 1063426-1 40-49 years 15-30 days Severe right Bell's Palsy, Outcome to be determined.
COVID19 VACCINE MODERNA 1066455-1 30-39 years 15-30 days Guillian Barre Syndrome



COVID19 VACCINE MODERNA 1071945-1 65+ years 15-30 days Massive stroke causing Left hemiplegia

COVID19 VACCINE MODERNA 1079498-1 65+ years 15-30 days
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 .

COVID19 VACCINE MODERNA 1085088-1 65+ years 15-30 days 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

COVID19 VACCINE MODERNA 1085316-1 50-59 years 15-30 days

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"".""

COVID19 VACCINE MODERNA 1093969-1 65+ years 15-30 days

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.

COVID19 VACCINE MODERNA 1095299-1 65+ years 15-30 days Patient presented to ER with complaints of facial droop that began on 3/8/2021.  Work up for stroke 
negative. Dx with Bells Palsy

COVID19 VACCINE MODERNA 1095943-1 65+ years 15-30 days

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.)

COVID19 VACCINE MODERNA 1114260-1 50-59 years 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.

COVID19 VACCINE MODERNA 1114263-1 Unknown 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.



COVID19 VACCINE PFIZER\BIONTECH 0919234-1 40-49 years 15-30 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0922839-1 18-29 years 15-30 days Bell's Palsy of 7th Nerve, treatment Prednisone 60 mg QD x 7 days, outcome TBD
COVID19 VACCINE PFIZER\BIONTECH 0926734-1 50-59 years 15-30 days Bells Palsy?left facial droop and left facial numb/tingling
COVID19 VACCINE PFIZER\BIONTECH 0926844-1 30-39 years 15-30 days Bell?s Palsy

COVID19 VACCINE PFIZER\BIONTECH 0928549-1 40-49 years 15-30 days 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

COVID19 VACCINE PFIZER\BIONTECH 0930341-1 30-39 years 15-30 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0933283-1 60-64 years 15-30 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0934578-1 18-29 years 15-30 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0935743-1 50-59 years 15-30 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

COVID19 VACCINE PFIZER\BIONTECH 0935978-1 60-64 years 15-30 days 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.

COVID19 VACCINE PFIZER\BIONTECH 0938331-1 60-64 years 15-30 days Right sided facial weakness, right eye tearing, Bell's Palsy diagnosis
COVID19 VACCINE PFIZER\BIONTECH 0938849-1 65+ years 15-30 days Significant left-sided facial drooping.  Left (hand) grip slightly weaker than right grip.
COVID19 VACCINE PFIZER\BIONTECH 0939241-1 40-49 years 15-30 days Patient developed Bells Palsy on day 19 after vaccine #1

COVID19 VACCINE PFIZER\BIONTECH 0962567-1 40-49 years 15-30 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0963003-1 40-49 years 15-30 days
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.



COVID19 VACCINE PFIZER\BIONTECH 0965550-1 60-64 years 15-30 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0966195-1 18-29 years 15-30 days

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.

COVID19 VACCINE PFIZER\BIONTECH 0972019-1 30-39 years 15-30 days

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

COVID19 VACCINE PFIZER\BIONTECH 0994739-1 50-59 years 15-30 days
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.

COVID19 VACCINE PFIZER\BIONTECH 0996053-1 40-49 years 15-30 days After first vaccine had LR rash  after second vaccine had Bell?s palsy possible stroke



COVID19 VACCINE PFIZER\BIONTECH 0996743-1 30-39 years 15-30 days

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.""

COVID19 VACCINE PFIZER\BIONTECH 0998890-1 65+ years 15-30 days
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.

COVID19 VACCINE PFIZER\BIONTECH 1010715-1 40-49 years 15-30 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1011068-1 65+ years 15-30 days Pfizer-BioNTech COVID-19 Vaccine EUA Bell's Palsy  Face paralysis



COVID19 VACCINE PFIZER\BIONTECH 1023355-1 65+ years 15-30 days

Bell's Palsy right side of face; This is a spontaneous report from a contactable physician and consumer. An 80-
year-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.

