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COVID19 VACCINE JANSSEN 1105748-1 65+ years 0 days
Thursday, March 11, 2021 (approximately 8:30 am)  Patient experienced blurred vision, unbalance, and slurred 
speech and had an irregular heartbeat. March 11, 2021 (approximately 11:30 am) Patient was admitted to 
Hospital administered CT scan, MRI and multiple blood tests. Diagnosis - Ischemic Stroke

COVID19 VACCINE JANSSEN 1117550-1 65+ years 0 days Stroke

COVID19 VACCINE JANSSEN 1149738-1 40-49 years 0 days

Patient presented to Medical center with right sided MCA stroke (proximal M1) occlusion.  She underwent 
tPA therapy and is recovering. She has a history of breast cancer that was treated in 2017. It?s unclear to us 
whether or not these events are related. However, given the thrombosis occurred on the same day as the 
vaccine was administered, we felt it was a reportable event

COVID19 VACCINE JANSSEN 1200615-1 65+ years 0 days Johnson and Johnson Covid-19 vaccine - patient had ischemic stroke approximately 4 hours after vaccination 
given and was admitted to hospital.

COVID19 VACCINE JANSSEN 1204922-1 65+ years 0 days Post day 2  injection site sore;day 3-5 HA/Nausea,Day 7 TIA hosp with 2 TIAs Day 8

COVID19 VACCINE JANSSEN 1207411-1 60-64 years 0 days 5 hours after had mild stroke like effects to include blurred vision followed by headache. 5 days after had 
muscle and joint aches in the night which are continuing.

COVID19 VACCINE JANSSEN 1208217-1 65+ years 0 days Began as Dizziness on 3/31, then double vision, vertigo. Adm to The Hospital on 4/1. Diagnosed with TIA. 
Home next day. Now on hear monitor.

COVID19 VACCINE JANSSEN 1208752-1 Unknown 0 days stroke body is partially immobile (4/11/2021)
COVID19 VACCINE JANSSEN 1218360-1 65+ years 0 days My mom had high d dimer she had stroke they gave her heparin she had more stroke and stomach bleed

COVID19 VACCINE JANSSEN 1231363-1 18-29 years 0 days

6-48h: joint pain, fever, chills, headache, nausea, sore arm and pain around injection site, extreme pain below 
knees  48h+: original symptoms subsided but developed numbness and weakness left leg and left arm  56 
hours: left face partially paralyzed and/or swollen to the point where couldn?t move week. Prickly feeling left 
skull. Weakness and numbness in leg and arm persisting (decreased feeling on skin on left side of the body) 1 
week: saw GP, neurologist, and sought emergent care at hospital for symptoms as doctors feared potential 
small stroke. MRI, chest X-ray, and blood works all clear. Discharged same day.  1 week+: partial facial 
paralysis gone, numbness and weakness in left side located to below the knee, but not present in both legs. 
Pain and uncomfortable  feeling in both calves when lying down .

COVID19 VACCINE JANSSEN 1250927-1 40-49 years 0 days

1 hour after the vaccine I was walking with my sister and began experiencing neurological adverse effects--I 
was dragging my right lag and slurring my speech. 3 hours after the vaccine my right arm and right leg began 
tingling, went numb, and became weak. These symptoms persisted and my doctor advised me to go to the ER 
for brain imaging 24 hours after the vaccine. On day 3 after the vaccine, my symptoms had diminished but not 
subsided and I began to have new symptoms: extreme heat and pressure starting at my right ear and 
spreading through my face and head. The heat has subsided but not the pressure, as I am writing this it is day 
13. Tests came back normal, but weakness and pressure neurological symptoms persist.

COVID19 VACCINE JANSSEN 1251733-1 65+ years 0 days
About 8 days  after receiving vaccine, recipient suffered a mini stroke. He was hospitalized for several days. 
He was told he had a clogged artery with 60% blockage. They gave him blood thinner. He  recovered  and 
was released from hospital. He moves much slower  now and receives physical therapy.

COVID19 VACCINE JANSSEN 1258288-1 18-29 years 0 days

PATIENT BROUGHT TO ED DEPARTMENT: HISTORY LIMITED TO PATIENT MENTAL STATUS CHANGES. PATIENT 
PRESENTS TO THE ED AFTER BEING FOUND ROLLING AROUND ON  GROUND OUTSIDE OF APT. COMPLEX.  
SEVERAL HOURS INTO PATIENT STAY, HE BEGAN DROOLING.  PATIENT HAD A RIGHT-SIDED FACIAL DROOP.  CT 
ANGIOGRAM ORDERED WHICH SHOWED A THROMBUS IN THE LEFT MCA.  VACCINATION OF JANSSEN 
VACCINE APPROX. 1 WEEK PRIOR TO PRESENTING PER PATIENTS MOTHER.  UNKNOWN WHERE HE RECEIVED 
VACCINATION. PATIENT DIAGNOSED WITH ACUTE CVA

COVID19 VACCINE JANSSEN 1272445-1 50-59 years 0 days
This patient received the Janssen COVID-19 Vaccine on 4/10/2021. She was subsequently admitted for 
ischemic stroke of unknown etiology on 4/16/2021. She was found in the bathroom down on the floor, 
confused, with right-sided weakness, and aphasia. Patient was treated with TPA.
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COVID19 VACCINE JANSSEN 1274825-1 40-49 years 0 days Ischemic Stroke

COVID19 VACCINE JANSSEN 1277501-1 18-29 years 0 days

Systemic: Confusion-Mild, Systemic: Dizziness / Lightheadness-Mild, Systemic: Exhaustion / Lethargy-Mild, 
Systemic: Fever-Mild, Systemic: Flushed / Sweating-Mild, Systemic: Hyperventilation-Mild, Systemic: 
Shakiness-Mild, Systemic: Stroke-Mild, Systemic: Weakness-Mild, Additional Details: patient was nervous and 
was hesistant about needles just prior to vaccination. as soon as the vaccinnation was done, patient became 
tense and seizure like activity for ~10 seconds, then he became coherent and was sweating/ pale/ feverish. 
Gave the patient water, ice packs, and offered to call 911 once he was coherent. Patient refused and then 
called friend to take him home.

COVID19 VACCINE JANSSEN 1282506-1 65+ years 0 days

The patient reports receiving the Johnson & Johnson Covid 19 vaccine in early April 2021. The patient 
presented to the local emergency department on 4/28/21 and had suffered an ischemic stroke.  Patient had 
been laying on the floor for a few days prior to hospitalization. Also had traumatic rhabdomyolysis. He was 
discharged from the hospital and now recovering at a skilled nursing facility.

COVID19 VACCINE JANSSEN 1287981-1 40-49 years 0 days

Shortly after getting the shot she reported feeling ""off"" as she was driving she started feeling short of 
breath and her heart was racing. When she got home around 5 PM she was still feeling short of breath and 
reported that her heart was racing. She was unable to speak clearly, but was stating that it was due to be 
being short of breath.  She also reported feeling lethargic and fell asleep until the next morning. She slept 
until approximately 12 pm the next day. When she woke up she reported feeling right sided cheek tingling. At 
that time she thought she had just slept wrong. When she attempted to walk down stairs she was limping 
and reported just feeling very weak on her left side. On Wednesday she slept in late again complaining of 
lethargy. When she awoke that Wednesday (3/10) her speech was markedly slurred. She was also saying 
things that didn't make sense. She was dragging her left leg when she tried to walk. We immediately took 
her to the ER and she was worked up for stroke. When she was triaged in the ER we mentioned that she had 
just had her COVID vaccine and voiced concerned that maybe she had a reaction to her COVID vaccine. She 
was admitted to hospital on 3/10 for a possible stroke.  Her MRI was done later on 3/11, Her MRI showed 
that she has strokes on both sides of her brain in the frontal, parietal and occipital lobes. The doctor referred 
to her stroke as being caused by a ""showering of clots"". The doctor said this usually only happens to 
someone with cardiac issues. My mom has no cardiac history. Her doctor ordered an 2D Echo of her heart and 
no abnormalities were found (3/12).   She is still disabled from her stroke. She was hospitalized from 3/10 - 
3/16. She was the discharged to other care facility from 3/16-3/26. She is currently needing outpatient rehab 
in a day neuro program. She attends this at outpatient facility. She has to walk with a cane due to persistent 
left leg weakness. Her speech has a slight slur, and she suffers from short term memory loss. She 
intermittently has trouble with her equilibrium and reports feeling dizzy. She sometimes has a hard time 
swallowing or says that it doesn't feel right when  she swallows. She also trouble with word retrieval. She 
has left-sided neglect which correlates  left eye visual deficits. She currently requires care from a general 
physician, neurologist, physical therapist, occupational therapist, speech therapist, neuro ophthalmologist and 
neuo psychologist. She was started on a new medication regime 325 mg aspirin daily, plavix for 21 days (now 
completed), metformin, amlodipine, coreg and losartan. She is going to need outpatient rehab until at least 
June from the last update we received from her rehab doctor.""

COVID19 VACCINE MODERNA 0911035-1 40-49 years 0 days

Approximately 7 hours after receiving the vaccine patient who is a L&D Nurse return to work in her area. She 
describes that after finishing with a C-section she felt burning in both of her eyes (she thought this feels like an 
allergic reaction, but I am not sweating and haven't rubbed my eyes). She went to the restroom to get a cloth 
to wash her eyes; afterwards she reports her vision went totally black in both eyes. She reports feeling 
frustrated that no one came to help and some panic in trying to figure out how to get out of the restroom. 
She did make it out of the bathroom. Her Staff reports she postured and turned arms inward, head going to 
one side and passed out. They also report ~ 10 minutes of incoherent conversation and stating ""I got the 
vaccine, maybe I was given the wrong thing and now I'm blind"". Upon waking, patient vision fully restored 
and patient does not remember incoherent conversation. Differential diagnosis- TIA vs. CVA >  seizure 
disorder>>> complex migraine""



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 0941476-1 40-49 years 0 days

Patient received vaccine in afternoon of 12/28. She works in ER as housekeeper 7pm-7am.  The day she 
received the vaccine she became ill with fever chills and nausea and left work at 2am. On 12/31 she 
developed hemianopia. She went to ER and they did CT scan. She was told it was complex migraine. She left 
and came Home. On 1/1/21 her vision was back to normal. On 1/3 she suffered bilateral cerebellum ischemic 
stroke. She is currently in medical center. In Trauma.

COVID19 VACCINE MODERNA 0943223-1 60-64 years 0 days

The night of vaccination (12/28/20), pt developed mental ""fogginess"" with impaired alertness, remained 
oriented x4. She saw her primary care physician who ordered bloodwork and a brain MRI. On 1/8/21 pt 
reported that the mental fogginess had improved but she had developed a rash at the injection site. The rash 
cleared by 1/14/21.""

COVID19 VACCINE MODERNA 0948222-1 65+ years 0 days
Patient presented to ER department with  s/s of stroke. He was transferred from Hospital to another hospital

COVID19 VACCINE MODERNA 0967214-1 65+ years 0 days
Within 1/2 hour of vaccination the patient was dizzy and was having a hard time remaining upright, 
additionally the patient was less alert and oriented. Patient was observed for a few minutes and then 
ambulance was called. Patient was transported via EMS within an hour of being vaccinated to local hospital. 
Patient was found to have has had major stroke and is presently in ICU and not expected to make it.

COVID19 VACCINE MODERNA 0972363-1 50-59 years 0 days

1/6/21  5:30 pm  Client was as her patients house and stood up to leave and was ""walking like I was drunk.""  
Felt like her leg was asleep. Got to her car and drove to next patients house.  Noticed Rt. sided weakness and 
knee buckling. Drove herself home and went to bed.   1/7/21  Woke up to increased symptoms, Rt hand and 
Rt. leg weak, slurring speech.   hospital by rescue. Admitted X 7 days. CT SCAN with and without contrast 
showed no bleed. Telemed Visit,  MD ordered MRI to rule out Cerebellum Stroke. MRI showed cerebellum 
stroke. Transferred to A Rehabilitation X 7 days. Has regained most of her normal functions, continues 
outpatient therapy.""

COVID19 VACCINE MODERNA 0974040-1 65+ years 0 days high fever, severe pain, dizziness, vomitting, internal bleeding, stroke, sepsis
COVID19 VACCINE MODERNA 0986910-1 65+ years 0 days L MCA stroke

COVID19 VACCINE MODERNA 0987301-1 65+ years 0 days

My Mother was given the Covid Vaccine (1st Dose) on 12/28/2020. Later that night we received a call from 
the nursing facility that my Mother was having uncontrollable seizures and had to be transported to the 
nearby hospital. The ER doctor confirmed that my Mother had tested positive to Covid. She was treated for 
Covid and was on life support. A few days later we received a call that my Mother had a  major stroke. She 
passed away on January 4, 2021

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 0992372-1 65+ years 0 days

This is a 73 year old female that received her 1st dose with Moderna vaccine on 1/8/21 at approximately 
1600.  Within one hour, the patient developed altered mental status and increasing weakness.  She was 
transported to the hospital by the staff at her Assisted Living Facility for concern of a vaccine reaction. On 
admission, oxygen saturation was found to be 89% on room air, BP=137/86, HR=94.  Labs were normal, with 
the exception of WBC=15 (leukocytes normal, chest xray clear, COVID test negative), and a detectable 
troponin=63.  Head CT negative.  Physical exam was only notable for 'slight superficial erythema over distal 
right forearm and dorsal hand. No significant edema.' The patient was treated for a possible allergic reaction 
to vaccine with NS bolus, methylprednisolone 125mg, famotidine 20mg, and aspirin 300mg PR.  She was 
admitted for monitoring given continued altered mental status/weakness.  The next day, she continued to 
show no improvement, so a head MRI was ordered.  MRI showed "" 1. Numerous acute cerebral and cerebellar 
infarcts involving both anterior and posterior circulations consistent with a central embolic source. 2.  Minimal 
right parietal petechial hemorrhage. 3.  Moderate atrophy and moderate nonspecific white matter signal 
abnormalities compatible with chronic microvascular ischemia  ""  Neurology was consulted, who approved 
the start of aspirin and to continue DVT prophylaxis.  The patient's advanced dementia and timeline preclude 
other intervention.  The patient's status was DNR/DNI. The patient was discharged on hospice to her assisted 
living facility on 1/11/21 (with reports of continued somnolence).  It was reported that date of death was 
1/24/21.""

COVID19 VACCINE MODERNA 0992977-1 65+ years 0 days

spoke with patient husband on Saturday 1/23 and he said that she had been in the hospital. that she had had 
a stroke, the MD's at the hospital told him that it was not contributed to the vaccine and that they were 
unsure even if the stroke had occurred prior to the vaccine or after. spoke with him again on 1-29 and he 
stated that she had passed away on 1/25/21

COVID19 VACCINE MODERNA 0995419-1 30-39 years 0 days
Shortness of breath, abnormal ECGs, lack of oxygen to the heart, numbness of legs and arms, tachycardia (130-
160) for over 12 hours, difficulty breathing,  bilateral pin point pain in legs, dizzy, syncopal convusions, 
fainting, hyperventilation, vomiting, chills, headache, heart pain, fever, kidney pain

COVID19 VACCINE MODERNA 0997677-1 65+ years 0 days Rapid decline in health status, Elevated BP&P, posturing, loss of consciousness, Glasgow coma Scale 4  starting 
2/1/2021, Deceased 2/3/21

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 1006822-1 50-59 years 0 days Reports that he had pain at the site of injection X2 days; Noted chills and body aches for 2 days

COVID19 VACCINE MODERNA 1031466-1 65+ years 0 days

Minor stroke; Weak muscles; Terible pain in neck and lower back; Terible pain in neck and lower back; Nerve 
pain; Achy; Injection site reaction; A spontaneous report was received from a consumer who was also a female 
patient, who received Moderna's COVID-19 Vaccine (mRNA-1273) and experienced C, injection site reaction, 
and achy.  The patient's medical history was not provided. Concomitant medications were not reported.  On 
21 Jan 2021, the patient received their first of two planned doses of mRNA-1273 (Batch number: 043L20A) 
intramuscularly in the left arm for prophylaxis of COVID-19 infection.  On 21 Jan 2021, after vaccine 
administration, the patient experienced injection site reaction.  On 22 Jan 2021, she was feeling achy.   On 23 
Jan 2021, she had nerve pain that felt like cutting on the back, legs, and arms.  On 24 Jan 2021, the patient's 
muscles were weak and were not working or responsive on both sides.   On 25 Jan 2021, the patient could not 
control her left hand and weakness was more predominant on left side. The patient went to the doctor and 
was hospitalized with minor stroke for 24 hours. The patient stated that she was still experiencing terrible 
pain in neck and lower back.  No treatment information was provided.  Action taken with mRNA-1273 in 
response to the events was not reported.  The outcome of events, minor stroke, weak muscles, nerve pain, 
injection site reaction, and achy, was unknown. The outcome of event, terrible pain in neck and lower back, 
was considered not resolved.; Reporter's Comments: Based on the current available information and evidence 
of a temporal association between mRNA-1273 use and the onset of injection site reaction and achy, a causal 
relationship cannot be excluded. There is limited information to asses causality for the events of injection site 
reaction, and achy.  Additional information has been requested.



COVID19 VACCINE MODERNA 1036002-1 50-59 years 0 days

Got her vaccine, went home and her son mentioned to her around 7:30 that her face looked strange.  He told 
her that it looked like Bell's palsy.  She didn't notice anything herself, but her son and husband noticed that 
something was wrong.  The next morning she got up and her face was swollen on the right side and she could 
then tell that something was different.  She went to work and the nurse at work suggested that she get it 
checked out.  She went to the doctor and they diagnosed her with Bell's palsy on Friday, 2/12/21.  The doctor 
told her to come back on Saturday to ensure that it didn't worsen, it did not change.  The doctor ordered a 
CAT scan and she had that done, and then she wanted to confer with another doctor she wanted her to get an 
MRI.  She got that done, and told her that she had a mini-stroke from the vaccine.  They initially put her on 
Prednisone thinking it was Bell's palsy.  Saturday evening she took her 2nd dose of that, but told her not to 
take it anymore as that was not the issue.   The doctors then said that they saw some pneumonia, and is 
being treated for that.  She goes back to see the doctor this afternoon.

COVID19 VACCINE MODERNA 1036498-1 60-64 years 0 days
According to the information I have gathered, she became dizzy, nauseated, vomiting later in the day.  This 
continued for nearly two weeks.  She then presented to an emergency room and was diagnosed with a 
cerebellar stroke that likely started on the same day as her vaccine per that physicians report.

COVID19 VACCINE MODERNA 1042801-1 50-59 years 0 days

"Moderna COVID-19 Vaccine EUA""    Hypersensitivity & fleeting / flowing pains spread throughout left side of 
body from tip of nose across face, up and down neck and left side of head out through fingers of left hand, 
down left side of back, down left thigh / leg and out through toes of left foot.  It was as if the left side of my 
body was in a different time zone than the right side.  I called the nurse line; they suggested a visit to the ER.  
My BP was way up, and I panicked just a little; but, tried to use my mindfulness practice to observe the 
unfolding events, rather than being consumed by them.  There was a CT of my skull wherein they found 
indications of ""an old"" stroke; so, they decided that it was possible I had a stroke.  I was transferred from 
the Medical Center to the Stroke Center at the Medical Center under the care of Dr.  Another CT with 
contrast and a MRI confirmed ""OLD"" stroke, but nothing new.  I was assured the vaccine had nothing to do 
do with my symptoms, and that I most likely experienced a Trans Ischemic Attack (TIA), and that the situation 
was merely a coincidence as they believe the vaccine had nothing to do with the TIA.  However, based on my 
personal experience of the events as they unfolded, it is my sincere belief that the vaccine was incidental to 
the effects as I experienced them.  I was kept overnight for further observation, released the next day, and 
had a follow-up with my primary care physician at the Med Center.  I am now taking an 81 mg aspirin, Plavix, 
and 80 MG Clopidogrel as a precaution, and my symptoms have been gradually fading away.""

COVID19 VACCINE MODERNA 1044497-1 65+ years 0 days Massive headache for 24 hours following the 2nd dose  Mini stroke (TIA)

COVID19 VACCINE MODERNA 1052140-1 40-49 years 0 days

Left side stroke-like symptoms. I was walking and 20 minutes in I started having left leg weakness. This then 
turned into full left side numb/foggy feeling. I was with my son (and I'm a nurse) so I asked him to test for 
signs of a stroke. I could smile evenly but it didn't feel like it. I had strength in both hands and could lift my 
arms. I was able to communicate what to look for to my son without slurred speech. But I was not stable on 
my left foot and felt as if I was listing to the left side. My left side was foggy. I moved my arm but flet it in 
slow motion. When I got home, I sat down and stretched. The symptoms went away and I was able to 
continue the day without episode. The episode lasted 20-30 minutes as I was walking home still. In hind sight, 
I did have a similar eposide after the first dose (Moderna lot 037K20A on 1/29/20) while exercising at home 
but sat down and thought it was due to a hard workout. That time it was just a weak left leg that was giving 
out on me and lasted 5 minutes because I stopped the workout.