COVID19 VACCINE PFIZER\BIONTECH 1039923-1 65+ years 15-30 days

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.



COVID19 VACCINE PFIZER\BIONTECH 1039950-1 50-59 years 15-30 days

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 59-
year-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

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.

COVID19 VACCINE PFIZER\BIONTECH 1046088-1 18-29 years 15-30 days
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

COVID19 VACCINE PFIZER\BIONTECH 1046680-1 40-49 years 15-30 days Facial drooping, watering of the right eye, twitching of the right eye.  Diagnosed as Bell's Palsey. Rx for 
prednisone.

COVID19 VACCINE PFIZER\BIONTECH 1048820-1 60-64 years 15-30 days Bells Palsey

COVID19 VACCINE PFIZER\BIONTECH 1049496-1 18-29 years 15-30 days 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

COVID19 VACCINE PFIZER\BIONTECH 1052371-1 50-59 years 15-30 days

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.



COVID19 VACCINE PFIZER\BIONTECH 1055759-1 60-64 years 15-30 days Loss of use right leg.  Paralysis, numbness, tingling, severe pain, and muscle spasms. Acute onset without 
other trauma

COVID19 VACCINE PFIZER\BIONTECH 1066209-1 65+ years 15-30 days

[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.

COVID19 VACCINE PFIZER\BIONTECH 1066244-1 50-59 years 15-30 days 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.

COVID19 VACCINE PFIZER\BIONTECH 1067086-1 65+ years 15-30 days
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.

COVID19 VACCINE PFIZER\BIONTECH 1069019-1 30-39 years 15-30 days BELL'S PALSY, FACIAL PARALYSIS

COVID19 VACCINE PFIZER\BIONTECH 1076844-1 65+ years 15-30 days

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

COVID19 VACCINE PFIZER\BIONTECH 1078081-1 65+ years 15-30 days
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.

COVID19 VACCINE PFIZER\BIONTECH 1081039-1 65+ years 15-30 days Patient presented with acute onset of rapidly progressing ascending weakness and paralysis and associated 
decrease in sensation

COVID19 VACCINE PFIZER\BIONTECH 1083745-1 30-39 years 15-30 days

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.



COVID19 VACCINE PFIZER\BIONTECH 1093869-1 65+ years 15-30 days severely cold, short of breath, exhaustion, muscle pain, nausea, fast heart rate, dizzy, weak

COVID19 VACCINE PFIZER\BIONTECH 1098511-1 60-64 years 15-30 days

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

COVID19 VACCINE PFIZER\BIONTECH 1100500-1 65+ years 15-30 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1103978-1 65+ years 15-30 days

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

COVID19 VACCINE PFIZER\BIONTECH 1106603-1 65+ years 15-30 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1145005-1 65+ years 15-30 days
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.

COVID19 VACCINE MODERNA 1007900-1 65+ years 31-60 days Bells palsy

COVID19 VACCINE MODERNA 1020485-1 50-59 years 31-60 days

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



COVID19 VACCINE MODERNA 1030020-1 65+ years 31-60 days

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.

COVID19 VACCINE MODERNA 1049031-1 65+ years 31-60 days developed Bell's Palsy 10 days after second shot

COVID19 VACCINE MODERNA 1060209-1 65+ years 31-60 days 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.

COVID19 VACCINE MODERNA 1074153-1 65+ years 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.

COVID19 VACCINE MODERNA 1074156-1 65+ years 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 COVID-
19 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.



COVID19 VACCINE MODERNA 1080146-1 Unknown 31-60 days

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.

COVID19 VACCINE MODERNA 1107195-1 Unknown 31-60 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1059859-1 50-59 years 31-60 days 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

COVID19 VACCINE PFIZER\BIONTECH 1062827-1 65+ years 31-60 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1066906-1 65+ years 31-60 days

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.



COVID19 VACCINE PFIZER\BIONTECH 1072193-1 40-49 years 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.

COVID19 VACCINE PFIZER\BIONTECH 1072553-1 50-59 years 31-60 days

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.