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 1053346-1 65+ years 0 days Hemorrhagic Stroke



COVID19 VACCINE MODERNA 1053692-1 65+ years 0 days

My mother received her vaccine at 12:40 on 2/2. She waited longer than the fifteen minutes and she seemed 
fine. We left the facility and on the way home, approximately 45 after she received the vaccine, she began 
slurring her words ands was confused. The slurring lasted for 2-3 minutes The confusion continued. I brought 
her the ER where she was immediately taken in for  a CT Scan. She later had an MRI, and met with a 
Cardiologist. She later had an EEG at the request of a Neurologist. She spent three nights in the hospital.  All 
tests showed no acute signs of stroke, etc.

COVID19 VACCINE MODERNA 1055649-1 65+ years 0 days

Patient's wife reported at 3:30 PM (about 1.5 hours after vaccination) that patient described having weakness 
in the right side of his body.     Patient described as ""stroke symptoms"".  Patient was transported by 
ambulance to Hospital.  MRI performed at 10 PM that night.  Told that brain and carotid scans were fine.  
Patient's wife told me that ER department ruled as a light stroke, but dissolved by itself.  Patient was allowed 
to leave hospital due to no beds available.""

COVID19 VACCINE MODERNA 1058028-1 60-64 years 0 days

Moderna COVID-19 Vaccine EUA adverse event.   Approximately 7 hours after the 1st COVID vaccination on 
2/22/2021, patient developed symptoms of fatigue, aches, chills & fever. Her symptoms worsened into 
2/23/21 with increasing shortness of breath. On arrival in the emergency center on 2/23/21,  she was hypoxic 
with  SpO2 81% on room air.  Oxygen supplement via nasal cannula was given which improved her 
oxygenation. Covid 19 test negative. Chest Xray shows pulmonary edema and CTA chest shows no PE.  She 
was admitted to the hospital and provided supportive care.   Pulmonary Edema and inflammatory process is 
likely associated with the vaccine. Patient appeared to be improving, however, on 2/26/21, she was working 
with Physical Therapy/Occupational Therapy and had a pulse ox reading of 75% on room air. She was on 10 
Liters of oxygen via nasal cannula by the time she make it back to bed and her pulse ox was 89%. Neurology 
exam shortly afterward the above event demonstrated an NIHSS of 21.  Patient became non-verbal and stat 
imaging revealed an acute hemorrhage in the left occipatal lobe likely representing a SAH.  Patient then 
transferred to another hospital that could provide neurosurgical intervention.

COVID19 VACCINE MODERNA 1059358-1 65+ years 0 days

Patient experienced a mild TIA which lasted approximately 15 minutes.  This began about 5.5 hours after the 
vaccination. I was unable to read from my phone, could not come up with common item names from memory, 
and my wife reports I used incorrect words in speech.   I had experienced a mild headache two hours after the 
vaccination, had taken a short nap, and experienced the TIA-like event after getting up. After 15 minutes, 
words were coming back, I was able to read and converse normally. The mild headache continued for 24 hours 
and the sore injection site continued for 48 hours.

COVID19 VACCINE MODERNA 1060190-1 65+ years 0 days Patient received Covid Vaccine Moderna at 1145, multiple syncopal episodes at pharmacy, sent to ER. 
Outcome Death

COVID19 VACCINE MODERNA 1060313-1 65+ years 0 days

I am not 100% certain of this event being related to the vaccination with the Moderna COVID19 shot or not.  
However, in the interest of completeness and for investigative purposes, I am reporting to you the event in 
relation to the vaccination as the patient reported to me.  She received the vaccination on 2/14/2021 and 
became very confused.  She had significant left arm swelling much worse than when she had her first 
vaccination.  Her husband brought her to the emergency room and she was eventually discharged, but she 
went on to develop significant hypertension and she reported that her blood pressures were normal prior to 
the vaccination.  She had an emergency room visit in which her systolic pressures were well above 240.  She 
revisited the emergency room and had elevated blood pressures of 240 and was diagnosed with hypertensive 
encephalopathy and later found to have posterior reversible encephalopathy syndrome or PRES.  We have 
started the patient on medications, and started laboratory work-up for secondary hypertension and her blood 
pressures have improved with treatment.  We discussed the case with the neurologist, who suggested that 
we repeat MRI scan to make sure that her punctate lesions noted on MRI on this admission on 2/25/2021, 
have resolved.  It was advised that if they had not resolved that we should call neurology again.  
Hypertensive encephalopathy is rare and press syndrome as a result is also rare.  It is for this reason that I am 
reporting this event as again, I am not trying to mislead anyone or distort information, but should this be an 
adverse effect of the vaccine I wanted to make sure that this was reported as the patient's history prior to 
the vaccination and developing this complication post vaccination are temporally related at a minimum.  The 
patient is a known smoker but quit on the 14th of this month.

COVID19 VACCINE MODERNA 1060879-1 65+ years 0 days stroke spent 3 days in ICU and saw a neurologist



COVID19 VACCINE MODERNA 1061909-1 65+ years 0 days

Massive stroke; A spontaneous report was received from a consumer (patient's daughter), concerning an 85-
year-old female patient, who received Moderna COVID-19 vaccine and death occurred in two days.  The 
patient's medical history was not provided. No relevant concomitant medications were reported. No 
information on allergies. She states that her mother was physically and mentally healthy before vaccination.   
On 29-JAN-2021, prior to the onset of events, the patient received her first of two planned doses of covid-19 
vaccine for the prophylaxis of Covid-19 infection. There were no complaints on any side effects from the 
patient for 6 hours after vaccination. Next day, she was found unresponsive on her bed by her neighbor after 
they were sent to check on her by her daughter. Her heart was beating, and she was breathing at that time, 
but did not have consciousness. According to her daughter, the patient had a massive stroke in her sleep 
sometime between 8:pm on 29-JAN-2021 and 9:30 am on 30-JAN-2021. Her life saving measures were taken 
out at 1:15 am on 31-JAN-2021 and she died approximately at 1:45am.  No information available on 
hospitalization and treatment received with this event. It is not known whether autopsy was done.  Action 
taken with 2nd dose of Moderna Covid-19 vaccine was not applicable.  The outcome of the event stroke is 
fatal.; 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 stoke, a causal relationship cannot be excluded. 
Patient's elderly age is considered a risk factor.; Reported Cause(s) of Death: Massive stroke

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 1074925-1 Unknown 0 days

stroke; vertigo attack; severe headaches; severe dizziness; A spontaneous report was received from a 
consumer who was also a male patient who received Moderna's COVID-19 Vaccine (mRNA-1273) and who 
experienced severe headaches / headache, severe dizziness / dizziness, vertigo attack / vertigo, and stroke / 
cerebrovascular accident.  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 
second dose of two planned doses of mRNA-1273 intramuscularly for prophylaxis of COVID-19 infection.  On 13 
Feb 2021, about 12 hours after receiving the vaccine, the patient experienced severe dizziness and severe 
headaches which lasted for about 4 days.   On 17 Feb 2021, while driving, the patient thought he was having 
a vertigo attack and went to the emergency room. He had a cat scan (results not provided) and was treated 
with TPA (tissue plasminogen activator). After three days in the hospital, they determined he had a stroke.  
Action taken with mRNA-1273 in response to the events was not applicable.   The outcome of the events, 
severe headaches, severe dizziness, vertigo attack, and stroke, was not provided.; Reporter's Comments: This 
case concerns a male patient, who experienced a serious unexpected event of cerebrovascular accident among 
others, 5 days after receiving 2nd 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 1075922-1 65+ years 0 days Felt bad after vaccine, had arm paint that went up my neck to my head, on 2nd day after shot I collapsed with 
a stroke.  Blood Pressure was sky high. I was taken by Ambulance to Hospital, as I was at work at the time of 
the stroke. I have perfect bmi, never  had high blood pressure, no  health problems at all.  No heart problems.

COVID19 VACCINE MODERNA 1076108-1 65+ years 0 days Patient received first dose of vaccine on 2/8/2021. Was monitored properly with no adverse reaction, but had 
a stroke a few hours later after leaving facility. Patient is still hospitalized.

COVID19 VACCINE MODERNA 1080075-1 60-64 years 0 days Hemorrhagic stroke. = Death
COVID19 VACCINE MODERNA 1080485-1 65+ years 0 days Within 10 minutes of my dad receiving his COVID-19 vaccine he suffered a major stroke.
COVID19 VACCINE MODERNA 1091588-1 65+ years 0 days Developed diplopia 3 hours post vaccine



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 1094285-1 65+ years 0 days Had a stroke.

COVID19 VACCINE MODERNA 1096501-1 65+ years 0 days Episode of ischemic colitis of proximal sigmoid colon occurring within 6 hours of receive vaccine. This required 
hospitalization.

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 1104028-1 65+ years 0 days

89-year-old gentleman with past medical history of stroke, hyperlipidemia,  and C. difficile colitis in 2020 
presented to sick call with a rash on his left  shoulder at the site of his second Moderna COVID-19 vaccine 
which she received  on 3/5/2021. He noticed the rash soon after receiving the vaccine and it has  become 
progressively larger with increased redness. There is a great deal of  pruritus and mild pain. He denies any 
fevers/chills. No shortness of breath or  wheezing. No chest pain or palpitations. No dizziness, vertigo, 
weakness. No  pain on movement of the arm or shoulder. He denied any other side effects since  receiving the 
vaccine.  He visited the ED last evening and was prescribed  cephalexin 500 mg 4 times a day for a 7 day 
course. Thus far, he has taken 2  doses. The ED marked the borders of the rash. The affected area remains 
with and  the demarcated borders.   ROS:  A 10 point review of systems is negative except as noted in the 
history of  present illness.

COVID19 VACCINE MODERNA 1107881-1 65+ years 0 days

pt started slurring his words and his face started drooping about 8 hours after taking the covid vax.  pts wife 
took him to ER.  They did a CT which did not show a hemorrhage.  He was admitted to the floor but had a 
'Stroke Code' so was transferred to ICU.  Next day he had an MRI which showed he had a stroke.  The 
following day he was given another MRI since his symptoms were getting worse and it showed additional 
bleeding.  Pt is awake and starting to move around some but unable to communicate which speech at this 
time.



COVID19 VACCINE MODERNA 1111269-1 Unknown 0 days

chronic small vessel ischemic disease; Felt Bad; Arm pain; Headache; Body ache; Sweating; Cold Feet; Tremors; 
Slurred speech; Elevated blood pressure; Stuttering; A spontaneous report was received from a Healthcare 
professional concerning a 31 Years-old female patient who received Moderna's COVID-19 vaccine (mRNA-1273) 
and experienced non-serious events of body pain, headache, arm pain, hyperhidrosis, peripheral coldness, 
tremor, dysarthria, elevated blood pressure, dysphonia and serious event of exacerbation of preexisting 
chronic small vessel ischemic disease after the 2nd dose of Moderna vaccine chronic .  The patient's medical 
history was not provided. No relevant concomitant medications were reported.  On 21-JAN-2021, prior to the 
onset of the events, the patient received their second dose of planned doses of mRNA-1273 batch no:028L20A  
intramuscularly in the Anatomical location for prophylaxis of COVID-19 infection.  On the same day, The 
patient experienced arm pain, headache, sweating, body ache, cold feet, tremors, slurred speech, elevated 
blood pressure measured at 183/90., and sluttering.  On 21-JAN-2021, CT brain normal. MRI was abnormal and 
showed flare signal regions in the brain which signified early microvascular ischemic changes, a demyelinating 
process, vasculitis, or sequelae for migraines. The subject was treated with intravenously with lorazepam 2mg 
and Benadryl.  On 03-FEB-2021, the subject was referred to a neurologist and was improving.  On 05-FEB-2021, 
another MRI was performed and showed multiple scattered punctate foci of unenhancing white matter, signal 
alteration which were nonspecific but unchanged in comparison to previous MRI. Report suggested that 
findings were most likely to reflect an early onset chronic small vessel ischemic disease, other somewhat less 
likely considerations in a patient of this age would include migraine syndrome, various cerebral 
vasculopathies, or demyelinating conditions.  Action taken with mRNA-1273 in response to the events was not 
applicable as second dose had been administered.   The outcome of the event was resolving.; Reporter's 
Comments: The non-serious events of pain, headache, sweating, body ache, cold feet, tremors, slurred speech, 
elevated blood pressure, and sluttering are temporarily associated with the mRNA-1273 use and a causal 
association cannot be excluded.  The serious event of chronic small vessel ischemic disease is considered a pre-
existing event based a diagnostic findings and thus assessed as unlikely associated with mRNA-1273 use.

COVID19 VACCINE MODERNA 1114750-1 65+ years 0 days Stroke, fall, nerve damage, left arm (vaccine arm)

COVID19 VACCINE MODERNA 1114893-1 Unknown 0 days

Stroke; recall/memory problems; could no longer speak; A spontaneous report was received from consumer 
(patient's husband) for a 90-year-old female patient who received Moderna's COVID-19 vaccine (mRNA-1273) 
and experienced stroke and could no longer speak, stroke and recall/memory problems  The patient's medical 
history was not provided. Concomitant product use included enalapril maleate, hydrochlorothiazide, 
furosemide, potassium chloride extended release, clopidogrel and apixaban.  On 04-Feb- 2021, the patient 
received their first of two planned doses of mRNA-1273 (Lot number: 020M20A) intramuscularly on left non 
dominant deltoid for prophylaxis of COVID-19 infection. After receiving the vaccine on an unspecified date in 
2021 in the middle of the night, the patient woke up and could no longer speak. The patient was taken to the 
hospital and had a stroke. The patient was admitted for 2 days and 2 nights. The patient was not able to 
recall and have memory problems at the time of this report.  Treatment information was not provided.  
Action taken with mRNA-1273 was unknown.  The outcome of the events, could no longer speak and stroke 
were  unknown and outcome for recall/memory problems was not recovered.; Reporter's Comments: Although 
a temporal association exist, based on the lack of critical details such as the patient's medical history and 
other relevnt information for accurate assessment is lacking.  Concomitant medications is suggestive of 
underlying cardiac disease.  Additional information have been requested.



COVID19 VACCINE MODERNA 1115035-1 65+ years 0 days

Stroke; Sleeps all the time; Extemely Tired; A spontaneous report was received from a consumer concerning, 
81-year-old male patient who received Moderna's COVID-19 vaccine (mRNA-1273) who experienced stroke, 
was extremely tired and slept all the time.   The patient's medical history was not provided. No concomitant 
product was reported.   On 11-Feb-2021, the patient received their first of two planned doses of mRNA-1273 
(Lot number: unknown) intramuscularly for prophylaxis of COVID-19 infection.   As per reporter patient had 
been extremely tired and slept most of the day since injection. On 17-Feb-2021, patient experienced stroke. 
Magnetic resonance imaging confirmed stroke. Treatment information was not provided.   Action taken with 
mRNA-1273 in response to the events was unknown.   The outcome of the events experienced stroke, was 
extremely tired and slept all the time 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 1116460-1 65+ years 0 days
Patient called today to report her adverse event. Patient reports several hours after getting her vaccines 
being at the ER for stroke like symptoms. Patient reports that after several test were performed they 
confirmed she had sustained a stroke. Patient was hospitalized for 9 days including rehab.

COVID19 VACCINE MODERNA 1116994-1 65+ years 0 days

About 20 minutes after the vaccine was administered my Mother's speech became garbled and she was 
unable to speak understandably. I thought she was having a stroke so rushed her to the emergency room. 
They examined her and her speech returned to normal in about an hour. They kept her overnight for tests and 
after an MRI they said she had a TIA. We wanted to report it in case there were others who had a similar 
adverse affect. No one can say for sure if the vaccine caused it or not but we wanted to let you know what 
happened to her.

COVID19 VACCINE MODERNA 1117198-1 60-64 years 0 days

Patient received 1st dose of Moderna vaccine on 01/30/2021.  Patient received second dose on 2/27/2021 and 
within an hour noticed slurred speech and drooped face.  Patient went to ER and was transferred to another 
Hospital on 2/27/21 due to stroke.  Now patient believes stoke may have started 2/26/21, as she was 
somewhat confused  that day, but didn't realize stroke until after vaccine.

COVID19 VACCINE MODERNA 1121305-1 65+ years 0 days ON 3-20-2021 PATIENT SPOUSE REPORTED THAT PATIENT HAD SUFFERED A STROKE APPROXIMATELY 2 
HOURS AFTER THE SECOND DOSE ON 3-18-21.  SHE STATED THAT HE WAS CURRENTLY HOSPITALIZED.

COVID19 VACCINE MODERNA 1122253-1 18-29 years 0 days Stroke (blood clot in vein in left side of brain), occurred Wednesday March 17 at 5:15 pm. Immediately 
admitted to emergency room/stroke unit and given blood thinner IV and anti-seizure medicine

COVID19 VACCINE MODERNA 1124585-1 60-64 years 0 days
Determined she had a mild stroke yesterday, March 21. Had slurred speech, could not form words, couldn't 
cook. Symptoms actually started on March 17th, one week after having the vaccine. She is currently 
hospitalized at hospital where she received her vaccination.

COVID19 VACCINE MODERNA 1127730-1 50-59 years 0 days

A stroke occurred approximately 3 hrs after receiving vaccine.  He was flown by helicopter to Medical Center.  
He had dysphasia which did resolve by the time he was admitted into the ER.  He has since had CHF and Afib 
and is now on anticoagulation and diuretics.  He continues to have problems with CHF, SOB, weakness and is 
undergoing treatment as outpatient.  He is now followed by Cardiology, Neurology.

COVID19 VACCINE MODERNA 1130974-1 65+ years 0 days

Patient had onset of  numbness in leg while driving home from vaccine appointment.  Subsequently over hours 
developed numbness in his face and arm.  He did not seek medical attention until 3/19/2021 because he 
thought this was a side effect that would resolve.  3/19/21 he was seen at Hospital and diagnosed with a 
CVA.  His symptoms are improved but not resolved at this time.



COVID19 VACCINE MODERNA 1131193-1 Unknown 0 days

Face was crooked like she had a stroke; Could not move arms and legs; 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 face was crooked like a stroke/cerebrovascular accident, could not move arms and 
legs/paraplegia.  The patient medical history included stage IV cancer and multiple sclerosis. No relevant 
concomitant medications were reported.  On 09 Mar 2021, prior to the onset of the events, the patient 
received their second of two planned doses of mRNA-1273(batch no: 011a21a) intramuscularly for prophylaxis 
of COVID-19 infection.  On 09 Mar 2021, approximately an hour after receiving the vaccine, the patient's face 
was crooked like she had a stroke. She also could not move her arms and legs. The reporter called 911 and 
the patient went back to normal 45 minutes after ambulance had come.   Laboratory details are not provided. 
No treatment information was provided.   Action taken with mRNA-1273 in response to the events was not 
applicable, as the patient received both their doses.   The outcome of the events, face was crooked like a 
stroke, could not move arms and could not move legs were considered resolved on 09 Mar 2021; Reporter's 
Comments: Based on the current available information and temporal association between the use of the 
product and the start date of the events, a causal relationship cannot be excluded.

COVID19 VACCINE MODERNA 1132141-1 50-59 years 0 days

Patient developed nausea, headache, vomiting, and lower extremity numbness within 10-15 minutes after 
vaccine administration. Initial BP was 190 systolic.  Patient was given Aspirin and Oxygen . She was 
transferred to the emergency department for management of acute stroke. TPA was administered and she is 
in ICU.

COVID19 VACCINE MODERNA 1135305-1 65+ years 0 days

Symptoms like a stroke; Slurring her words; Became uncoordinated; Not feeling 100%; Very nauseous; Little 
headache; Tired for a few days; A spontaneous report  was received from a consumer concerning a 77-year-old 
female patient who experienced slurring her words (dysarthria), became uncoordinated (coordination) 
abnormal and had symptoms like a stroke (cerebrovascular) accident, felt very nauseous (Nausea) and not 
feeling 100% (Malaise).  The patient's medical history was not provided. Relevant concomitant medications 
reported included Baby Aspirin and Vitamins NOS for unknown indication.  On 10 Mar 2021, prior to the onset 
of symptoms, the patient received their second of two planned doses of mRNA-1273 (Lot number: 048AZIA) 
intramuscularly for prophylaxis of COVID-19 infection.   On 11 Mar 2021, the patient began slurring their 
words, became uncoordinated and had symptoms like a stroke. The patient was also very nauseous and went 
to the emergency room. The event, symptoms like a stroke was considered medically significant.  On, the 
same day, the patient was discharged. The patient still was not feeling 100% still.  No Treatment information 
were provided.  Action taken with mRNA-1273 in response to the event(s) was Not applicable.  On an 
unknown date, the outcome of the event, was slurring their words, became uncoordinated and had symptoms 
like a stroke, felt very nauseous and not feeling 100% resolved on 11MAR2021.; 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 1135724-1 50-59 years 0 days

Had a stroke; A spontaneous report was received from a healthcare professional concerning a 57-years-old 
male patient who received Moderna's COVID-19 vaccine (mRNA-1273) and had a stroke.  The patient's medical 
history was not provided. No relevant concomitant medications were reported.  On 10-Mar-2021, at 13:30, 
the patient received first of two planned doses of mRNA-1273 (batch: not provided) intramuscularly for 
prophylaxis of COVID-19 infection.  On 10-Mar-2021, at 15:30, the patient had a stroke and was admitted.  No 
treatment information was provided.  Action taken with mRNA-1273 in response to the events was unknown.  
The outcome of the event had a stroke was considered resolving.; 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 1141819-1 65+ years 0 days

I received the 2nd Moderna Covid 19 Vaccine 2/5/21. That evening I experienced explosive diarrhea every 20- 
30minutes from 11pm 2/5/21--7am 2/6/21 the next morning along with the regular aches and shivers 
expected. The diarrhea continued for 4 weeks when I sought help with a doctor 3/8/21. He prescribed 
Sulfasalazine to help the inflammation in my colon. I proceeded to get sicker on this med as I was allergic to it 
but was unaware of the allergy. I was finally sent to the Hospital where I was admitted on 3/17/21. I was 
immediately taken off the Sulfa Drug due to fever and bright red rash all over my body that just started 
3/17/21. Colonoscopy performed 3/19/21 with biopsies taken. Results of the biopsies showed there was an 
event that caused a lack of circulation to my colon that started the diarrhea and colitis 2/5/21. I am now on 
decreasing dosage of Prednisone which is treating the inflammation. The Dr. who performed the colonoscopy 
and did the biopsies feels that this episode was somehow related the receiving the 2nd Moderna vaccine.

COVID19 VACCINE MODERNA 1145479-1 65+ years 0 days

Patient received vaccine at 10:18am and then went home with no reaction in the vaccination POD. EMS was 
called to the patients home shortly before 2:30 that afternoon. When EMS arrived patient was posturing with 
lower extremities extended in plantar flexion. Last seen normal 30 minutes prior. she was also tachycardic and 
in respiratory distress with sonorous respirations. Cranial nerve deficit present GCS 3.She was unresponsive 
and intubated. Airlifted after CT to hospital. She died at 1647 at Hospital from hemorrhagic stroke.

COVID19 VACCINE MODERNA 1148731-1 50-59 years 0 days

Stroke; Anaphylactic shock; High blood pressure; A spontaneous report was received from a pharmacist 
concerning a 50-years-old female patient, who received Moderna's COVID-19 vaccine (mRNA-1273) and 
experienced anaphylactic shock, stroke/cerebrovascular accident and high blood pressure/hypertension.  The 
patient's medical history was not reported. The relevant concomitant medications were not reported.  On 18 
Mar 2021, approximately five minutes prior to onset of the events, the patient received their first of two 
planned doses of mRNA-1273 (batch number: 032M20A) via unknown route for prophylaxis of COVID-19 
infection.   On 18 Mar 2021,five minutes after vaccination the patient experienced anaphylactic shock, stroke 
and was subsequently hospitalised. The patient also had high blood pressure. The events anaphylactic shock 
and stroke was life threatening. Treatment for the  events included steroids, diphenhydramine and 
epinephrine.  Action taken with mRNA-1273 in response to the events was not reported.  The outcome of the 
events anaphylactic shock, stroke and high blood pressure was not reported.; Reporter's Comments: This is a 
case of Anaphylaxis and Stroke in a 50-years-old female patient with no medical hx provided who was 
hospitalized  immediately after receiving first dose of vaccine. Very limited information has been provided at 
this time. Further information is expected

COVID19 VACCINE MODERNA 1151640-1 50-59 years 0 days

Per mom who called to report- about 2 hrs after vaccine on saturday 03/27/21 pt started to have a headache, 
she gave him some ibuprofen. He was still having headache and sick at stomach she gave him phenegran that 
evening. States he is paralyzed on left side of body and uses wheelchair but still gets around some on own- he 
fell 3 times that evening- lost strength in right arm. Monday he slept a lot of the day and when he woke up at 
5pm mom states he couldnt talk right- he kept repeating words and trying to smoke a cigarette but had not 
cigarette in his hand.  Was taken to hospital monday evening and at hospital now- mom states some confusion 
and trying to be combative with nurses. Per mom doctor believed he had  a stroke on Saturday.



COVID19 VACCINE MODERNA 1153989-1 65+ years 0 days

stroke; Trouble speaking; Terrible headache; A spontaneous report was received from a reporter like a 
consumer concerning an 84 year old male patient  who received Moderna's COVID-19 vaccine (mRNA-1273) 
and experienced terrible headache/ headache, trouble speaking/ speech disorder, stroke/ haemorrhagic 
stroke.  The patient's medical history included stroke and prior stress test on 10 Feb 2021. Concomitant 
medications were not provided.  On 11 Feb 2021, prior to the onset of the events, the patient received their 
first of the two planned doses of mRNA-1273(lot/batch: unknown) intramuscularly in the anatomical position 
for prophylaxis of COVID-19 infection.  On 11 Feb 2021, patient experienced a terrible headache and was 
having trouble speaking. On 12 Feb 2021, the patient was told at the hospital he had a stroke. He was told 
that the bleeding was in the same place of the previous stroke.  Treatment information was unknown.  Action 
taken with mRNA-1273 in response to the events was unknown.  At the time of this report, the outcome of 
the events 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. However, patient's advanced age and prior history of stroke may have been contributory.

COVID19 VACCINE MODERNA 1157054-1 30-39 years 0 days 5 hours after immunization developed head ache and stroke like symptoms with left facial droop, ataxia and 
left arm and leg weakness. she was given tpa for stroke and transferred to Hospital.

COVID19 VACCINE MODERNA 1157063-1 65+ years 0 days CVA

COVID19 VACCINE MODERNA 1162018-1 Unknown 0 days

blood pressure was high; mild stroke; transient global amnesia; sore arm; A spontaneous report was received 
from a consumer concerning a female patient of unknown age, who received Moderna's COVID-19 vaccine 
(mRNA-1273) and experienced mild stroke/cerebrovascular accident, transient global amnesia, sore arm and 
high blood pressure.  The patient's medical history was unknown. Concomitant product use was not provided 
by the reporter.   On 02 Mar 2021, prior to the onset of event, the patient received their second of two 
planned dose of mRNA-1273 (Lot number: 010A21A) vaccine in the left arm for prophylaxis of COVID-19 
infection.  On the same day as the second dose, the patient experienced a sore arm later in the day.  On 21 
Mar 2021, she had mild stroke. It shocked her because she did not have medical issues that would have lead 
to a stroke. She did not immediately go to hospital. She followed up with her doctor who then asked her to 
go to the urgent care or emergency room (ER). She went to the urgent care first and they said she needed to 
go to the ER because of the symptoms she was having. She then went to the ER. She was there for 6 hours. 
She asked the nurse if they were going to admit her but nurse said no because she was not having the 
symptoms at that time. In the ER, she had an MRI, CAT scan, EKG, chest x-ray done and also had blood drawn.  
The patient had high blood pressure noted while in the ER.  The ER doctor said she had transient global 
amnesia which they said was precursor to the stroke. The event was also considered to be medically 
significant. Treatment information was not provided.   Action taken with the mRNA-1273 in response to the 
event was not applicable.  The outcome of the events, mild stroke, transient global amnesia, sore arm and 
high blood pressure, was not reported.; Reporter's Comments: Based on the current available information and 
temporal association between the use of the product and the onset date of the reported events, a causal 
relationship cannot be excluded.

COVID19 VACCINE MODERNA 1164336-1 65+ years 0 days Received vaccine at 1:30, then ate at 2:30. Went home by 4:00 and had a stroke at 4:30 while on the toilet. 
Was weak going into home and up stairs at 4:00.

COVID19 VACCINE MODERNA 1166873-1 65+ years 0 days Stroke

COVID19 VACCINE MODERNA 1167517-1 60-64 years 0 days
chest pain beginning 11:00pm after vaccine given at 9:30am with subsequently confirmed cardiac ischemia. 
There was associated shortness of breath and fatigue. Patient waited to call on 4/2/2021 and was seen in the 
office and subsequently sent to the ER after electrocardiogram was abnormal.



COVID19 VACCINE MODERNA 1167590-1 Unknown 0 days

Stroke; 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 a stroke.  The patient's medical history 
was not provided. Concomitant product use was not provided by the reporter.  On 08 Mar 2021, prior to the 
onset of symptoms, the patient received their first of two planned doses of mRNA-1273 (Batch number: 
unknown) via unknown route for prophylaxis of COVID-19 infection.   On 16 Mar 2021, approximately 8 days 
after vaccination, the patient experienced a stroke. The event is life-threatening.     Treatment information 
was not provided.    Action taken with mRNA-1273 in response to the event was unknown.  The outcome of 
the event a stroke 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 1170073-1 65+ years 0 days Hives Swollen - Left side of face Swollen Tongue  She took Benadryl and felt better. It took couple of days for 
swelling to go down.  The two weeks later, patient had symptoms again. Ambulance came and took her to ER.  
Then a month later she had symptoms again with a stroke and heart attack.  March 30th - Shingles

COVID19 VACCINE MODERNA 1175055-1 65+ years 0 days

Patient noted to be diaphoretic, tachypneic at regular rhythm, increased work of breathing, rales LUL, 
vocalizing with end expiration, O2 Sat 67% - was placed on 15 L nonrebreather with O2 Sat recovering to 96% 
- sent out via EMS to hospital where admitted  for acutehypoxic  respiratory failure from aspiration event. 
treated for possible PNA with IV antibiotics and discharged on oral antibiotics - on admission had elevated 
troponin to 0.9 with no EKG signs of acute ischemic changes and quick trending downward of troponin - 
treated with IV heparin but low suspicion for acute coronary syndrome and diagnosis of demand ischemia 
(type 2 NSTEMI) - discharged on aspirin chewable 81 mg daily

COVID19 VACCINE MODERNA 1181902-1 65+ years 0 days

PATIENT RECEIVED INJECTION AND WAS WAITING FOR THE 15 MINUTES AFTER INJECTION. PATIETN HAD 
BEEN TALKING TO OTHER PATIENTS IN ROOM WHEN PATIENT APPEARED TO BE MOVING IN CHAIR AND THEN 
FELL. PATIENT WAS UNRESPONSIVE  AND SHOWING SIGNS OF RIGHT SIDED NEGLECT. PATIENT WAS UNABLE 
TO COMMUNICATE OR SPEAK.  PATIENT WAS IMMEDIATELY TAKEN TO THE EMERGENCY ROOM WHERE HE 
WAS EXAMINED AND WAS THEN TRANSFERED TO A HIGHER LEVEL OF CARE DUE TO STROKE.

COVID19 VACCINE MODERNA 1182947-1 60-64 years 0 days

After receiving the first Moderna vaccination in my Left arm, I started feeling pain in the area of the 
vaccination site on the evening of 03/22/21. As time progressed I started to realize I was losing all motion in 
my arm and weakness on my entire left side of my body, but assumed this was a side-effect of the vaccination 
.  I was not concerned until my wife alarmed me in the morning when she looked at me and noticed the left 
side of my face drooped and had that I had difficulty standing, no balance, little use of my left leg and no use of 
my left arm and hand.  At that point, 7:00am 03/23/21, my wife drove me to the ER.  I was admitted and an 
inpatient for 15 days including PT/OT/ST therapies at the hospital for Stroke.

COVID19 VACCINE MODERNA 1184784-1 65+ years 0 days

Approximately 3 hours after vaccine administration, patient experienced the following: Nausea, Vomiting, 
Abdominal pain, and the following day: Bloody Bowel Movements. Patient went to the emergency 
department the day after vaccine administration. Patient was made NPO, started on IVF and Zosyn. Patient 
was seen by GI who agreed with supportive management of ischemic colitis. Around 1730 on 2/6, patient 
unresponsive and rapid response was called. Patient responded to Narcan. On 2/8/2021, 0358, patient was 
seen as not breathing and code blue was called. Interventions were unsuccessful and patient was pronounced 
dead at 0439am.

COVID19 VACCINE MODERNA 1185172-1 65+ years 0 days left facial droop and left upper extremity weakness, vomiting, intermittently lethargic,

COVID19 VACCINE MODERNA 1201717-1 65+ years 0 days

On Friday April 2 at around 6:00 PM, pt. reported feeling fine. She lives alone. Overnight, between 10:00 PM 
4/2 and 3:00 AM, she began to feel loss of motor control in her right leg and arm. She had to drag herself to 
the bathroom. She tried to call her daughter, but could not use her right hand to find the correct button. She 
also could not use her mind properly. At 10;30 AM on Sunday 4/3 her daughter texted pt. to check on her, but 
pt. did not respond. At 2:30 PM on Sunday, daughter FaceTimed pt. and found her mother in bed, unable to 
speak. Daughter called 911 emergency services.

COVID19 VACCINE MODERNA 1206298-1 65+ years 0 days cerebellar stroke



COVID19 VACCINE MODERNA 1206893-1 50-59 years 0 days

Transient ischemic Attack; Double vision; Sore injection site; Red injection site; This spontaneous case was 
reported by a consumer (subsequently medically confirmed) and describes the occurrence of TRANSIENT 
ISCHAEMIC ATTACK (Transient ischemic Attack) and DIPLOPIA (Double vision) in a 52-year-old male patient 
who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 018B21A) for COVID-19 vaccination. The 
occurrence of additional non-serious events is detailed below.     The patient's past medical history included 
No adverse event (No reported medical history).    On 31-Mar-2021, the patient received first dose of mRNA-
1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 31-Mar-2021, the patient experienced 
VACCINATION SITE PAIN (Sore injection site) and VACCINATION SITE ERYTHEMA (Red injection site). On 02-Apr-
2021, the patient experienced DIPLOPIA (Double vision) (seriousness criterion medically significant). On an 
unknown date, the patient experienced TRANSIENT ISCHAEMIC ATTACK (Transient ischemic Attack) 
(seriousness criterion medically significant). On 01-Apr-2021, VACCINATION SITE PAIN (Sore injection site) and 
VACCINATION SITE ERYTHEMA (Red injection site) had resolved. At the time of the report, TRANSIENT 
ISCHAEMIC ATTACK (Transient ischemic Attack) and DIPLOPIA (Double vision) outcome was unknown.        The 
action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown.       No concomitant 
medications reported by investigator.  Treatment of these events included aspirin, Lipitor and Plavix.  Based 
on the current available information and temporal association between the use of the product and the start 
date of the events, a causal relationship cannot be excluded.; Sender's Comments: Based on the current 
available information and temporal association between the use of the product and the start date of the 
events, a causal relationship cannot be excluded.

COVID19 VACCINE MODERNA 1206894-1 50-59 years 0 days

Massive stroke; After second vaccination, immediately felt terrible; This spontaneous case was reported by a 
consumer and describes the occurrence of CEREBROVASCULAR ACCIDENT (Massive stroke) in a 54-year-old 
female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. The 
occurrence of additional non-serious events is detailed below.     The patient's past medical history included 
No adverse event (Medical history not provided.). Concomitant products included DIAZEPAM (VALIUM), 
ONDANSETRON (ZOFRAN [ONDANSETRON]), ATORVASTATIN CALCIUM (LIPITOR) and LISINOPRIL for an 
unknown indication.    On 26-Mar-2021, the patient received second dose of mRNA-1273 (Moderna COVID-19 
Vaccine) (Intramuscular) 1 dosage form. On 26-Mar-2021, the patient experienced VACCINATION 
COMPLICATION (After second vaccination, immediately felt terrible). On 28-Mar-2021, the patient experienced 
CEREBROVASCULAR ACCIDENT (Massive stroke) (seriousness criteria hospitalization and disability). At the 
time of the report, CEREBROVASCULAR ACCIDENT (Massive stroke) and VACCINATION COMPLICATION (After 
second vaccination, immediately felt terrible) outcome was unknown.            Treatment included t pack clot 
bursting stroke medication.  Stroke has affected the patient's vestibular system and balance and has caused 
vertigo, she is now crippled. These symptoms are ongoing and similar to what the reporter experienced  
Based on the current available information and temporal association between the use of the product and the 
start date of the events, a causal relationship cannot be excluded.; Sender's Comments: Based on the current 
available information and temporal association between the use of the product and the start date of the 
events, a causal relationship cannot be excluded.

COVID19 VACCINE MODERNA 1207060-1 50-59 years 0 days

On day of vaccine 1/26/21, had minutes of right arm paralysis. On 1/29/21, had hours expressive aphasia and 
the hour of right arm and leg weakness with fall. On 1/30/21, has stroke with expressive aphasia and some 
right arm weakness. Was admitted to hospital 1/30/21. MRI showed multiple infarcts left hemisphere and 
carotid dissection. Heart monitor after discharge showed new onset paroxysmal atrial fibrillation. 
Echocardiogram normal. Symptoms have improved over weeks.

COVID19 VACCINE MODERNA 1215494-1 65+ years 0 days Patient began to develop progressive weakness on the night he received his first vaccine dose.  This continued 
to progress over the course of two days  and included left sided numbness and left sided deficit, including facial 
droop. Patient presented to the emergency department and was admitted for an acute ischemic CVA.



COVID19 VACCINE MODERNA 1220875-1 65+ years 0 days

TIA (small stroke); This spontaneous case was reported by a nurse (subsequently medically confirmed) and 
describes the occurrence of TRANSIENT ISCHAEMIC ATTACK (TIA (small stroke)) in a 71-year-old female patient 
who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 025L02A) for COVID-19 vaccination.     The 
patient's past medical history included No adverse event (No medical history reported.).    On 05-Jan-2021, the 
patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 05-
Jan-2021, the patient experienced TRANSIENT ISCHAEMIC ATTACK (TIA (small stroke)) (seriousness criterion 
hospitalization). The patient was hospitalized on 05-Jan-2021 due to TRANSIENT ISCHAEMIC ATTACK. At the 
time of the report, TRANSIENT ISCHAEMIC ATTACK (TIA (small stroke)) outcome was unknown.        The action 
taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown.   For mRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not provide any causality assessments.   
Treatment information included she was currently under medical examination for the causes and treatment of 
the stroke.  Based on the current available information and temporal association between the use of the 
product and the onset date of the reported event of TIA, a causal relationship cannot be excluded.   This case 
was linked to MOD-2021-066107 (Patient Link).; Sender's Comments: Based on the current available 
information and temporal association between the use of the product and the onset date of the reported 
event of TIA, a causal relationship cannot be excluded.

COVID19 VACCINE MODERNA 1245356-1 40-49 years 0 days

Suspected stroke; Bell's palsy; High BP; A spontaneous report was received from a healthcare professional 
concerning a 48-year-old, male patient, who received Moderna's COVID-19 vaccine (mRNA-1273) and 
experienced bell's palsy, suspected stroke, and high blood pressure.    The patient's medical history, as 
provided by the reporter, included hypertension.  The patient stopped taking hypertension medications since 
Aug-2020.The concomitant product use was not provided/unknown by the reporter.      On 16 Feb 2021, 
approximately 9 hours prior to the onset of the events, the patient received their first of two planned doses of 
mRNA-1273 (Batch number: 004M20A) intramuscularly in the left arm for prophylaxis of COVID-19 infection.    
On 16 Feb 2021, approximately 9 hours of receiving vaccine, the patient developed left ear 
fullness/pain/pressure. On 17 Feb 2021, the patient developed left eye watery and pain behind left ear. On 18 
Feb 2021, the patient dribbled when drinking water when working overnight shift. On 19 Feb 2021, upon 
awakening in the afternoon, patient's speech was ""off"" and noted left side of face drooped and unable to 
close left eye. The patient went to Urgent care and referred to ED for suspected stroke due to High blood 
pressure. The patient was diagnosed with bell's palsy. Treatment for the vent included steroids, eye ointment 
and metoprolol.  Action taken with the drug in response to the event was not provided  The outcome of the 
events, bell's palsy, suspected stroke, and high blood pressure, were not resolved.; Reporter's Comments: 
Based on the current available information and temporal association between the use of the product and the 
start date of the events, a causal relationship cannot be excluded.; Sender's Comments:  US-MODERNATX, INC.-
MOD-2021-026086:Same reporter""

COVID19 VACCINE MODERNA 1249604-1 18-29 years 0 days

Stroke/left side of the body; Can't talk; can't walk; This spontaneous case was reported by a non-health 
professional and describes the occurrence of CEREBROVASCULAR ACCIDENT (Stroke/left side of the body) in a 
19-year-old female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 011J20A) for 
COVID-19 vaccination. The occurrence of additional non-serious events is detailed below.     The patient's past 
medical history included No adverse event (no medical history reported).    On 31-Dec-2020, the patient 
received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1 dosage form. On 31-Dec-
2020, the patient experienced CEREBROVASCULAR ACCIDENT (Stroke/left side of the body) (seriousness 
criteria disability and medically significant), APHASIA (Can't talk) and GAIT INABILITY (can't walk). At the time 
of the report, CEREBROVASCULAR ACCIDENT (Stroke/left side of the body), APHASIA (Can't talk) and GAIT 
INABILITY (can't walk) outcome was unknown. Not Provided      The action taken with mRNA-1273 (Moderna 
COVID-19 Vaccine) (Unknown Route) was unknown.       There was no concomitant medications reported.  No 
treatment medications were provided.  Very limited information regarding these events has been provided at 
this time. Further information has been requested.   Reporter did not allow further contact; Sender's 
Comments: Very limited information regarding these events has been provided at this time. Further 
information has been requested.