COVID19 VACCINE PFIZER\BIONTECH 1078196-1 65+ years 31-60 days I have developed bell's palsy.   I am not sure if that is due to the Pfizer vaccine.   Otherwise, I am in excellent 
health.

COVID19 VACCINE PFIZER\BIONTECH 1082234-1 40-49 years 31-60 days Bells Palsy

COVID19 VACCINE PFIZER\BIONTECH 1084326-1 65+ years 31-60 days
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.

COVID19 VACCINE PFIZER\BIONTECH 1103119-1 50-59 years 31-60 days Bell's Palsy



COVID19 VACCINE PFIZER\BIONTECH 0912198-1 50-59 years 61-120 days

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).

COVID19 VACCINE PFIZER\BIONTECH 1098619-1 50-59 years 61-120 days 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

COVID19 VACCINE JANSSEN 1153085-1 Unknown Unknown

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.



COVID19 VACCINE JANSSEN 1157499-1 Unknown Unknown

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-MAR-
2021, 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

COVID19 VACCINE JANSSEN 1157503-1 Unknown Unknown

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 MAR-
2021 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.s-
paralyzed 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).

COVID19 VACCINE MODERNA 0942588-1 Unknown 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.



COVID19 VACCINE MODERNA 0963816-1 Unknown 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.""

COVID19 VACCINE MODERNA 0993499-1 Unknown Unknown

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.

COVID19 VACCINE MODERNA 0993500-1 Unknown Unknown

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.



COVID19 VACCINE MODERNA 1010981-1 Unknown Unknown

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.

COVID19 VACCINE MODERNA 1025001-1 Unknown Unknown

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 COVID-
19 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 mRNA-
1273 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.""

COVID19 VACCINE MODERNA 1045546-1 Unknown Unknown

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.""



COVID19 VACCINE MODERNA 1065074-1 Unknown Unknown

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.

COVID19 VACCINE MODERNA 1083720-1 Unknown Unknown

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.

COVID19 VACCINE MODERNA 1083725-1 Unknown 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:

COVID19 VACCINE MODERNA 1086857-1 Unknown 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.



COVID19 VACCINE MODERNA 1090195-1 65+ years 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.

COVID19 VACCINE MODERNA 1100256-1 Unknown Unknown

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.

COVID19 VACCINE MODERNA 1106173-1 Unknown 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



COVID19 VACCINE MODERNA 1123119-1 65+ years Unknown

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.

COVID19 VACCINE PFIZER\BIONTECH 0910588-1 Unknown Unknown

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.

COVID19 VACCINE PFIZER\BIONTECH 0923415-1 Unknown Unknown

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.""

COVID19 VACCINE PFIZER\BIONTECH 0923419-1 30-39 years Unknown

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.



COVID19 VACCINE PFIZER\BIONTECH 0929154-1 65+ years Unknown

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.""

COVID19 VACCINE PFIZER\BIONTECH 0933287-1 Unknown Unknown

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.""



COVID19 VACCINE PFIZER\BIONTECH 0934904-1 40-49 years Unknown

Facial paralysis; stress; 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), 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 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. 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 BNT162B2and 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.

COVID19 VACCINE PFIZER\BIONTECH 0934954-1 Unknown 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.

COVID19 VACCINE PFIZER\BIONTECH 0934955-1 Unknown 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 INC-
2021007605 Different patient, same drug/event.



COVID19 VACCINE PFIZER\BIONTECH 0934957-1 Unknown Unknown

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

COVID19 VACCINE PFIZER\BIONTECH 0934958-1 Unknown Unknown

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.

COVID19 VACCINE PFIZER\BIONTECH 0936499-1 Unknown Unknown

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 (PFIZER-
BIONTECH 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.



COVID19 VACCINE PFIZER\BIONTECH 0936509-1 30-39 years Unknown

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.

COVID19 VACCINE PFIZER\BIONTECH 0938053-1 Unknown 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 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) : US-
PFIZER 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.

COVID19 VACCINE PFIZER\BIONTECH 0938061-1 Unknown Unknown

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.