COVID19 VACCINE MODERNA 1249653-1 Unknown 0 days

Stroke like symptoms; Confusion; Fog; Blurred speech; Respiratory rate fell; Blood pressure elevated 
dangerously; Turned red for 15 minutes; Fatigue; headache; This spontaneous case was reported by a 
consumer (subsequently medically confirmed) and describes the occurrence of CEREBROVASCULAR ACCIDENT 
(Stroke like symptoms) in a 54-year-old female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) 
(batch no. 012A21A) for COVID-19 vaccination. The occurrence of additional non-serious events is detailed 
below.     The patient's past medical history included No adverse event (No reported medical history).    On 24-
Feb-2021, the patient received second dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 
dosage form. On 24-Feb-2021, the patient experienced CEREBROVASCULAR ACCIDENT (Stroke like symptoms) 
(seriousness criterion medically significant), CONFUSIONAL STATE (Confusion), FEELING ABNORMAL (Fog), 
SPEECH DISORDER (Blurred speech), RESPIRATORY RATE DECREASED (Respiratory rate fell), BLOOD PRESSURE 
INCREASED (Blood pressure elevated dangerously), ERYTHEMA (Turned red for 15 minutes), FATIGUE (Fatigue) 
and HEADACHE (headache). On 24-Feb-2021, SPEECH DISORDER (Blurred speech), RESPIRATORY RATE 
DECREASED (Respiratory rate fell), BLOOD PRESSURE INCREASED (Blood pressure elevated dangerously) and 
ERYTHEMA (Turned red for 15 minutes) had resolved. At the time of the report, CEREBROVASCULAR ACCIDENT 
(Stroke like symptoms) outcome was unknown and CONFUSIONAL STATE (Confusion), FEELING ABNORMAL 
(Fog), FATIGUE (Fatigue) and HEADACHE (headache) had not resolved.            Treatment: ibuprofen (Advil) 15 
minutes after the first shot she got asthma attack. Soon after second shot she turned red for 15 minutes, 
blood pressure elevated dangerously, had blurred speech, confusion and respiratory rate fell which created 
stroke like symptoms. All the symptoms resolved in a day. She was transported to the emergency room. 
Patient was still having fatigue, fog, head ache and confusion 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   This case was linked to MODERNATX, INC.-MOD-
2021-081243 (E2B Linked Report).; Sender's Comments: Based on the current available information and 
temporal association between the use of the product and the start date of the events, a causal relationship 
cannot be excluded. Further information has been requested MODERNATX, INC.-MOD-2021-081243:

COVID19 VACCINE MODERNA 1261524-1 65+ years 0 days

experiencing a stroke in both eyes that affected her whole left side of the bodyand moved to the right side; 
lost of sight after taking moderna vaccine; huge lump on arms; This case was received via an unknown source 
(no reference has been entered for a health authority or license partner) on 21-Apr-2021 and was forwarded 
to Moderna on 21-Apr-2021.    This spontaneous case was reported by a consumer (subsequently medically 
confirmed) and describes the occurrence of CEREBROVASCULAR ACCIDENT (experiencing a stroke in both eyes 
that affected her whole left side of the bodyand moved to the right side), BLINDNESS (lost of sight after taking 
moderna vaccine) and LIMB MASS (huge lump on arms) in a 74-year-old female patient who received mRNA-
1273 (Moderna COVID-19 Vaccine) (batch no. 027A21A) for COVID-19 vaccination.     No Medical History 
information was reported.    On 03-Mar-2021, the patient received first dose of mRNA-1273 (Moderna COVID-
19 Vaccine) (Intramuscular) 1 dosage form. On 03-Mar-2021, the patient experienced CEREBROVASCULAR 
ACCIDENT (experiencing a stroke in both eyes that affected her whole left side of the bodyand moved to the 
right side) (seriousness criterion hospitalization), BLINDNESS (lost of sight after taking moderna vaccine) 
(seriousness criterion hospitalization) and LIMB MASS (huge lump on arms) (seriousness criterion 
hospitalization). The patient was hospitalized for 3 days due to BLINDNESS, CEREBROVASCULAR ACCIDENT and 
LIMB MASS. At the time of the report, CEREBROVASCULAR ACCIDENT (experiencing a stroke in both eyes that 
affected her whole left side of the bodyand moved to the right side), BLINDNESS (lost of sight after taking 
moderna vaccine) and LIMB MASS (huge lump on arms) outcome was unknown.        The action taken with 
mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown.       For mRNA-1273 (Moderna COVID-
19 Vaccine) (Intramuscular), the reporter did not provide any causality assessments  No concomitant 
medications were reported.  No treatment information provided.; Sender's Comments: Based on the current 
available information and temporal association between the use of the product and the start date of the 
events, a causal relationship cannot be excluded. However, Very limited information regarding these events 
has been provided at this time. Further information has been requested.



COVID19 VACCINE PFIZER\BIONTECH 0918783-1 18-29 years 0 days

left sided weakness; it has weakened his heart; stutter; severe stroke like symptoms; Ventricular 
tachycardia/help keep his heart rate at bay; Loss of balance; extreme numbness and tingling in left hand and 
foot; tingling in left hand and foot; oral motor impairment; mouth weakness and not coordinated/mouth is 
fatigued easily; Issues finding words and trouble speaking; Issues finding words and trouble speaking; Ejection 
fraction down to 25%; The initial case was missing the following minimum criteria: adverse event. Upon 
receipt of follow-up information on 28Dec2020, this case now contains all required information to be 
considered valid.  This is a spontaneous report from a contactable other healthcare professional (HCP). A 29-
years-old male patient received bnt162b2 (lot number: EJ1685), intramuscular (deltoid left) on 21Dec2020 at 
05:30 at 0.3 mL single (first dose) for Covid. Medical history was reported as ""none"". Concomitant 
medications were not reported. The patient previously received Flu vaccine in Oct2020 for immunization. The 
patient is an Occupational Therapist, and he called to report an adverse event that he experienced with the 
first dose of the COVID Vaccine. He received the vaccine last Monday, 21Dec2020 at 5:30AM before his shift 
at work, then 20 minutes later, he was having severe stroke like symptoms. He experienced severe left sided 
weakness, loss of balance, extreme numbness and tingling in his left hand and foot, he had issues finding his 
words and he couldn't speak, and he had an oral motor impairment where his mouth was weak and not 
coordinated. The staff at the hospital did a neurological exam on him, and he failed, so he had to go to the 
emergency room (ER). The patient added that he was already in the hospital when this happened, and the ER 
doctors suspected that he had a CVA, and they gave him TPA to prevent any permanent brain damage and it 
worked. The patient then added that due to the shock of this whole event, from  everything that happened, it 
has weakened his heart. Reportedly, he is a healthy 29 year old man, with no preexisting conditions, and he 
works out, and he has no heart conditions, but he had to get a cardiology follow up a few days after he got 
the vaccine, because he started going in to Ventricular Tachycardia, which he had never had in his life. So, the 
doctors at the hospital went ahead and did an Echocardiogram and an EKG, and he was told that his Ejection 
Fraction is down to 25%. He stated his heart is so weak, that he cannot work right now, but the structure of 
his heart is fine and has not had any damage. The hospital staff thought that maybe the patient had a chronic 
heart issue that he just did not know about, and that the stress of this event maybe made it kick into 
overdrive, but he states that the cardiologist said that was not the case, because the structure of his heart is 
fine, and the only thing they can see is that the heart is pumping weak. One physician even suggested that 
due to the shock of the event, he might have Takotsubo Cardiomyopathy, which is a broken heart, but 
because the structure of his heart is okay, it should be reversible. He stated that he is hoping he will heal up 
good, because he is young and has no pre-existing conditions. He added that his heart is in such a state right 
now; he has to wear an external defibrillator. The patient stated that all these happened about 20 minutes 
after he received the vaccine, and he was admitted to the hospital from 21Dec2020 to 25Dec2020. His 
neurological symptoms have resolved except that he has a stutter that he did not have before and his mouth 
is fatigued easily, so he has to slow down when he is eating, but now he can eat regular for the most part. 

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 0932145-1 65+ years 0 days

Patient came into the emergency department on 1/8/21 with an acute ischemic stroke with complete 
occlusion of her left MCA. She had acute and complete flaccid paresis of her right face, arm, and leg, complete 
aphasia, and neglect of the right side of her body. NIHSS of 27. Onset of deficit was between 6:30pm-7:10pm. 
She recieved her 1st COVID-19 vaccine dose that morning at 10:31am.

COVID19 VACCINE PFIZER\BIONTECH 0944084-1 30-39 years 0 days
Vaccinated Thursday morning, later in the evening felt achy and had a fever. Headache for 2 days. Sat 
morning 1/9/21 woke up with left arm weakness and numbness which went up to her face. Had an MRI 
completed which showed a new small right paritial ischemic stroke.

COVID19 VACCINE PFIZER\BIONTECH 0944270-1 50-59 years 0 days

He collapsed with left sided hemiparesis; Stroke; Rt basal ganglia hemorrhage w/ edema and mass effect.; Rt 
basal ganglia hemorrhage w/ edema and mass effect.; Low platelets, 114; His bp as high as 200s/100; Hand 
weakness; Myalgia; Fever; Severe fatigue; This is a spontaneous report from a contactable physician. A 58-
year-old male patient received first dose of bnt162b2 (Pfizer BioNTech COVID vaccine), intramuscularly on 
16Dec2020 at a single dose for COVID-19 immunization. Medical history included hypertension with reported 
med noncompliance in the last few months due to stress. Concomitant medication included hypertension 
medications in two weeks. The patient was presumed neg covid status prior to vaccine. He worked as a 
Pulm/critical care physician. He reported fever, myalgia, fatigue on 16Dec2020. Next day (17Dec2020), he took 
off from work due to his symptoms. The following day (18Dec2020), he came to work. He c/o ongoing severe 
fatigue & hand weakness in am. Staff noted him to be evaluating his hands during clinic. At 12:15, he collapsed 
with left sided hemiparesis. The reporter had suspicion for stroke. He was transported to the Emergency 
Room (ER), head CT showed Rt basal ganglia hemorrhage w/ edema and mass effect. Labs notable for Low 
platelets, 114 (unknown baseline) on 18Dec2020, normal coags on an unspecified date. BP recorded as 
179/101, but it was noted in trauma room his bp as high as 200s/100. He had a history of hypertension with 
reported med noncompliance in the last few months due to stress. Patient was transferred for further care. 
Full course was unknown but had rebleed there with low plts. Adverse event (he collapsed with left sided 
hemiparesis) resulted in hospitalization (22 days), life threatening illness (immediate risk of death from the 
event), disability/incapacitating or permanent damage. Treatment was received for adverse events. Results of 
tests and procedures for investigation of the patient: on 18Dec2020, Nasal Swab test: negative. The outcome 
of events was not recovered.   Unknown if 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 was not 
tested for COVID-19.   Information on the lot/batch number has been requested.; Sender's Comments: 
Collapsed with left sided hemiparesis/suspicion for stroke are as consequences of basal ganglia hemorrhage 
with edema, which is caused by worsening of hypertension.  Low platelet also contributes to brain 
hemorrhage. All these serious events are unrelated to the vaccine 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 0950945-1 18-29 years 0 days

2 hours after the administration of the vaccine, the left side of my face briefly started to tingle. I slept for 6 
hours, and when I woke up, the left side of my face was noticeably having pins and needles. I took 25 mg of 
oral Benadryl and slept for another 7 hours, and when I woke up, my left arm and leg were experiencing pins 
and needles. The left side of my face was completely numb, and I felt like that side was being pulled down 
toward the floor. The left, posterior side of my head felt very tingly, and I had a pounding headache behind 
the left eye that worsened with light.  My boyfriend noticed my smile being different, and after looking in the 
mirror,  I decided to go to ED. They were concerned about Bell's Palsy, but with the extremity involvement, 
they changed my plan of care to a migraine response from the vaccine. I received an MRI, IV Compazine and IV 
Toradol. My headache went from a 6/10 to a 2/10 after that treatment, but it came back soon after my 
discharge.

COVID19 VACCINE PFIZER\BIONTECH 0958327-1 50-59 years 0 days Headache and stoke

COVID19 VACCINE PFIZER\BIONTECH 0958389-1 65+ years 0 days Stroke-like symptoms approximately 2-3 hours after receiving shot (aphasia), BP bottomed out, was 
transported by EMS and is currently on a ventilator in hospital. CT scan clear; MRI pending.



COVID19 VACCINE PFIZER\BIONTECH 0960714-1 50-59 years 0 days
Pt received vaccine and developed HA with left hemianopsia, left upper ext and left lower ext weakness. 
Stroke Code activated at clinic where she works CT head neg TPA administered, transferred to ED for CTA and 
stroke care CTA neg  MRI pending but clinically improved

COVID19 VACCINE PFIZER\BIONTECH 0968846-1 65+ years 0 days Within 15 minutes of the injection, the individual became aphasia and stroke like symptoms. She was taken to 
the ER where she was later diagnosed with a cerebral hemorrhage and passed away.

COVID19 VACCINE PFIZER\BIONTECH 0978959-1 65+ years 0 days

Presented with stroke like symptoms at 10:30, right sided weakness and slurred speach. 911 was call, patient 
was transported to hospital. Per ED note, patient experienced TIA which resolved, actue exacerbation of CHF.  
Patient was admitted. Discharge summary on 1/22 indicates same diagnosis, plan was home with hospice. 
Family notified hospital on 1/25 that patient had expired on 1/23 at home.

COVID19 VACCINE PFIZER\BIONTECH 0979255-1 65+ years 0 days

Patient received COVID 19 vaccine the morning of 1/18/21 at Public Health COVID-19 vaccine clinic. I (person 
completing this report) work for PH. Later that night while in bed, patient reported difficulty breathing to his 
wife, then turned blue, and became unresponsive. Family report pt was without any symptoms prior to event.  
911 called; CPR started by family member 15 min. after pt became unresponsive. EMS performed resuscitation 
for about 30-40 minutes with multiple defibrillation for V-fib.  Between EMS and Medical Center ER, pt had 9 
rounds of epi, CPR w/ LUCAS  machine, given 2 doses of amiodarone (150 mg and 300 mg). Patient had 3 EKGs, 
which did not show STEMI, but did show nonspecific conduction delay and sinus arrest with junctional escape 
vs sinus bradycardia (HR 50's).  Pt had return of spontaneous circulation. Pt intubated, and started on 
Levophed. Pt transferred to ICU, and had central line placed.  Family decided to make patient DNR. Pt went 
into coarse VFib again, and as per wishes of family, code blue not called.  Patient expired at 01:53 on 1/19/21.

COVID19 VACCINE PFIZER\BIONTECH 0993695-1 65+ years 0 days

Couldn't speak, slurring words, stuttering, couldn't formulate a sentence; stroke; This is a spontaneous report 
from a contactable consumer. A 97-year-old female patient received first dose of BNT162B2(PFIZER-BIONTECH 
COVID-19 VACCINE), via an unspecified route of administration on 16Jan2021 14:15 at single dose for covid-19 
immunization. Medical history included ongoing atrial fibrillation(A-flib), took medication for that. 
Concomitant medication included acetylsalicylic acid (BABY ASPIRIN), rosuvastatin calcium (CRESTOR). 
Additional vaccines administered on same date of pfizer suspect reported as no. Prior vaccinations within 4 
weeks, AES follow prior vaccinations and family medical history all reported as no. The patient got her first 
dose on 16Jan2021 and that evening she began to have a stroke. The patient was on blood thinners 
(apixaban(ELIQUIS) and questor). Event reported as ""Couldn't speak, slurring words, stuttering, couldn't 
formulate a sentence"" with onset date 16Jan2021. Event was serious as hospitalization from 17Jan2021 to 
18Jan2021. The outcome of the events was not recovered/not resolved. Patient was caller's mother. Four 
hours later, patient couldn't speak and was slurring words. Ambulance was called, vitals were checked, and 
patient was told she was ok. Next morning patient was the same. Ambulance was called again and patient 
had a stroke. Caller stated the stroke was very coincidental. Patient had the COVID-19 Vaccine at about 2PM. 
Patient had A-fib. Stroke affected patient's speech, but not terribly. Patient was on a blood thinner at the 
time of the report because of MRI and CT scan results. The patient was taking acetylsalicylic acid (BABY 
ASPIRIN), but that was taken away at time of the report. The patient was on rosuvastatin calcium (CRESTOR) 
0.5 at time of the report. Next appointment for second COVID-19 Vaccine was 06Feb2021. Caller was 
concerned. Patient never had a stroke before. The reporter wanted to know if this had been previously 
reported. Saturday night was when patient's speech began slurring. The patient had the Pfizer COVID-19 
Vaccine that afternoon. EMS didn't take patient to the hospital on Saturday night, just took vitals and left. 
Patient's speech was going in and out. Caller reached out to patient Sunday morning and patient was having 
the same speech issues. Patient was stuttering and couldn't formulate a sentence. Ambulance was called and 
patient was transported to (health center). CT scan and MRI showed patient had a stroke in the area of the 
brain that affect speech. Patient had an echocardiogram. Clarified patient's speech symptoms began on 
Saturday, 16Jan2021.  · Information of lot/batch number has been requested.""

COVID19 VACCINE PFIZER\BIONTECH 0994113-1 65+ years 0 days
Daughter contacted the clinical location for vaccination to inquire regarding if her mother was confused when 
at the location to receive her vaccine as she ended up in the ED 2 hours later with a diagnosis of stroke.  
completing VAERs due to how closely the vaccine was to the event.



COVID19 VACCINE PFIZER\BIONTECH 1000933-1 65+ years 0 days
Pfizer-BioNTech COVID- 19 Vaccine EUA Patient experienced change in speech and jerky movements on way 
home from COVID-19 vaccine. Presented to ED. Patient diagnosed with Acute CVA (cerebrovascular accident).  
Patient discharged on 1/31/2021.

COVID19 VACCINE PFIZER\BIONTECH 1001666-1 Unknown 0 days
TIA (10 minutes of altered consciousness, encephalopathy) while sitting in a chair 6 hours after first Pfizer 
covid vaccine. Has a h/o similar TIA. No ongoing symptoms sequelae. Advance his anti platelet therapy to 
plavix and aspirin.

COVID19 VACCINE PFIZER\BIONTECH 1002428-1 65+ years 0 days

1st dose of vaccine was 1/12/21, Lot number EK9231 2nd dose 2/2/21, Lot number EL8982   Patient was feeling 
well the day of vaccine and reports no recent illness, no adverse events to first injection in COVID vaccine 
series. 20 minutes later developed dizziness and nausea. Within hours noticed LUE weakness. Weakness has 
progressed over last two days to severe left upper extremity and left lower extremity weakness with 
inability to walk. No sensory deficits. Some urinary retention. Hyperreflexia on examination with upgoing toe 
on left. Presentation consistent with transverse myelitis.  Patient remains hospitalized at this time, starting 
treatment with IV solumedrol for clinical transverse myelitis. Workup remains in process

COVID19 VACCINE PFIZER\BIONTECH 1003145-1 50-59 years 0 days

56 year old female presents with complaint of tingling and numbness that she noticed to her lower left jaw.  It 
occurred yesterday around 3 PM after she received her Covid vaccination.  She states that then started to 
move up to her left cheek but has now gone back down just to the lower left jaw.  It is in a specific region of 
that area.  She states also that she is having a fever today and generalized body aches that are moderate in 
nature.  She also notes some urinary frequency without dysuria or hematuria.  Patient took Tylenol this 
morning around 6 AM.  She initially tried to swallow the pill and felt like she was going to choke on it and 
spit the pill up.  She then sat down for a few minutes and was then able to take the pill.  She denies any 
actual stridor or wheezing.  No focal weakness or numbness of one arm or leg.  No change in speech. 
Differential diagnoses include but are not limited to: CVA, TIA, anxiety reaction, paresthesia, metabolic 
process, bleed, vaccine reaction.  56-year-old female with paresthesia to the left chin.  Otherwise normal 
neurologic examination.  The TPA window given symptoms started yesterday.  I will get a head CT but I do 
not feel the patient needs an MRI.  Given the fact the patient does have autoimmune disorder, blood cultures 
and lactic acid obtained.  I suspect that her fever is in response to her Covid vaccine yesterday.  Covid test 
negative.  Urinalysis no evidence of UTI.  Chest x-ray is clear.  Head CT negative.  On reevaluation after 
Motrin patient feels much improved.  At this time I think she is stable for discharge to home.  I do not think 
this is Bell's I am finding no facial weakness on my examination.  Follow-up and return precautions discussed 
patient understood

COVID19 VACCINE PFIZER\BIONTECH 1006055-1 60-64 years 0 days

Pfizer-BioNTech COVID-19 Vaccine EUA  Approximately 3 mins after vaccination, pt reports nausea, dizziness, 
chest pressure, and profound weakness. Brought to Emergency Department by crisis RN where she remains 
achy with weakness, fatigue and had no energy.  Pt reports ""feeling tired"" and ""my speech is slower"". On 
exam, slight R facial droop noted, tongue noted to be leaning towards the right, pronator drift noted in R arm. 
Code Brain activated with real time audio video interaction. MRI completed with normal results. Symptoms 
resolved.  Stroke team ok with discharge to home with f/u with PCP.""

COVID19 VACCINE PFIZER\BIONTECH 1010235-1 65+ years 0 days Stroke. Massive brain bleed right side

COVID19 VACCINE PFIZER\BIONTECH 1011771-1 65+ years 0 days

Narrative: Patient with history advanced vascular dementia, hypertensive cerebrovascular disease and 
stroke, T2DM. Received her second dose of Pfizer COVID-19 vaccine at approximately 14:00 and was reported 
to have expired at home at 20:55. Dr. (Medical Director) spoke with patient's son/caregiver 2/4/21. Son 
reports that patient was in her usual health yesterday morning, deemed well enough by son to travel for 
vaccination. He reports she had no bothersome symptoms after either first or second vaccinations. Specifically 
denied rash, wheeze, and difficulty breathing. Son was with patient throughout the day. In the evening, when 
preparing for bed, he noted she became suddenly unresponsive in a similar fashion as she has done several 
times in past years. While in all previous such episodes she recovered within minutes, last evening she did not 
regain consciousness, experiences a brief period of labored breathing, and died. Patient's son called 911 and 
the patient's body was brought to the medical examiners. The medical examiner declined to proceed with 
autopsy. Patient's son is not interested in autopsy. Patient's son reports confidence that his mother's 
underlying hypertensive/diabetic cardiovascular disease is the natural cause of her death. Other Relevant Hx:  
Symptoms: & Death Treatment:



COVID19 VACCINE PFIZER\BIONTECH 1012742-1 60-64 years 0 days 1/31/21 0730 am confused and low grade temp 99.5, 12 noon Temp 100.6 and sitting in recliner non 
responsive twitching.  Sent to Hospital with EMS to rule out stroke. Admitted 1/31/21.

COVID19 VACCINE PFIZER\BIONTECH 1014871-1 50-59 years 0 days

CENTRAL RETINAL VEIN OCCLUSION RESULTING IN LOSS OF SIGHT TO RIGHT EYE  I WAS ON COMPUTER AND 
HAD BRIGHT FLASHES OF LIGHTS THE LOST VISION IN THE EYE ABOUT 2 1/2 HOURS AFTER RECIEVING 
VACCINE. CRVO IS RARE IN MY AGE WITH NO HEALTH PROBLEMS. SAW ER DOCTOR THAT NIGHT THEN 
OPTHAMOLOGIST THE NEXT MORNING WHO DIAGNOSED ME. I AM CURREENTLY PRESCRIBED A BABY ASPIRIN 
AND WILL HAVE TO GET INJECTIONS IN MY EYE WHEN MACULAR EDEMA OCCURS, AN EXPECTED 
OCCURRENCE WITH A BLOOD CLOT IN THE RETINAL VEIN

COVID19 VACCINE PFIZER\BIONTECH 1018910-1 30-39 years 0 days I am actually not certain which COVID  vaccine she got but she came to our hospital having a stroke confirmed 
by CT

COVID19 VACCINE PFIZER\BIONTECH 1022685-1 65+ years 0 days
Received Pfizer Covid Vaccine in the AM on 2/9/21. Arrived to emergency department later the same day 
complaining of nausea, weakness, fatigue, Vomiting, Diarrhea. Post operative diagnosis, Ischemic colon/toxic 
megacolon.

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 1030131-1 50-59 years 0 days

Basal Ganglia sudden stroke; This is a spontaneous report from a contactable consumer (patient). A 55-year-
old female patient received BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE), via an unspecified route 
of administration, on 30Jan2021 at 13:00 (at the age of 55-years-old) at a single dose for COVID-19 
immunization. The patient had no medical history and no blood pressure condition. The patient was not 
pregnant at the time of vaccination. Prior to the vaccination, the patient was not diagnosed with COVID-19. 
The patient had no known allergies to medications, food, or other products. Concomitant medications, taken 
within two weeks of vaccination, included an unspecified thyroid medication. The patient did not receive any 
other vaccines within four weeks prior to the vaccination. The patient experienced basal ganglia sudden 
stroke on 30Jan2021 at 13:00, which prolonged hospitalization, caused disability, and was reported as life-
threatening. The vaccine was received during existing hospitalization. The patient underwent lab tests and 
procedures which included nasal swab: negative on 03Feb2021. Therapeutic measures were taken as a result 
of the event, which included intensive care unit (ICU) neurocare. The clinical outcome of basal ganglia sudden 
stroke was unknown.   The batch/lot number for the vaccine, BNT162B2, was not provided and will be 
requested during follow up.

COVID19 VACCINE PFIZER\BIONTECH 1034234-1 65+ years 0 days Eye Stroke  / Retinal Occlusion Lost eyesight in left eye

COVID19 VACCINE PFIZER\BIONTECH 1035548-1 65+ years 0 days

Repetitive episodes of tingling; numbness occurring in left side of body including side of face; Possible TIA; This 
is a spontaneous report from a contactable consumer reporting for himself.  A 73-years-old male patient 
received the first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, Lot number EL9262), via an 
unspecified route of administration in the left arm on 02Feb2021 16:00 at single dose for covid-19 
immunisation. Medical history included high blood pressure. Concomitant medication included amlodipine 
(unknown manufacturer). On 02Feb2021 16:00 the patient experienced repetitive episodes of tingling and 
numbness occurring in left side of body including side of face; possible TIA with outcome of not recovered. The 
events resulted in Emergency room/department or urgent care visit. The patient was hospitalized for 3 days 
due to the events. The events were serious as life-threatening and due to hospitalization. It was unknown if 
the patient received treatments for the events. The patient did not have COVID-19 prior to vaccination and 
was not covid tested post vaccination.



COVID19 VACCINE PFIZER\BIONTECH 1035674-1 65+ years 0 days

Within 15-minutes, the patient reported a ""pulsating sharp pain"" behind their right eye. EMS evaluated the 
patient on-site and they were found to be hypertensive (173/88). The patient proceeded to a emergency 
department. In the ED, the patient remained hypertensive with a mild generalized headache. They reported 
that their eye pain is constant but comes in waves of higher intensity. Differential diagnosis was possible 
stroke due to right-sided hemianopsia and right-sided ptosis. Patient was admitted and evaluated. Aspirin 
was administered and blood pressure was monitored prior to discharge.""

COVID19 VACCINE PFIZER\BIONTECH 1042639-1 65+ years 0 days

Pt. recieved COVID vaccine on 6 Feb @0730 and presented to the hospital with chest pain & quesionable 
stroke.  + CT and transferred to another hospital @ 1430, appears CVA (cerebral vascular accident); 
Cardioembolic stroke; Cerebrovascular accident (CVA), unspecified mechanism; TIA (transient ischemic attack).  
He was discharged on 10 Feb.  Home course unknown

COVID19 VACCINE PFIZER\BIONTECH 1046413-1 65+ years 0 days Experienced Primary Diagnosis of Stroke to left rear side of head (Also Mixed Hyperlipidemia, Coronary Artery 
Disease involving Native Coronary Artery of Native Heart without Angina Pectoris, Type 2 Diabetes)

COVID19 VACCINE PFIZER\BIONTECH 1048215-1 40-49 years 0 days

Dizziness; stoke like symptoms; lost taste; Lost smell; lost hearing; weakness; right eye droopy; This is a 
spontaneous report from a contactable other hcp (patient). A 44-year-old female patient receive first dose of 
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Lot number: EL0142), at same age, via an unspecified route 
of administration in left arm on 05Jan2021 10:00 at single dose for covid-19 immunisation. Medical history 
included high blood pressure.  Concomitant medication included metoprolol. The patient previously took 
ampicillin and experienced drug allergy. The patient experienced dizziness, stoke like symptoms, she lost 
taste, smell, hearing, lost station on my whole right side. Right side weakness. Only one eye blinks right eye 
droopy, all on 05Jan2021 10:00. Events resulted in emergency room visit. The patient was hospitalized for 1 
days for all events.  It was unknown whether treatment was received for all events. Patient is not pregnant 
at the time of vaccination. Facility where the most recent COVID-19 vaccine was administered was hospital. 
Patient did not receive any other vaccines within 4 weeks prior to the COVID vaccine. The patient underwent 
lab tests and procedures which included nasal swab/ covid test: negative on 08Feb2021. The outcomes of 
events were not recovered.; Sender's Comments: The Company cannot completely exclude the possible 
causality between the reported dizziness, stoke like symptoms, she lost taste, smell, hearing, lost station on 
my whole right side, right side weakness, only one eye blinks right eye droopy, and the administration of the 
COVID 19 vaccine, BNT162B2, administration, 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 1051535-1 65+ years 0 days
My mother complained of a severe headache within 1 hour of receiving the injection. 18 hours later she was 
rushed to the the ER with a Hemorrhagic stroke. Hospitalized for 3.5 days,  cognitive impairment remains, 
resulting in the need for rehabilitation therapy.

COVID19 VACCINE PFIZER\BIONTECH 1051713-1 65+ years 0 days

Covid 19 vaccine was administered at 2:45 pm on 2-21-21. By 2:55 pm patient began to experience Confusion 
and  loss of short term memory. He suddenly did not know where is was, how he got there, or why he was 
there. He continuously asked those questions throughout the balance of the day. The nurses on duty in the 
clinic got a wheel chair and escorted us to the  hospital ER in the same building. He was immediately taken to 
a room where a doctor met us and began asking him questions. The Dr quickly ordered a multitude of tests. 
Results shown in item 19

COVID19 VACCINE PFIZER\BIONTECH 1052242-1 65+ years 0 days Patient reported as being altered, GCS 6 with noted aphasia around 1415.

COVID19 VACCINE PFIZER\BIONTECH 1052491-1 65+ years 0 days
brain fog immediately after vaccination, 2 hours later blood pressure and heart were elevated. Around 11:00 
pm went into extreme Atrial Fibrillation and risk of stroke for 10 hours. Heart rate went from 55 bpm before 
vaccine to 90 bpm after vaccine. Blood pressure went from 120/70 to 145/80.



COVID19 VACCINE PFIZER\BIONTECH 1056626-1 65+ years 0 days

Vertigo last week that stayed for five days; pain at the injection site; 2 stroke like symptoms/ like she was 
having a TIA (Reporter confirmed TIA as Transient ischemic attack); Blood Pressure 170/130; Fatigue; Joint 
ache; Nausea; Vomiting; Fever 100.1; Stress; 2 stroke like symptoms/numbness in her lip; Pervasive aching; 
Momentary confusion; , like she was having a TIA;  Not able to answer questions; she still has not recovered 
her strength; This is a spontaneous report from a contactable consumer (patient's daughter).  A 94-year-old 
female patient (mother) received 1st dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE) (Lot# EL1283), 
via an unspecified route of administration on 23Jan2021 13:00 at a single dose for COVID-19 immunisation. 
The patient's medical history included ischaemic stroke, haemorrhagic stroke in Aug2019, pulmonary 
embolism, deep vein thrombosis (DVT), cholesterol, myalgia condition, blood pressure, thyroid, sleep and 
vertigo. The patient concomitant medications included amlodipine for blood pressure, calcium 
carbonate/colecalciferol (CALCIUM + VITAMIN D), rosuvastatin calcium (CRESTOR) for cholesterol, 
levothyroxine for thyroid, eszopiclone (LUNESTA) for sleep medication, ascorbic acid, cupric oxide, dl-alpha 
tocopheryl acetate, xantofyl, zeaxanthin, zinc oxide (PRESERVISION AREDS 2), prednisone for myalgia 
condition, and escitalopram. The patient experienced fatigue, joint ache, nausea, vomiting, blood pressure 
170/130, fever 100.1, stress, stroke like symptoms, numbness in her lip, momentary confusion; like she was 
having a TIA;  not able to answer questions, tired, pervasive aching, all on 23Jan2021 19:00. Events reported 
as follow: patient had the Pfizer vaccine on Saturday around 1 pm and Saturday (Clarified 23Jan2021) night 
she had severe side effects for about 4 hours. When probed for side effects, the reporter stated it increased 
gradually over time. So, first patient had joint achiness and then she experienced nausea and vomiting. The 
reporter took her blood pressure. It was 170/130 and so reporter called EMS and they came up and her blood 
pressure had gone back down to normal and they recorded she had a fever of 100.1. EMS believed that the 
combination of the 'violence' of the onset and the fever caused her blood pressure to spike but she had a 
history of ischemic and hemorrhagic stroke. So, the reporter was concerned that the stress and whatever that 
was going on the reaction, the reporter was concerned that it was going to cause her a stroke. Patient had 2 
stroke like symptoms, one was that she had numbness in her lip and the second was that she had momentary 
confusion, like she was having a TIA (reporter confirmed TIA as Transient ischemic attack). The only symptom 
of that was when the reporter asked her the name of her children she gave the names of her grandchildren 
but that confusion cleared up quickly and she was fine for a while but not able to answer questions, sharply. 
By the time that EMS got there patient was sharp again, no problem. For treatment, the reporter gave 
patient aspirin. The reporter put some Salonpas patches on her joints. It was like the analgesic patch. It was 
an external patch that patient put on. Patient usually does not need them that was why she was taking the 
prednisone to treat that kind of pervasive aching. The reporter also gave her the fluids, Gatorade kind of stuff 
to replace her fluids from throwing up and that kind of stuff. One more thing, it all started with an extreme 
fatigue but that seem normal but it seemed to lead into the other symptoms. Like it was a big day to go out 
and get the vaccine. So, she was a little bit tired. This was a very deep fatigue that was part of it too. 



COVID19 VACCINE PFIZER\BIONTECH 1056656-1 65+ years 0 days

blew a blood vessel under her eye lid; stroke; tasted rubber band taste in her mouth; This is a spontaneous 
report from a contactable consumer (patient).  A 65-year-old female patient received the second dose of the 
bnt162b2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE; Lot Number: EN5318), in a clinic, intramuscularly in 
the right arm on 29Jan2021 at 14:00 at 65-years-old at a single dose for COVID-19 immunization. There were 
no prior vaccinations within four weeks of the bnt162b2.  Medical history included ongoing fibromyalgia from 
an unknown date, reflex sympathetic dystrophy from an unknown date and unknown if ongoing, irregular 
heart beat from an unknown date and unknown if ongoing, ongoing hemangioma from an unknown date, 
thyroid problems from an unknown date and unknown if ongoing, low white blood cell counts from an 
unknown date and unknown if ongoing, ongoing pinched nerves in her neck and back from an unknown date, 
migraines from an unknown date and unknown if ongoing, diastolic heart failure from an unknown date and 
unknown if ongoing (diagnosed about 5 years ago.), abdominal pains from an unknown date and unknown if 
ongoing, numbness in her nose, foot from an unknown date and unknown if ongoing, nausea from an unknown 
date and unknown if ongoing, vomiting from an unknown date and unknown if ongoing. Concomitant 
medications were not reported.  The patient previously received the first dose of the bnt162b2 (PFIZER-
BIONTECH COVID-19 MRNA VACCINE; Lot Number: EL1283) for COVID-19 immunization on 08Jan2021 at 64-
years-old and experienced metallic taste (Recovered), carbamazepine (TEGRETOL) from an unknown date to an 
unknown date and experienced white count was down to 1, influenza vaccine (MANUFACTURER UNKNOWN) in 
Jul2020 at 64-years-old for immunization.  The patient experienced the following events and outcomes: stroke 
(medically significant) on 29Jan2021 at 14:10 with outcome of unknown, blew a blood vessel under her eye lid 
(medically significant) on 31Jan2021 with outcome of recovering, tasted rubber band taste in her mouth (non-
serious) on 29Jan2021 with outcome of unknown. The clinical course was reported as follows: The patient 
reported a history of migraines/ weather migraines, that cause numbness in nose and foot as well as gastro-
intestinal symptoms. The patient received her first dose of the Pfizer COVID vaccine on 08Jan2021 and felt a 
metallic taste in her mouth (said that the metallic taste lasted about three hours; ate to get rid of the 
metallic taste). On 29Jan2021, the patient received her second dose; after 10 minutes her face went numb; 
her nose, forehead, and under her eyes all the way up felt numb. Also, the patient's systolic blood pressure 
was at 150. The patient reported that she also tasted rubber band taste in her mouth. The patient's neighbor 
that was there with her getting the vaccine told the nurse and they called the paramedics. The paramedics 
stated that they thought she had a stroke. She said that her blood pressure was 150 systolic (usually 107-
110/79). The patient had diastolic heart failure which was diagnosed about 5 years prior.  The numbness 
stayed with her until about 22:00 on 29Jan2021. The patient had a history of ""migraines and gets abdominal 
pains, numbness in her nose, foot"", and she experienced ""nausea and vomiting and stuff with her 
migraines."" The patient thought the vaccine just gave her a big migraine. The patient took sumatriptan 
succinate (IMITREX) and it did nothing. The patient said that on 31Jan2021 her eye felt weird. The patient 
blew a blood vessel under her eye lid. The patient's eye looked like a blood clot in the corner of her eye then 

COVID19 VACCINE PFIZER\BIONTECH 1056660-1 65+ years 0 days

Cardiac Event MI or Stroke; Cardiac Event MI or Stroke; This is a spontaneous report from a contactable 
consumer (Son in law). A 73-year-old male patient received the second dose of BNT162B2 (PFIZER-BIONTECH 
COVID-19 VACCINE), via an unspecified route of administration at left arm on 17Feb2021 14:00 at single dose 
for covid-19 immunisation. Medical history included atrial fibrillation (AFib), prostate cancer Survivor. 
Concomitant medication included alirocumab (PRALUENT), escitalopram oxalate (LEXAPRO), apixaban (ELIQUIS), 
nitroglycerin and Ca channel blocker. The patient received the first dose of BNT162B2 on an unknown date for 
covid-19 immunisation. The patient experienced cardiac event myocardial infarction (MI) or stroke on 
17Feb2021. Adverse event result in Doctor or other healthcare professional office/clinic visit. It was unknown 
if treatment received for the events. 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 patient died on 19Feb2021. It was 
unknown if an autopsy was performed. The outcome of the events was fatal. The reporter didn't know if this 
was associated or not. Information on the lot/batch number has been requested.; Reported Cause(s) of Death: 
Cardiac Event MI or Stroke; Cardiac Event MI or Stroke



COVID19 VACCINE PFIZER\BIONTECH 1057550-1 65+ years 0 days

has sporadic a-fib (at baseline); She stated she was in real bad stroke territory; she felt like she was going to 
faint; Her blood pressure was 220/97; tingling in her hands and feet; felt like brain sizzling like it was 
frying/going to faint; This is a spontaneous report from a contactable consumer, the patient. A 79-year-old 
female patient received BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE, Lot EN9581, first dose) 
solution for injection intramuscular in the left arm on 06Feb2021 at 09:30 (at the age of 79-years-old) as a 
single dose for COVID-19 vaccination. Medical history included ongoing sporadic A fib (atrial fibrillation) for 6 
years know about; allergy to polyethylene glycol in 1985 (she had difficulty taking birth, control pills and they 
found out it was the coating PEG in); cerebrovascular accident prophylaxis; in 1985 She had difficulty taking 
birth control pills and they found out it was the coating PEG in it. She had an allergy to this where she broke 
out in bumps on her fingers and mouth and had itchy eyes, a full blown allergy; and when she was 45 going 
through menopause. Concomitant medication included apixaban (ELIQUIS) for A fib and cerebrovascular 
accident prophylaxis. The patient did not receive any other vaccine within 4 weeks prior to the vaccine. On 
06Feb2021, the patient had sporadic a-fib (at baseline) then put in a medical van requiring emergency room 
visit. The patient stated, She stated she was in real bad stroke territory, felt like she was going to faint (6 
minutes after vaccination), blood pressure was 220/97, tingling in her hands (6 minutes after vaccination) and 
feet and felt like brain sizzling like it was frying/going to faint (6 minutes after vaccination) on 06Feb2021. Lab 
tests included blood pressure on an unknown date high 150s and never lower than 187, then on 06Feb2021 
was 220/97, on 09Feb2021 was systolic blood pressure 180, then on 10Feb2021 had gone down. The outcome 
of the events atrial fibrillation and feeling unwell was recovered on 06Feb2021, after 3 hours. The outcome of 
the events stroke, faint and tingling of extremity was unknown. The outcome of the event blood pressure was 
220/97 was recovered on 10Feb2021.