COVID19 VACCINE PFIZER\BIONTECH 0938094-1 Unknown Unknown

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.

COVID19 VACCINE PFIZER\BIONTECH 0940810-1 Unknown 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.



COVID19 VACCINE PFIZER\BIONTECH 0944267-1 Unknown Unknown

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; 19:00- 
chills, myalgias, cold sensation of b/l feet; 19:00- chills; 19:00- chills, myalgias; At 16:00- palpitations; At 16:00- 
palpitations, 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 16:00- palpitations, 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

COVID19 VACCINE PFIZER\BIONTECH 0944277-1 40-49 years Unknown

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.



COVID19 VACCINE PFIZER\BIONTECH 0947506-1 40-49 years Unknown

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 44-
year-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 

COVID19 VACCINE PFIZER\BIONTECH 0971276-1 Unknown 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.



COVID19 VACCINE PFIZER\BIONTECH 0971278-1 Unknown Unknown

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 (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 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.

COVID19 VACCINE PFIZER\BIONTECH 0971547-1 Unknown Unknown

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.

COVID19 VACCINE PFIZER\BIONTECH 0994216-1 40-49 years Unknown

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 (PFIZER-
BIONTECH 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.



COVID19 VACCINE PFIZER\BIONTECH 0994674-1 50-59 years 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.

COVID19 VACCINE PFIZER\BIONTECH 0996919-1 Unknown Unknown

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.

COVID19 VACCINE PFIZER\BIONTECH 1002067-1 Unknown Unknown

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.

COVID19 VACCINE PFIZER\BIONTECH 1004472-1 65+ years Unknown

Sagging left lip; rash under arms; This is a spontaneous report from a contactable other hcp (patient).  A 68-
years-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.



COVID19 VACCINE PFIZER\BIONTECH 1010739-1 Unknown Unknown

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.

COVID19 VACCINE PFIZER\BIONTECH 1010904-1 Unknown Unknown

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.

COVID19 VACCINE PFIZER\BIONTECH 1017121-1 65+ years Unknown

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.""



COVID19 VACCINE PFIZER\BIONTECH 1022029-1 50-59 years Unknown

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 (PFIZER-
BIONTECH 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.



COVID19 VACCINE PFIZER\BIONTECH 1022056-1 65+ years Unknown

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 there were quite a 

COVID19 VACCINE PFIZER\BIONTECH 1023352-1 Unknown Unknown

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.



COVID19 VACCINE PFIZER\BIONTECH 1030119-1 Unknown Unknown

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.

COVID19 VACCINE PFIZER\BIONTECH 1035537-1 Unknown Unknown

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.

COVID19 VACCINE PFIZER\BIONTECH 1048685-1 Unknown Unknown

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.



COVID19 VACCINE PFIZER\BIONTECH 1056644-1 18-29 years Unknown

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-year-
old 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 27-
years-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.

COVID19 VACCINE PFIZER\BIONTECH 1068408-1 65+ years Unknown

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 COVID-
19 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.""



COVID19 VACCINE PFIZER\BIONTECH 1073653-1 50-59 years Unknown

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.

COVID19 VACCINE PFIZER\BIONTECH 1073654-1 65+ years 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 (PFIZER-
BIONTECH 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.



COVID19 VACCINE PFIZER\BIONTECH 1083742-1 Unknown Unknown

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.

COVID19 VACCINE PFIZER\BIONTECH 1091676-1 65+ years Unknown

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), anti-
depressants, 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.



COVID19 VACCINE PFIZER\BIONTECH 1100531-1 Unknown Unknown

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.

COVID19 VACCINE PFIZER\BIONTECH 1121590-1 50-59 years Unknown

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.""

---
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: Apr 20, 2021 4:08:44 PM
---
Suggested Citation: Accessed at http://wonder.cdc.gov/vaers.html on Apr 20, 2021 4:08:44 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 848 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 4/10/2021. The VAERS data in WONDER are updated weekly, yet the VAERS system
receives continuous updates including revisions and new reports for preceding time periods. 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/