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 your body made her body shut down. Which 

COVID19 VACCINE PFIZER\BIONTECH 1058470-1 60-64 years 0 days
In 4 hours, started getting getting very dizzy, then throwing up, and nauseous by 7:30pm felt Luke on worse 
six flag ride. Blood pressure went up to 166/106. Called 911. Diagnosed with possible reaction  and developed 
TIA

COVID19 VACCINE PFIZER\BIONTECH 1059644-1 65+ years 0 days Pt had a stroke the night after receiving the vaccine.

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 1065123-1 65+ years 0 days

gets 102 degree fever; Could not speak much next two days; Within one hour or so after:  found on floor, fell 
on right side; unable to speak like a TIA; disoriented; This is a spontaneous report from a contactable 
consumer.  An 82-year-old female patient received second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 
VACCINE) on 12Feb2021 at 13:00 at single dose for COVID-19 immunisation at the age of 82-year-old. Medical 
history included dementia, high blood pressure, allergy to drugs with sulfer. Concomitant medications included 
2.5 Amlodipine, 81 mg aspirin, 0.5 clonazepam, 20 mg Escitalopram, 10 mg melatonin, 5 mg memantine, 15 mg 
mirtazapine. The patient was not pregnant. The patient received first dose of received BNT162B2 (PFIZER-
BIONTECH COVID-19 VACCINE) on 22Jan2021 at single dose for COVID-19 immunisation at the age of 82-year-
old. Within one hour or so after the vaccine administration: the patient was found on floor, fell on right side, 
disoriented, unable to speak like a transient ischemic attack (TIA), out of it. The patient could not speak much 
next two days. Don 14Feb21 at 15:00, the patient got 102-degree fever. The patient was treated for the 
events. The patient was recovering from the events. Information on the lot/ batch number has been 
requested.

COVID19 VACCINE PFIZER\BIONTECH 1070965-1 65+ years 0 days right sided embolic stroke, right retinal artery occlusion occurred 8 hours after vaccination, requiring 
hospitalization for 2 days, he is now left with right eye visual loss as the only sequelae to the stroke

COVID19 VACCINE PFIZER\BIONTECH 1072543-1 65+ years 0 days

Like I'm having a stroke; neck ache; nightmares; nervousness; Felt terrible with bad headache; This is a 
spontaneous report from a contactable consumer (patient). An 86-years-old female patient received the 
second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) (lot number: EN6200) via an unspecified route 
of administration on 15Feb2021 13:00 at single dose in left arm for COVID-19 immunisation. She received the 
first dose of BNT162B2 (lot number: EL9262) on 18Jan2021 13:00 in left arm for COVID-19 immunisation. The 
patient medical history was not reported. The patient was not pregnant at the time of vaccination. The 
patient was allergic to Formaldehyde, Coumadin. Concomitant medication included levothyroxine sodium 
(LEVOXYL). The patient did not receive any other vaccines within 4 weeks prior to the COVID vaccine. On 
15Feb2021, the patient felt terrible with bad headache. On 18Feb2021 also felt terrible. On 17Feb2021 08:00, 
Like she was having a stroke. Headache, neck ache, nightmares, nervousness. Blood pressure was ok. Oxygen 
was ok. Pulse was ok. No treatment received for the adverse events. Events outcome was not recovered.

COVID19 VACCINE PFIZER\BIONTECH 1075404-1 65+ years 0 days

Patients arm started to hurt in afternoon, by the evening dizziness to where should could not walk. On the 
following day, could barely walk, her speech was low and hoarse and her vision was not good.  Given Tylenol 
by family members with additional food and water. The following day taken to PCP for blood work and a CT 
Scan w/wo contrast of the brain with lacunar stroke resulted.

COVID19 VACCINE PFIZER\BIONTECH 1082539-1 65+ years 0 days ocular stroke--duration approximately 10 minutes

COVID19 VACCINE PFIZER\BIONTECH 1084427-1 60-64 years 0 days
Patient reports having slurred speech beginning 2000 the evening following vaccination. She presented to the 
ER on 02/11/2021 and admitted to hospital for Acute  CVA. Discharged on 02/14/2021. Patient's PCP 
recommended completion of series.

COVID19 VACCINE PFIZER\BIONTECH 1102935-1 40-49 years 0 days
PATIENT UNRESPONSIVE. SPOUSE REPORTING FOR PATIENT, PER SPOUSE, ""My wife felt bad after the first 
shot, she complained of body soreness, weakness and headaches that did not go away until she had the stroke 
on 03/12/2021"". Patient is now  hospitalized and unresponsive.""

COVID19 VACCINE PFIZER\BIONTECH 1108591-1 65+ years 0 days patient experienced TMI approx 2 hours post vacc presneted with loss of balance and listed to right. diagnosed 
by MRI the next day.



COVID19 VACCINE PFIZER\BIONTECH 1111271-1 65+ years 0 days

Stroke; Dose Number 1 on 08Jan2021/Dose Number 2 on 25Jan2021; This is a spontaneous report from a 
contactable nurse. A 70-year-old male patient received the second dose of bnt162b2 (PFIZER-BIONTECH COVID-
19 VACCINE, lot number: EL3249 and expiry date unknown), via an unspecified route of administration on 
25Jan2021 at a single dose for COVID-19 immunization. Patient has no medical history. Concomitant 
medication included tamsulosin hydrochloride (FLOMAX). Patient received the first dose of bnt162b2 (PFIZER-
BIONTECH COVID-19 VACCINE, lot number: EK9231) intramuscular on 08Jan2021 on the left arm. The most 
recent COVID-19 vaccine was administered at the hospital. On 18Jan2021 06:00, the patient experienced right 
foot drop. Spine MRI on 18Jan2021 was negative. Stroke confirmed on brain MRI on 28Jan2021. Patient was 
sent to the ED at the hospital immediately after and was admitted from the ED to the hospital. Number of 
days of hospitalization was 2. Adverse event result: doctor or other healthcare professional office/clinic visit 
and emergency room/department or urgent care. Patient has not recovered from the event stroke. Event was 
reported as non-serious. The patient was not diagnosed with COVID-19 prior to vaccination. Patient has been 
tested for COVID-19 with test type: nasal swab on 28Jan2021 with result negative. Patient has no known 
allergies. Patient did not receive any other vaccines within 4 weeks prior to the COVID vaccine.; Sender's 
Comments: Based on current information available, the event stroke mostly represented intercurrent 
condition in this patient with advanced age, unrelated to Bnt162b2. Relevant medical history and concurrent 
disease are missing for a medically meaningful assessment.   The impact of this report on the benefit/risk 
profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including the 
review and analysis of aggregate data for adverse events. Any safety concern identified as part of this 
review, as well as any appropriate action in response, will be promptly notified to RAs, Ethics Committees, 
and Investigators, as appropriate.

COVID19 VACCINE PFIZER\BIONTECH 1113943-1 65+ years 0 days

TIA; I felt really lousy; This is a spontaneous report from a contactable consumer (patient). A 73-year-old 
female patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: EN6203), dose 2 at the 
age of 73-year-old, via an unspecified route of administration on 26Feb2021 as single dose for COVID-19 
immunisation. Medical history included high blood pressure (don't have really high blood pressure but the 
doctor has her on blood pressure medicine, have no diabetes or whatever, and had allergies. Concomitant 
medication included amlodipine besylate 5 mg, taken every morning. She takes most of her medicines in the 
morning and had taken that stuff at about 5 o'clock or so early in the morning. The patient was previously 
vaccinated with the first dose of BNT162B2 on 05Feb2021 at the age of 73-year-old and hand no problem. The 
patient stated that when she had the first COVID vaccination she had no problem and then Friday she went to 
get the second one, it was 3 weeks later, when she had first one she stated that she had allergies, so they 
had her wait 15 minutes, no problem. When she went for the second one, thankfully someone drove her that 
was outside the 'game court' location. When they gave it they said, she pull up and will let her know after 
she pull up and will decide if she has to wait 15 minutes or 30 minutes and they asked her if she had allergies, 
and she said yes, they said pull over here and she has to wait 30 minutes and all she know was, it's probably 
2 minutes from the time she got the vaccine until she got to the place to wait. She would say 15 minutes after 
she got it on 26Feb2021, she felt really lousy and told her friend, they 'said' she was having a Trans Ischemic 
Attack (TIA), and took me to the hospital and everything. An ambulance was called on 26Feb2021 at around 8 
o'clock that morning, right after she had the vaccine and carried her straight in the hospital. She was 
discharged the next day 27Feb2021 at about 7 PM. The patient had a CT scan of her brain, MRI of her brain, 
and then cardial, something with reference to her heart, she forgot, all with unknown results. The body 
weight right now was about 150 pounds. The outcome of the events was unknown.



COVID19 VACCINE PFIZER\BIONTECH 1114947-1 Unknown 0 days

stroke; feeling funny from that point on & everything went down hill; This is a spontaneous report from a 
contactable consumer via the Pfizer-sponsored program. A female patient of an unspecified age received the 
second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE), via an unspecified route of 
administration on 26Feb2021 at 11:00 as a single dose for COVID-19 immunization. Medical history and 
concomitant medications were not reported. The patient felt good all week leading up to the vaccination, 
until the vaccination was given. From that point on (26Feb2021 at 11:00), the patient started to feel funny 
and everything went downhill. On 27Feb2021, the patient had a stroke. The clinical outcome of stroke and 
""feeling funny from that point on & everything went downhill"" was unknown.   Information on batch/lot 
number was requested.""

COVID19 VACCINE PFIZER\BIONTECH 1122198-1 65+ years 0 days Slurred speech, extreme confusion and disorientation, headache, blurred vision. Symptoms of mild Demetia 
increased to meditate to severe dementia in a matter of hours.

COVID19 VACCINE PFIZER\BIONTECH 1124527-1 65+ years 0 days He had his Vivid shot and awoke blind in left eye 4 hours later.  Went to ER and then on Friday went to eye 
Dr. at clinic.

COVID19 VACCINE PFIZER\BIONTECH 1132072-1 50-59 years 0 days

Within 5-minutes of vaccination, the patient reported weakness and confusion. EMS evaluated the patient on-
site. No signs of stroke. EKG demonstrated NSR, rate 77bpm, no ST elevation. FSBG was 290mg/dl. EMS 
transported the patient to Hospital Emergency Department. Enroute, the patient became increasingly 
confused, forgetting their birthday and location. Patient was hypertensive (178/104) and reported a 
""crushing headache"". EMS crew became concerned for stroke. In ED, the patient remained hypertensive 
(178/93). ED Physician had high suspicion of TIA versus acute reaction to COVID-19 vaccine. Administerd 
650mg acetaminophen and 1mg Lorazepam. Admitted patient to critical care unit where patient stated they 
had developed a sudden-onset diffuse banding-like headache with associated nausea, diaphoresis, blurry 
vision, and confusion. MRI was negative and patient was transferred from ICU to hospital. Hospital physician 
believed the symptoms were likely a vagal mediated response or reaction to his COVID vaccination. Patient 
was discharged on 3/20 with diagnoses of TIA, Acute encephalopathy, Insulin-dependent type 2 diabetes, 
Essential hypertension, CAD, Unspecified mood disorder, Dyslipidemia, Obesity, and Mild neuro cognitive 
disorder""

COVID19 VACCINE PFIZER\BIONTECH 1137534-1 65+ years 0 days PATIENT HAD CHEST PRESSURE, DIZZINESS, AND DOUBLE -VISION 5 MINUTES AFTER VACCINE 
ADMINISTRATION. ATIENT TO ED, ADMITTED TO ICU FOR PROBABLE CVA

COVID19 VACCINE PFIZER\BIONTECH 1139203-1 65+ years 0 days

Upon my return home, I felt very dizzy, weak, nearly  fainted, where  a sensation ran through the left side of 
the body. I then was assisted to the bed, where my left arm and left leg felt numb. I rested assuming this 
would fade away, being I has some numbness from the 1st vaccine.  On 3/24/21, as I attempted to get up from 
the bed,   I could not maintain my  balance and gait. The numbness was still in my entire left arm and entire 
left leg, yet I was able to raise move and wiggle my limbs, toes, fingers to a degree.

COVID19 VACCINE PFIZER\BIONTECH 1143581-1 60-64 years 0 days

numbing of right hand side of face/mouth and right arm.  symptoms subsided after about 10-15 minutes but 
continued to present every few days.   I advised when i presented for my 2nd shot and they told me they had 
other reports of that and that is was fine/safe for me to take the 2nd shot, but to wait in a holding area for 30 
minutes after the shot.

COVID19 VACCINE PFIZER\BIONTECH 1145523-1 40-49 years 0 days Sharp pain on the left side of my neck immediately after shot in my left arm.  Within 15 mins the left side of 
my face and left pinky finger started feeling numb and my left arm was heavy.



COVID19 VACCINE PFIZER\BIONTECH 1147699-1 65+ years 0 days

mini stroke or seizure; mini stroke or seizure; pinched nerve; left arm was weak, numb, cold; left arm was 
weak, numb, cold; left arm was weak, numb, cold; a fine tremor on extension of my arm; This is a spontaneous 
report from a contactable other hcp (nurse and patient).   A 72-years-old female patient received BNT162B2 
(PFIZER-BIONTECH COVID-19 VACCINE), dose 1 via an unspecified route of administration, administered in Arm 
Left on 03Mar2021 14:45 (Batch/Lot Number: EN6198) as SINGLE DOSE (at the age of 72 years) for covid-19 
immunisation.  Medical history included partial seizures, autoimmune thyroiditis, eczema, osteoarthritis, 
asthma, irritable bowel syndrome, carpal tunnel syndrome from an unknown date and unknown if ongoing 10 
years ago.  The patient is not pregnant, and the patient did not have Covid prior vaccination.  Concomitant 
medication included phenytoin (DILANTIN) taken for seizure, start and stop date were not reported; 
levothyroxine sodium (SYNTHROID); ergocalciferol (VIT D) and unspecified vitamin.  The patient previously 
took amoxicillin and experienced drug hypersensitivity, erythromycin and experienced drug hypersensitivity, 
azithromycin and experienced drug hypersensitivity.  The patient experienced mini stroke or seizure on an 
unspecified date with outcome of unknown, left arm was weak, numb, cold and a fine tremor on extension of 
arm on 03Mar2021 14:45 with outcome of recovered.  On 06Mar2021, patient woke up and left arm was 
weak, numb, cold and she had a fine tremor on extension of arm. Symptoms resolved after 45 minutes but 
returned within 30 minutes and lasted another 45 minutes.  No treatment was received for left arm was 
weak, numb, cold and she had a fine tremor on extension of arm.  Patient called doctor, spoke to the advice 
nurse and was advised to go to the ER (emergency room) now. Patient did deep breathing and relaxation, 
symptoms resolved, and did not go to the ER. Instead spoke with a doctor and agreed to go to the ER if 
symptoms returned. Patient also had a video visit with primary doctor, and she was advised to take baby 
ASA. The Doctor said it could be a pinched nerve on unspecified date with outcome of unknown. Symptoms 
have not returned. The patient underwent lab tests and procedures which included sars-cov-2 test: negative 
on 08Mar2021.  The case was reported as non-serious.; Sender's Comments: Based on the information 
provided by the reporter, it appears unlikely that subject vaccine contributed to the CVA and other events.  
The reported events likely represent intercurrent medical conditions.  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,  EEG,  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 1147839-1 Unknown 0 days

Per clinical pharmacist internal report:   Adverse Drug Reaction Vaccine: COVID vaccine (unclear if 1st or 2nd 
and which manufacturer) Reaction: Unclear if associated with vaccine but wanted to report in case it is  
Patient presented to hospital via EMS with a CC of dizziness and nausea. She was found to have increase O2 
demands (4L O2, 3L O2 at home) but was ready for discharge when she developed aphasia, bilateral grip 
weakness, and staring into space. Oxygen was increased to 10L and a Code Stroke was called. Subsequent 
workup was negative for a stroke (MRI, CT). The following day, another episode occurred and MRI did show an 
acute left frontal stroke determined to be embolic in nature per neurology in a patient with a below goal INR 
and atrial fibrillation.  The patient has a past medical history of atrial fibrillation (CHADS VASC 5 prior to CVA 
this admission) and is on warfarin at home. INR at admission was 1.79 (previously stable with home regimen 
per hospital ACC notes, no missed doses were noted PTA). Due to NPO status, the patient was soon placed on 
full-dose enoxaparin at 0346 on 3/11 when admitted. This was continued and no doses were missed prior to 
CVA being diagnosed. The patient's husband states that she was in normal health until her COVID vaccine the 
morning of admission.  Unclear if COVID vaccine could have decreased INR or put patient at a higher clot risk. 
Of note she was found to have Ulceration and infection of left 2nd toe however systemically she was not 
exhibiting signs of infection.  Pfizer COVID-19 Vaccine - lot number: EN6199  Given at hospital on 03/10/2021



COVID19 VACCINE PFIZER\BIONTECH 1151458-1 60-64 years 0 days

stroke of the 4th cranial nerve; Dizziness; double vision; This is a spontaneous report from a contactable nurse. 
A 60-year-old male patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot 
number: EP7534), intramuscular, in the left arm on 16Mar2021 at a single dose (at the age of 60-years-old) for 
Covid-19 Immunization; vaccinated in the hospital. Medical history included hypertension and allergies to 
sulfa. Concomitant medications were not reported. No other vaccine in four weeks. The patient had no COVID 
prior to the vaccination. On 16Mar2021, the patent experienced dizziness and double vision. He saw the eye 
doctor who stated that he had a stroke of the 4th cranial nerve. No treatment was given. The patient was 
not COVID tested post vaccination. The nurse assessed the events as non-serious. The patient was recovering 
from the events.; Sender's Comments: A contributory role of BNT162B2 to event a stroke of the 4th cranial 
nerve cannot be excluded based on limit information. Case will be reassessed when further 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 1153561-1 65+ years 0 days

I had a stroke on the right side of my brain; My whole left side is paralyzed; This is a spontaneous report from 
a contactable consumer (patient).   A 68-year-old male patient received second dose of BNT162B2 (PFIZER-
BIONTECH COVID-19 VACCINE), via an unspecified route of administration, administered in arm left on 
19Mar2021 at 10:30 (Lot Number: EN7539) (at the age of 68-year-old) as single dose for COVID-19 
immunisation.  Medical history included diabetes from an unknown date and unknown if ongoing and pituitary 
tumor from 2004 to an unknown date. Concomitant medication included metformin taken for an unspecified 
indication, start and stop date were not reported. The patient previously received first dose of BNT162B2 
(PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of administration, administered in arm left on 
26Feb2021 at 10:30 (Lot Number: EN6205) (at the age of 68-year-old) as single dose for COVID-19 
immunisation. On 19Mar2021 at 21:00, the patient reported that: ""I had a stroke on the right side of my 
brain. My whole left side is paralyzed. I am an invalid walker. This has changed every aspect of my life"". The 
events were serious, after emergency room visit the patient was hospitalized for 2 days, the events were also 
life-threatening and disabling. Therapeutic measures were taken as a result of the events and included 
physical therapy. On an unspecified date, the patient underwent lab tests and procedure which included 
electrocardiogram (ECG), chest X-rays, magnetic resonance imaging (MRI), all results were unknown. The 
patient outcome of the events was not recovered.""

COVID19 VACCINE PFIZER\BIONTECH 1154670-1 65+ years 0 days
Patient recieved first dose of COVID vaccine and left the clinic at 12:20.  By 1300 patient was very confused 
and unable to answer questions.  Patient was taken to the hospital and was diagnosed with a Non-Traumatic 
Intracranial Hemorrhage

COVID19 VACCINE PFIZER\BIONTECH 1156042-1 65+ years 0 days Pfizer-BioNTECH Covid 19 vaccine EUA , side effect was a stroke affecting loss of vision in both eyes

COVID19 VACCINE PFIZER\BIONTECH 1162131-1 Unknown 0 days

stroke; her arm is still sore since she takes the first dose.; This is a spontaneous report from a contactable 
consumer (patient) via a Pfizer-sponsored program. A 79-year-old female patient received BNT162B2 (PFIZER-
BIONTECH COVID-19 VACCINE, solution for injection), dose 1 via an unspecified route of administration on 
01Mar2021 (Batch/Lot number was not reported) as single dose for COVID-19 immunization. The patient's 
medical history included patient was diabetic from an unspecified date and ongoing. The patient's concomitant 
medications were not reported. The patient reported that she received the first dose on 01Mar2021. Her arm 
was still sore from an unspecified date in Mar2021 since she took the first dose. The patient reported that she 
was doing fine but her arm was still sore from the first shot. That was what she was concerned. The patient is 
a diabetic and had a stroke on an unspecified date. She felt okay. She received the 2nd Pfizer vaccine dose on 
26Mar2021 due to the fact that on 19Mar2021 she called to ask what she should or shouldn't doe before 
26Mar2021. She mentioned her situation 26Mar2021 and they said it was supposed to be common still having 
problems and some weren't. She wanted to go out of town and wanted to ask if what if she was to extend the 
shot but cancelled the trip and she wasn't going without her shot. The outcome of the event sore arm was not 
recovered, while the outcome of the event stroke was unknown.  Information on the lot/batch number has 
been requested.



COVID19 VACCINE PFIZER\BIONTECH 1173813-1 50-59 years 0 days

passed out; i may have had a TIA; This is a spontaneous report from a contactable consumer (patient). A 59-
year-old male patient received the first dose of bnt162b2 (BNT162B2, Lot number and expiry date were not 
reported), via an unspecified route of administration, administered in left arm on 19Mar2021 11:15 (at the 
age of 59-year-old) at single dose for COVID-19 immunization. Medical history included high blood pressure. 
The patient had no known allergies. Concomitant medication included losartan. No other vaccine in four 
weeks. No COVID prior vaccination. On 19Mar2021 11:15 AM, the patient immediately passed out and was 
taken by ambulance to hospital. They said that he may have had a TIA (even though the CT scan and MRI 
were clean). The patient will not get the 2nd vaccine because of his reaction. The adverse events resulted in 
Emergency room/department or urgent care, Hospitalization. He was hospitalized on 19Mar2021. The patient 
had nasal swab test on 19Mar2021 with negative result. The patient received treatment for the events. The 
outcome of the events was recovering.  Information on the lot/batch number has been requested.

COVID19 VACCINE PFIZER\BIONTECH 1174347-1 65+ years 0 days

She had a stroke on 3/28/2021 due to a blood clot in her brain; She had a stroke on 3/28/2021 due to a blood 
clot in her brain; Administration_date=08/03/2021 number=1/administration_date=22/03/2021 number=2; 
Administration_date=08/03/2021 number=1/administration_date=22/03/2021 number=2; This is a 
spontaneous report from a contactable consumer reporting for herself. A 66-years-old female patient received 
the second dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, Lot Number: Unknown), via an unspecified 
route of administration, administered in Arm Right on 22Mar2021 17:45 (vaccinated at the age of 66 years 
old) as single dose for covid-19 immunisation. Patient received the first dose on 08Mar2021. Medical history 
included diabetes; obesity; high blood pressure, iodine allergy. The patient's concomitant medications were 
not reported. The patient experienced she had a stroke due to a blood clot in her brain on 28Mar2021 18:30, 
The patient was hospitalized for she had a stroke due to a blood clot in her brain (cerebrovascular accident) 
for 2 days. Patient visited Emergency room/department or urgent care for events a stroke due to a blood clot 
in her brain and received treatment. Outcome of event a stroke due to a blood clot in her brain was not 
recovered.   Information about lot/batch number requested.

COVID19 VACCINE PFIZER\BIONTECH 1174351-1 60-64 years 0 days

stroke; feel ""foggy""; This is a spontaneous report received from a contactable consumer (Patient). A 60-year-
old male patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Lot Number: EN6204), 
via an unspecified route of administration in left arm on an unspecified date in Mar2021 at 11:00 AM as single 
dose for COVID-19 immunization. Medical history included none. Allergies to medications, food, or other 
products: No. The patient's concomitant medications were not reported. Facility where the most recent 
COVID-19 vaccine was administered: Other. If the patient received any other vaccines within 4 weeks prior to 
the COVID vaccine: No. List of any other medications the patient received within 2 weeks of vaccination: No. 
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 experienced feel ""foggy"" on Mar2021 with outcome of recovering, 
stroke on 14Mar2021 20:30 with outcome of recovering. Clinical course: About an hour after receiving the 
shot the patient began to feel ""foggy"", the feeling continued over to the next day. The patient didn't 
remember how long after that it continued. The patient then had a stroke 5 days after receiving the vaccine. 
The patient had no health risks prior to the vaccine and the hospital was unable to find a cause or leading 
indicator of what could have triggered the stroke, leaving the vaccine as the elephant in the room. Treatment 
received for the adverse events: Everything. The evens resulted in: Emergency room/department or urgent 
care, Hospitalization, Life threatening illness (immediate risk of death from the event). The patient was 
hospitalized for feel ""foggy"" and stroke for 2 days. Seriousness criteria-Results in 
death/Disabling/Incapacitating/Congenital anomaly/birth defect: No.""

COVID19 VACCINE PFIZER\BIONTECH 1176749-1 65+ years 0 days Stroke ~ 15 hours after 2d Pfizer injection.  911 Ambulance to the medical center



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 PFIZER\BIONTECH 1182743-1 Unknown 0 days

She experienced 3 strokes; This is a spontaneous report from a contactable consumer.  A female patient of 
unspecified age received BNT162B2  (PFIZER-BIONTECH COVID-19 VACCINE), dose 1 via an unspecified route of 
administration  on 12Mar2021 (lot number and expiry date not reported) as a single dose for COVID-19 
immunization. The patient's medical history included severe Factor 7 deficiency. Concomitant medications 
were not reported. On 12Mar2021, 50 minutes following the injection, the patient experienced 3 strokes. 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 1186943-1 50-59 years 0 days

55-year-old male with no diagnosed past medical history presents emergency department after cardiac arrest.  
Per patient's daughter, patient was feeling at baseline today.  He got his COVID vaccine at 5 PM this evening.  
He was running some errands and called his daughter at 8:40 PM.  He told his daughter he was not feeling 
well.  She reports he sounded out of breath and sounded as if he was slurring his words.  Daughter told him to 
pull over and she called 911.  She met him on the side of the road and he was gasping for air.  She arrived at 
the same time as EMS.  Upon arrival of EMS patient was in ventricular fibrillation.  He was defibrillated 3 
times.  He also had one episode of ventricular tachycardia.  He was given 300 mg of amiodarone and 3 rounds 
of epinephrine with had return of spontaneous circulation.  King airway was placed and patient was brought 
to the emergency department.

COVID19 VACCINE PFIZER\BIONTECH 1191104-1 30-39 years 0 days

Gravida 1 at 20 weeks gestation when she received her second vaccine dose. EDD is 8/19/2021. Currently still 
pregnant. Presented to the emergency department with weakness and post a fall after her legs gave out. 
Progressive lower extremity weakness and numbness with MRI changes in brain and spinal cord concerning for 
acute disseminated encephalomyelitis (ADEM), transverse myelitis. Has been hospitalized since 4/5 and given 
IV solumedrol, IVIG, and consideration of plasmapheresis and potentially cyclophosphamide if she continues to 
worsen. Still admitted with continued worsening on 4/10.



COVID19 VACCINE PFIZER\BIONTECH 1191821-1 65+ years 0 days

elevated CPK; Unable to raise arm; arm became sore; Muscle trauma/ some kind of damage either to heart 
muscles to the brain or some skeletal muscle on the body; Muscle trauma/ some kind of damage either to 
heart muscles to the brain or some skeletal muscle on the body; This is a spontaneous report from a 
contactable nurse reported for herself. A 74-year-old female patient received the second dose of BNT162B2 
(PFIZER-BIONTECH COVID-19 VACCINE), lot number: EP7534, expiration date: 31Jul2021, via an unspecified 
route of administration, administered in left deltoid (also reported as left arm) on 21Mar2021 at a single dose 
for COVID-19 immunisation; and rosuvastatin calcium, oral from an unspecified date (Lot Number: 20082811; 
Expiration Date: Jul2022) to an unspecified date, at 5mg every night for hyperlipidemia and Stage 3 kidney 
disease. Medical history included hypertension (diagnosed maybe 30 years ago, it is controlled), status 
ventricular tachycardia in 2001 (controlled), stroke (suffer stroke may be 12 or 13 years ago without the 
residual), Phase 3 renal disease/Stage 3 Kidney Disease, extracted tooth, bad tooth, aches and pain in her legs 
in Jan2020 and ongoing, and muscle pain. Patient did suffer stroke may be 12 or 13 years ago without the 
residual, it was incidental finding with the MRI with the brain because she had a bad tooth and they extracted 
the tooth, they decided to complain let's do a brain MRI of the brain and it showed an influx in right 
cerebellum but without residual she have no deficit, but they put her on Plavix first but the bruising was very 
severe so they changed it to Aggrenox which she successfully use Aggrenox now. Other medical conditions: 
Consumer stated, Folic acid, sodium bicarbonate, yes the Soda Bicarb (sodium bicarbonate) is for the Phase 3 
renal disease but numbers are good, my DE creatinine all was normal but my nephrologist who happened to 
be a friend of mine said stage 3 renal disease. Concomitant medications included acetylsalicylic acid, 
dipyridamole (AGGRENOX) taken for antiplatelet therapy, and paracetamol (TYLENOL) taken for pain. 
Concomitant medication: Consumer stated, ""I take lots of medication, I mean I take Tylenol but none these 
have a direct correlation to the, I take Aggrenox, Aggrenox is antiplatelet, oh you are a pharmacist so you 
know that, that's Persantin and aspirin that's the combo, its antiplatelet."" Patient has no additional vaccines 
administered on same date of the Pfizer suspect. Patient previously took clopidogrel bisulfate (PLAVIX) and 
experienced bruising; folic acid, and Soda Bicarb (sodium bicarbonate) for phase 3 renal disease. Patient 
received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), lot number: EN6203, expiry date: 
30Jun2021, on 28Feb2021 for COVID-19 immunization. It was given in her left arm. She received the second 
dose of the Covid-19 vaccine on Sunday (21Mar2021). Her arm became sore on 21Mar2021. On Wednesday 
(24Mar2021), she was unable to raise her arm even in the shower. She saw her doctor on Thursday because 
she is on a statin and had aches and pain in her legs. They drew blood and found that she has an elevated CPK 
on 26Mar2021. It is not grossly but is elevated and has had muscle trauma. Could there be a connection? She 
reduced the statin to three times a week. The arm soreness is 30-40% improved. She can move her arm away 
from her body. It felt like she hit her elbow in the funny bone. It was an odd feeling down to her fingertips. 
The vaccine card indicates the vaccine was given in her right deltoid but it was given in her left deltoid (Left 
arm). She clarified that she is taking Rosuvastatin Calcium instead of Crestor. She added that she has Stage 3 

COVID19 VACCINE PFIZER\BIONTECH 1195337-1 60-64 years 0 days About 30 minutes after getting the vaccine his developed a headache.  Shortly after that he developed left 
leg weakness and inability to use left leg.  The next morning his symptoms somewhat improved.  Friday 
morning, 2 days later, his left leg weakness returned.  He was directed to the ER where stroke was confirmed.

COVID19 VACCINE PFIZER\BIONTECH 1198094-1 30-39 years 0 days
Covid like symptoms the day after Thursday March 25, 2021, chils , fatigue, body aches , headache , tired.  On 
Monday March 29,2021 brain bleed led to stroke, woke up at 6 Am went to  ER by 10:30.  I have no health 
issues that would  be considered a precursor for a stroke

COVID19 VACCINE PFIZER\BIONTECH 1200575-1 65+ years 0 days

Suffered a stroke 1 to 1.5 hours after vaccination. He was driving when according to my grandmother he 
couldn't deccelerate and was having trouble communicating. Grandmother had to take control of the wheel 
and somehow stop the car by driving it off the road. Patient was combative with healthcare and had to be 
restrained and was confused about why he was there. he no longer remembers the events that lead to his 
hospitalization.

COVID19 VACCINE PFIZER\BIONTECH 1200719-1 65+ years 0 days She had a stroke caused by blood clot in brain.  Suffered a second stroke 4 weeks later.  Has weakness left 
leg.  Is now in Rehab Center



COVID19 VACCINE PFIZER\BIONTECH 1201033-1 50-59 years 0 days

at 11:30 pm on 4/7/21 I had extreme, spontaneous, stomach cramps so bad I thought I was going to pass out, 
that lasted for one hour, then diarrhea. A few hours later I started blood red rectal bleeding. At the hospital I 
was diagnosed with Ishemic colitis (from colonoscopy) and a blood clot was also found, portal vein thrombosis. 
I am 100% certain the extreme stomach cramps were brought on by the vaccine and that in turn caused the 
ishemic colitis, the blood clot may or may not have already been there. Note: The Dr.'s were not interested to 
tie any relation to this episode with the vaccine which was quite frustrating as it was quite obvious

COVID19 VACCINE PFIZER\BIONTECH 1205959-1 65+ years 0 days

3/17:  dizzyness attributed to hunger, ate, went to bed. 3/18: unsteadiness walking, difficulty eating and 
speaking. Did not call 911/alert family. 3/19: symptoms continued. Daughter observed symptoms, including 
facial droop, and transported to local hospital ED. 3/20: discharged without seeing neurologist. CT scan and 
other tests failed to show stroke. However, MRI not performed. 3/22: outpatient visit  to neurologist who, 
based on symptoms, concluded stroke had occured on left side of brain due to COVID 19 vaccine. 3/24: MRI 
performed and shows stroke. 3/30: MD orders additional tests. 4/1: admitted to  Rehab. Hospital for 9 days.

COVID19 VACCINE PFIZER\BIONTECH 1206393-1 50-59 years 0 days

That evening after getting 2nd shot I was rushed to ER because I has slurred speech- I went to ER and they 
initially thought I had bells palsy, but after a CT to confirm they found a brain bleed and I was rushed to 
hospital and put in the ICU and after two MRI's they also found a stroke - I had several tests and stayed in ICU 
for 5 days they could never determine the cause of the brain bleed or stroke - all tests were negative for 
autoimmune diseases.

COVID19 VACCINE PFIZER\BIONTECH 1208484-1 65+ years 0 days
3hrs after the patient's vaccination, she fell to the floor and was unable to get up, noted to have R sided facial 
droop, inability to speak, R sided weakness.  Found to have a large stroke with left sided M2 MCA clot noted 
on CT angiogram.

COVID19 VACCINE PFIZER\BIONTECH 1212063-1 65+ years 0 days Patient had a stroke within a few weeks of having her second shot.

COVID19 VACCINE PFIZER\BIONTECH 1214177-1 65+ years 0 days

Severe diarrhea starting the evening after having received the vaccine in AM. Diarrhea severe for Friday and 
Saturday. Patient became weak late on Saturday and husband insisted on trip to ER late in the evening and 
patient presented in hypovolemic shock with hepatorenal syndrome and severe metabolic acidosis and 
eventually to include lower GI bleed heralding ischemic colitis and requiring subtotal colectomy. Colon surgery 
complicated by post-op oozing and return to the OR.  Returned stabilized. Has now progressed to SNF for 
recovery with Ileostomy and generalized weakness and blood loss anemia.



COVID19 VACCINE PFIZER\BIONTECH 1224639-1 65+ years 0 days

Could understand words but could not answer back; Her symptoms came out as if she was having a stroke.; 
Bad headache/migraine; Extremely tired; This is a spontaneous report from a contactable consumer (patient). 
A 73-year-old female patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE; lot 
number: EN6207, expiry date: Jul2021), via an unspecified route of administration, administered in left arm on 
19Mar2021 10:45 at single dose for COVID-19 immunization. The patient's medical history included diabetes 
from Jun2001 and ongoing. The patient's concomitant medication included metformin taken for diabetes from 
Jun2001 and ongoing. The patient previously received flu shot from immunization (she had the flu shot 20 
years ago had bad reaction to). Facility where the most recent COVID-19 vaccine was administered was at the 
hospital. The vaccine was not administered at military facility. The patient received the vaccine on 
19Mar2021 and she felt fine that Friday. On 20Mar2021 (Saturday), she started having a bad headache and 
took Aleve. She took Aleve 3 times 4 hours apart because she still had a bad headache. She started losing the 
ability to bring out words. She stated that her headache was gone. On 21Mar2021 (around 4 o clock), her 
husband was in the kitchen and asked her a question but could not understand her and asked again. She could 
not say the words but she could spell them. Her husband asked her another question, she tried to talk but she 
could not answer back. At that point her husband said they were going to the hospital. She was admitted for 
3 days from 21Mar2021 to 23Mar2021. The doctor told her she was having a migraine because it had lasted 
for 2 days. She also spoke with her primary care provider, who looked it up and said this could be a side 
effect. She was told the migraine may take away the ability to talk. Her headache has been gone but 
continues to feel very tired (extremely tired since 19Mar2021). Her symptoms came out as if she was having a 
stroke on an unspecified date. The event 'could not understand words but could not answer back' required an 
emergency room visit.The patient underwent lab tests and procedures which included CAT scan, MRI, and 
contrast test, all with negative result on 22Mar2021. The outcome of the event 'could understand words but 
could not answer back' was recovered on 22Mar2021, the event 'bad headache/migraine' was recovered on 
21Mar2021, not recovered for extremely tired, and unknown for the event 'stroke'.



COVID19 VACCINE PFIZER\BIONTECH 1254884-1 30-39 years 0 days

This is a spontaneous report from a contactable consumer. A 36-year-old female patient received the first dose 
of bnt162b2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE) lot number and expiration date not provided, via an 
unspecified route of administration, administered in left arm on 07Apr2021 16:20 as single dose for Covid-19 
immunisation. Medical history included attention deficit hyperactivity disorder (ADHD) was advised because 
she has been in her house so long that she is basically an agoraphobe and psychologist qualified because 
diagnosed with ADHD and profound anxiety at the fear of dying from COVID, anxiety and Covid-19, 
Concomitant medications were not reported. The patient stated that yesterday 07Apr2021 she got her first 
round of Pfizer COVID-19 vaccine and came home and got the worst headache she ever had in her life. She 
states then she projectile vomited and started uncontrollably shaking. The patient stated that she was 
shaking uncontrollably so bad she had to take a bath. She once she took a bath, in the bath she was shaking, 
it was not until she raised her body temperature high enough that her body was like okay, it could let go a 
little bit, then she got into bed and the shaking started again. She stated she had to use her heating blanket 
and stayed in bed all night with it and she is still using it now. She doesn't know how she would be if she 
wasn't warm, she thinks the fact that she is warm, the shaking has subsided. Later, last night, around 2 or 3 
the headache was piercing, her head was hurting so bad like someone was taking a nail in her left temple. If it 
was a stroke she would have dealt with it if she had someone there with her to help her deal with it. She has 
a horrible headache today. The patient stated that now it is like a regular migraine. It sounded crazy to say , 
but now it she stated that it was like a regular migraine, it has improved and no longer feels like she is 
having a stroke. The patient took two Tylenol yesterday for the headache and vomited pretty quickly after so 
she doesn't think she got much of it. She has not taken anything else because she does not have anything on 
her stomach so she does not want to take more Advil or whatever but she would like to, her head hurts 
really bad, she would love some pain relief. The projectile vomiting went until there was just bile. She did not 
eat very much yesterday. She is no longer actively vomiting, but she felt herself wanting to dry heave but 
feels there is nothing else to give. The patient stated that she hasn't eaten anything today so she does not 
know if she can keep anything down and doesn't have much water in her system. The outcome of the event 
headache was recovering while the outcome of other events was unknown. Follow-up attempts are 
completed. No further information is expected.

COVID19 VACCINE PFIZER\BIONTECH 1255150-1 Unknown 0 days

he suffered a mini stroke 2 weeks after; congenital hole in his heart between the atrium; in which 2 days later 
he got the Covid virus; This is a spontaneous report from a contactable Pharmacist. This Pharmacist reported 
for a 42-years old male patient (husband) who received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-
19 VACCINE, Solution for injection, Lot number: unknown) via an unspecified route of administration on an 
unspecified date in Mar2021 at single dose for COVID-19 immunization. The patient medical history and 
concomitant medications were not reported. The pharmacist reported that on an unspecified date in 
Mar2021, two days after vaccination, the patient got the Covid virus due to an unknowing prior exposure and 
that once he got over the Covid virus. On 04Apr2021, he suffered a mini stroke two weeks after receiving the 
vaccine. She stated that while her husband was in the hospital, they found a congenital hole in his heart 
between the atrium which was the reason why he had a mini stroke. Her husband is scheduled to receive his 
second dose the next day and asked for any guidance on whether he should receive the vaccine at that time. 
She stated that she had spoken with his cardiologist, in which they believe it is best to hold off until after 
surgery to receive the second dose, just in case. Outcome was unknown for all the events.  Information on the 
lot/batch number has been requested.; Sender's Comments: Based on current information available, the event 
stroke and congenital atrial septal defect represented intercurrent condition in this patient unrelated to 
Bnt162b2. Covid19 was considered related. However, full immunity is only expected 1 week after the second 
dose.   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 1255166-1 65+ years 0 days

had a stroke; instantly had a pounding headache; blood pressure was elevated; This is a spontaneous report 
from a contactable consumer (patient).  A 73-year-old female patient received the first dose of bnt162b2 
(PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of administration on 25Mar2021 (Batch/Lot 
number was not reported) as SINGLE DOSE for COVID-19 immunization.  Medical history and concomitant 
medications were not reported.  On 25Mar2021, she received the first COVID-19 vaccine and instantly had a 
pounding headache.  She went to her doctor who said her blood pressure was elevated and was going to do 
more testing. She and her sister went away thinking she just needed to relax but then had a stroke in the 
hotel that same day and was in the hospital for 3 days (until 28Mar2021). She has never had high blood 
pressure and no history of headaches.  The doctor in the hospital thought that this could be related to the 
vaccine since she had no high blood pressure or headaches before.  She asked the doctors if she should get the 
second one and they all said they don't know enough about the vaccine to give her guidance. Outcome of the 
events were unknown.   Information about the Lot/batch number has been requested.

COVID19 VACCINE PFIZER\BIONTECH 1255308-1 40-49 years 0 days

she thought she had a blood clot; maybe it is MS (multiple sclerosis); possible septal infarct; weakness in her 
left arm; losing her balance; vaccine was given up high on her arm, not 2 fingers down. She thought they had 
hit bone; less range of movement in her left foot; trouble walking; like someone who had a stroke; numbness; 
legs felt heavy climbing stairs; immediate pain when needle went all the way in and worse when vaccine 
went in; pain in shoulder joint; This is a spontaneous report from a contactable consumer (patient). A 49-year-
old female patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Batch/Lot Number: Ep6955), 
dose 1 via an unspecified route of administration, administered in Arm Left on 25Mar2021 18:00 (at the age of 
49years) as single dose for Covid-19 immunization. The patient is not pregnant at the time of vaccination. 
Medical history included anemia that is treated, living kidney donor, gastric bypass in 1999, gallbladder 
removal, hysterectomy, intussusception x2, migraines, high heart rate, and smoking. Concomitant medications 
included omeprazole (OMEPRAZOLE), amfetamine aspartate, amfetamine sulfate, dexamfetamine saccharate, 
dexamfetamine sulfate (ADDERALL), and albuterol [salbutamol] (ALBUTEROL [SALBUTAMOL]); all taken for an 
unspecified indication, start and stop date were not reported. The patient previously received Flu vaccine and 
Tetanus vaccine. The patient did not receive any other vaccines within 4 weeks prior to the COVID vaccine. 
The patient has not been tested for COVID-19 since the vaccination. She got the shot on 25Mar2021 on 
Thursday evening at 1800. She is 49 years old and has had all the flu shots and tetanus shots. She has never 
had one hurt so bad. She stated that the vaccine was given up high on her arm, not 2 fingers down. She 
thought they had hit bone. It was reported that the patient experienced immediate pain when needle went 
all the way in and worse when vaccine went in. The whole time it hurt really bad and her arm hurt severely 
for 2 days from 25Mar2021. She still has pain in shoulder joint. That aside wasn't a big deal, it went away 
even though the joint is sore. The following Monday 29Mar2021 in the evening, her legs felt heavy and she 
had trouble going up the stairs. Then she had complete numbness of her left leg, from her hip or butt crack to 
the tip of her toes. It was on the same side she had the shot. It was further reported that the patient's legs 
felt heavy climbing stairs then she woke Thursday morning with her left leg numb. She couldn't feel herself 
starting to have a bowel movement because the numbness went all the way up to that area. She went to the 
ER (emergency room) on Saturday night (03Apr2021) because she was afraid of a blood clot. An ultrasound 
was done on her left leg, CT of head and neck, and blood work with nothing found. She has numbness and less 
range of movement in her left foot with trouble walking and have had no improvement with calf being numb. 
It was further clarified that when she was Easter shopping, there was numbness in her foot was causing her to 
drag her foot around the store. It was like someone who had a stroke, with slight impairment on one side. 
Her foot slaps the floor. She doesn't have control of it, she can't flex her foot up and down at all and she has 
little movement in her toes, even now. When she went to the emergency room, she thought she had a blood 
clot. She is a kidney donor and is healthy over all except for anemia that gives her tingly toes since she was 
30, off and on. She never had a body part felt so numb, other than when she sits on her leg wrong. They did a 
bunch of tests there. They did a doppler, CT scan, and an EKG (unspecified date) which was abnormal. Her EKG 

COVID19 VACCINE PFIZER\BIONTECH 1259703-1 65+ years 0 days DEATH,  HAEMORRHAGIC STROKE



COVID19 VACCINE PFIZER\BIONTECH 1261717-1 50-59 years 0 days

portal vein thrombosis; ischemic colitis; This is a spontaneous report from a contactable consumer (patient). A 
51-year-old female patient received the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, 
solution for injection; Batch/Lot number was not reported), via an unspecified route of administration, 
administered in the left arm, on 07Apr2021 at 09:30 AM at the age of 51-years-old as single dose for COVID-
19 immunization. The vaccination facility type was pharmacy or drug store. The patient was not pregnant. 
The patient had no other vaccine in four weeks. The patient had no medical history and had no known 
allergies. Concomitant medications included estradiol patch and cyanocobalamin (VIT B12); both taken for 
unspecified indications, start and stop dates were not reported (reported as other medications in two weeks). 
The patient previously received the first dose of BNT162B2, administered in the left arm on 10Mar2021 at 
08:45 AM at the age of 51-years-old for COVID-19 immunization. The patient reported that at 11:30 pm on 
07Apr2021, she had extreme, spontaneous, stomach cramps that was so bad she thought she was going to 
pass out. That lasted for one hour, then diarrhea. A few hours later, she started blood red rectal bleeding. At 
the hospital (on Apr2021), she was diagnosed with Ishemic colitis (from colonoscopy) and a blood clot was also 
found, portal vein thrombosis. She was 100% certain the extreme stomach cramps were brought on by the 
vaccine and that in turn caused the ishemic colitis; the blood clot may or may not have already been there. 
The patient reported that the doctors at the hospital were quite put off to try to tie any relation to this 
episode with the vaccine which was quite frustrating to the patient as it was quite obvious (as reported). The 
events resulted in doctor or other healthcare professional office/clinic visit, emergency room/department or 
urgent care, and hospitalization. The patient was hospitalized for 2 days in Apr2021. On treatment for the 
events, the patient reported that the colitis healed on its own, and she was on blood thinners. The patient 
had no COVID prior the vaccination. The patient was test for COVID post vaccination which was a nasal swab 
with a negative result on 08Apr2021. The outcome of the events was recovering.   Information on the 
lot/batch number has been requested.



COVID19 VACCINE PFIZER\BIONTECH 1261794-1 60-64 years 0 days

had a stroke after getting the Pfizer vaccine; weakness left arm and left leg; Headache; Dural venous sinus 
thrombosis; This is a spontaneous report from a contactable consumer (patient). A 62-year-old female patient 
received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection) (at 62-years of age) dose 2 via 
an unspecified route of administration, administered in arm right on 01Apr2021 10:20 (Batch/Lot number was 
not reported) as a single dose for covid-19 immunisation (to not get Covid). Medical history included ongoing 
multiple sclerosis which was diagnosed back in the early 90's and the doctors saw no new reasons on any part 
of the MRI of the brain, neck, and spine, there were no new lesion and she has had no problems for 30 years; 
and she had sinus pressure. There were no concomitant medications. Historical vaccine included BNT162B2 
(Batch/lot number: EN6208) dose 1 in her left arm on 11Mar2021 (at 61 years of age) for COVID-19 
immunisation. It was reported that the patient had a stroke after getting the Pfizer vaccine. She stated that 
she was in the ICU for 3 days. They tested every part of her body and couldn't find a reason. She added that 
she had a clot in her brain with a small bleed and they told her it was highly unusual to happen in that part of 
the brain. It was stated that it was where the blood goes from the brain to the heart. She mentioned that it 
was a dural venous sinus thrombosis. She was in the neuroscience ICU for 3 days and her left leg and left arm 
are still weak and she will start PT. She wanted to talk about reporting and let us know this was happening 
and that the neuroscience team reported it to the CDC online while she was in the hospital. She wanted to 
talk about her concerns and see if we are seeing this with other people. She added that she was tested, and 
they found nothing. She mentioned that she got the vaccine in a Thursday morning and by Friday she had 
weakness in her left arm and left leg and a headache. She added that there was a high probability that it was 
related, that it was a new vaccine and it was hard to say it definitely happened from that but it was a high 
probability. She had other questions, she has heard from other people with other vaccines and people with 
Covid experience blood clots. She stated that she was wondering what if it was with the vaccine that is 
reacting to what it thinks is Covid, or is it the body's response. She was wondering if Pfizer comes out with a 
booster with the variant, should she not take the booster. She stated that it could have killed her if they had 
not caught the blood clot in her brain and had she not gone to the ER it could have killed her and she was 
concerned about taking a booster. She provided that she had the Pfizer vaccine on 01Apr2021 in the morning 
and had a headache that same day and who knows when on Friday morning she had weakness in her left leg 
and left arm, so within 24 hours. She provided that she went to the ER Saturday 03Apr2021, that she wasn't 
sure about it and you don't go running for everything. Stated she was admitted 03Apr2021 and was 
discharged 05Apr2021 or 06Apr2021. She clarified that her headache was totally gone, that she had sinus 
pressure that was not related and had it as a constant in her life, it was normal for her and happens with 
changes with the weather. The patient was hospitalized for had a stroke after getting the pfizer vaccine 
(cerebrovascular accident) from 03Apr2021 to 06Apr2021. The patient underwent lab tests and procedures 
which included blood work constantly, CAT scan of her torso, several CAT scans of her brain, had MRI's and 
CAT scans constantly, brain MRI, MRV of the brain  all on an unknown date with unknown results. The events 



COVID19 VACCINE PFIZER\BIONTECH 1261805-1 Unknown 0 days

stroke; heart attack; nauseated; normal bp of 110/65 was 204/110; pain in my jaw and neck; pain in my jaw 
and neck; entire left side of my face and left side of my neck felt like they were being jack-hammered; my 
teeth on my left side started to hurt; This is a spontaneous report from a contactable consumer.   A female 
patient of an unspecified age received bnt162b2 (BNT162B2), dose 2 via an unspecified route of administration 
on 17Feb2021 (Batch/Lot number was not reported) as SINGLE DOSE for covid-19 immunisation. Medical 
history and concomitant medications were not reported. Per the patient, I was eager to get my doses. I 
received the first dose on 28Jan, and the second dose was received 15Feb, which was a Monday. In the 
evening of Wednesday, 17Feb, my teeth on my left side started to hurt. Top and bottom. At 2:00 am, 
Thursday, 18Feb, I called an ambulance because the entire left side of my face and left side of my neck felt like 
they were being jack-hammered. I was extremely nauseated. My normal bp of 110/65 was 204/110. The 
paramedic thought I was having a heart attack. My cholesterol is 129. I went to the ER on Friday, 19Feb, 
because a doctor thought I was having a stroke. I finally went to my primary care doctor the next week, He 
believes I had a very strong antibody response so that I have a high level of protection. It took a month to get 
the side effects under control. Even now, 11Apr2021, I have pain in my jaw and neck that comes and goes 
throughout the day. If I had known that I would have such awful side effects, I would not have taken it. My 
doctor says when it is time for a booster, he wants me to have a different vaccine. I don't think I can make 
myself do it. I will continue to wear my medical grade masks and shield instead."" The outcome of the events 
was not reported.   Information about lot/batch number has been requested.""

COVID19 VACCINE PFIZER\BIONTECH 1266047-1 30-39 years 0 days

Mini Stroke/blockage in left eye; Mini Stroke/blockage in left eye; Sore arm for 1 day after 1st dose; 
Diagnosed with CRVO of the eye; This is a spontaneous report from a contactable consumer (patient). A 33-
year-old female patient received first dose of BNT162b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE; Lot 
Number: EN1199), via an unspecified route of administration, administered in left arm on 09Mar2021 12:30 (at 
the age of 33-years-old) as single dose for COVID-19 immunisation. The patient had no known allergy and no 
other medical history. The patient's concomitant medications were not reported. On 09Mar2021 the patient 
experienced sore arm for 1 day. She was diagnosed with CRVO of the eye. On 30Mar2021 she had mini 
stroke/blockage in left eye. Symptoms noticed about 1 week prior to 30Mar2021. The events resulted in 
Doctor or other healthcare professional office/clinic visit. The patient did not receive treatment for events. 
The patient did not have COVID prior vaccination and she was not COVID tested post vaccination. The 
outcome of events was not recovered.



COVID19 VACCINE PFIZER\BIONTECH 1266056-1 Unknown 0 days

Anaphylactic reaction; Sign and symptoms like severe migraine and stroke; Sign and symptoms like severe 
migraine and stroke; Liver enzyme abnormal; Yellowing of the eyes; Pulmonary deficits requiring BiPap 
Machine; This is a spontaneous report from a contactable Nurse (patient)  A patient of unspecified age and 
gender received bnt162b2 (BNT162B2), dose 1 via an unspecified route of administration on 27Mar2021 
(Batch/Lot Number: ER8733) as SINGLE DOSE for covid-19 immunisation  .   Medical history included Allergy 
with Shellfish, dizziness, stroke, vertigo, Osteoporosis in cervical spine and thoracic spine, Chronic basilar 
migraine, asthma, hysterectomy, Myeloma tumor removal ,microcytic anaemia, Iron deficiency, Cataract 
removal and Abdominoplasty.Concomitant medication(s) included azelastine (AZELASTINE)  Nasal spray 137 
micro grams, ""22 per mere"" (not clarified) per day taken for an unspecified indication, start and stop date 
were not reported; estriol (ESTRIOL) at : 0.5 mg daily taken for an unspecified indication, start and stop date 
were not reported; montelukast sodium (SINGULAIR) at 10 mg daily taken for an unspecified indication, start 
and stop date were not reported; aceclofenac, paracetamol (ACIMOL [ACECLOFENAC;PARACETAMOL]) at 150 
mg once a month taken for an unspecified indication, start and stop date were not reported; ubrogepant 
(UBRELVY) taken for an unspecified indication, start and stop date were not reported at 50 mg.  The patient 
experienced anaphylactic reaction  (hospitalization) on 27Mar2021 with outcome of not recovered , extreme 
red all over body, red face on 27Mar2021 with outcome of not recovered , shortness of breath; hard time 
deep breathing on 27Mar2021 with outcome of not recovered , Sign and symptoms like severe migraine and 
stroke on 27Mar2021 with outcome of unknown , liver enzyme abnormal  on 27Mar2021 with outcome of 
unknown , yellowing of the eyes on 27Mar2021 with outcome of unknown , pulmonary deficits requiring bipap 
machine on 27Mar2021 with outcome of not recovered.  The patient was hospitalized for anaphylactic 
reaction (anaphylactic reaction) from 27Mar2021 to 31Mar2021. The clinical course was reported as follows: 
""When probed for second dose due date, Nurse stated, ""I am not getting the second dose I am still having 
reactions from the first dose. It started within 5 minutes and I went an anaphylactic, I was brought to 
Emergency room there at least 8 hours then went home on prednisone and Benadryl it's too ""intestacy me 
walker"" (not clarified) within 2 days I developed an extreme I was red all over, extreme red face completely 
body was red, shortness of breath having a hard time deep breathing and rushed back to the Emergence 
room, again for another anaphylactic reactions which I received ""Pfizer one"" (not clarified) in the Emergency 
room was put on BiPap Machine and the step down unit I developed severe migraine and I developed sign and 
symptoms of stroke like ""deficit""(not clarified). Then I was transferred through the rapid response to the 
intensive care, in the intensive care, my liver enzyme starting failing and  I had severe abnormal, liver 
enzymes goes, yellowing of the eyes and I was having antihistaminic response I regained 15 pounds of fluids 
also, it's not administered to me my body did it on its own. It's was due to my reaction I still continue to have 
Pulmonary deficits, that's the breathing goes, requiring BiPap machine and requiring respiratory treatment I 
was receiving Benadryl 50 mg every 4 hours I.V, I was receiving Solumedrol every 6 hours around the clock 
and first I received Epinephrine shots I got in the beginning.Nurse stated, ""I was receiving Racine like too the 



COVID19 VACCINE PFIZER\BIONTECH 1278527-1 40-49 years 0 days

problem with her cholesterol; pain on the top of my head and my hands hurt/headache; pain on the top of my 
head and my hands hurt; Nauseous; my hands and feet started going numb; they itch they burn; feet are 
painful; uncomfortable; blood clot/a clot or something in her legs; from the knees down I was having a lot 
pain/leg pain felt like it is really deep in the vein; she thought she was having a stroke; cramps; burning from 
my calf to my feet; pain in her neck then to her back; pain in her neck then to her back; different 
temperatures like hot and cold make it bad and irritating; can't sleep well because of her symptoms; Swelling 
in her Feet; can't think right; This is a spontaneous report from a contactable consumer. A 43-years-old female 
patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection), via 
an unspecified route of administration in the right arm in the morning of 01Apr2021 (Batch/Lot Number: 
ER8727) as a single dose for COVID-19 immunization. Medical history included ongoing complex regional pain 
syndrome, ongoing fibromyalgia, ongoing arthritis - all diagnosed 20 years ago. Her mother has lupus and 
rheumatoid arthritis and she can't have the vaccine, states she doesn't know if something could be genetic. 
Low potassium in the past and stated that she has a lot of allergies to medications, but she consulted with the 
pharmacist and he said it would be okay. There were no concomitant medications. No additional vaccine was 
administered on the same date of BNT162B2 and no prior vaccination within four weeks. The patient was 
having weird symptoms and she tried looking online and in different groups to find out if anyone has similar 
symptoms, but she hasn't been able to find anything. She began by saying she has health issues; she has 
Fibromyalgia and Complex Regional Pain Syndrome. She doesn't know if studies were performed on patients 
with those disorders that took the vaccine. It's been about 3 weeks since getting the vaccine (Apr2021) and 
she started having symptoms that she thought could be a blood clot. From the knees down, she was having a 
lot of pain, cramps, burning from her calf to her feet. She would keep rubbing them and massaging them. It 
was excruciating pain. She was having symptoms and she did go see her Nurse Practitioner on 14Apr2021 
because she thought she was having a stroke or a clot or something in her legs or that she was having a 
problem with her cholesterol. The nurse thought maybe it was her electrolytes, because she had low 
potassium in the past, but everything came back normal. Her feet were painful but not as bad in Apr2021. She 
felt like her condition but it's flaring up like 200% it's like over a 10 on the pain scale. She can't think right, 
she can't work, and was very uncomfortable in Apr2021. The leg pain felt like it is really deep in the vein, it 
doesn't feel like it is superficial, and she can feel stuff or liquid flowing. Her pain alternates from her head to 
her neck to her feet and it is very uncomfortable. Her hands and feet started to go numb, not completely 
numb but like when they fall asleep from sitting on them and then hit something and it hurts. Her arms were 
burning like crazy; they itch, they burn in Apr2021. Different temperatures like hot and cold make it painful, 
bad and irritating, and she can't sleep well because of her symptoms. She doesn't know the exact dates, but it 
has been about a week, but it is changing. It started with cramps in her legs from her knees down. That is 
where she had injuries and she thought it was her cholesterol. From her knees down, she has cramps and pain 
and it is very uncomfortable, she felt a really deep pain. She has pain in her neck then to her back, it started 



COVID19 VACCINE PFIZER\BIONTECH 1279430-1 65+ years 0 days

episodes of 4.5 seconds with non pulse; she experienced a basal artery blood clot stroke; lightheaded; This is a 
spontaneous report from a contactable consumer (patient's son). A 100-year-old female patient received 
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), dose 1 via an unspecified route of administration, 
administered in Arm Left on 11Jan2021 14:30 (at the age of 100years) as single dose for Covid-19 
immunization. The patient is not pregnant at the time of vaccination. The patient's medical history was not 
reported. Concomitant medication included furosemide taken for an unspecified indication, start and stop date 
were not reported. The patient was not diagnosed with COVID-19 prior to vaccination. The patient did not 
receive any other vaccines within 4 weeks prior to the COVID vaccine. It was reported that the patient had 
medical issues starting within hours of the first dose of Covid vaccine. Prior, the patient was in independent 
living, no medications (as reported), walking about 1/2 daily and completely lucid. Immediately thereafter 
(after the vaccine, 11Jan2021 16:00), she experienced lightheaded, a hospital stay, and episodes of 4.5 seconds 
with non-pulse. A pacemaker was installed. During rehab, the patient experienced a basal artery blood clot 
stroke. The patient is still in rehab. The adverse events resulted in Doctor or other healthcare professional 
office/clinic visit, Emergency room/department or urgent care, Hospitalization, Life threatening illness 
(immediate risk of death from the event), Disability or permanent damage. The patient was hospitalized on an 
unspecified date for 8 days. Treatment received included pacemaker, numerous medicines (e.g. AFIB). The 
patient had Covid test post vaccination: Nasal Swab on 15Jan2021 with negative result. The outcome of 
events was recovering.  Information about lot/batch number has been requested.

COVID19 VACCINEUNKNOWN MANUFACTURER 1107354-1 40-49 years 0 days

Patient received the vaccine about 1-2 weeks ago. She became nauseated and fatigued shortly afterward. 
This worsened until yesterday (3/16/21) when the patient became confused and polydipsic per the patient's 
mother. In the emergency department the patient had a seizure. CT showed severe brain edema with a 
sodium of 111. We are unsure if there is any relations to the polydipsia, fatigue, and hyponatremia with the 
vaccine administration itself. However there is a time relationship with the start of the symptoms.

COVID19 VACCINEUNKNOWN MANUFACTURER 1111915-1 60-64 years 0 days Stroke bland left hemispheric ... resolvesd

COVID19 VACCINE JANSSEN 1085779-1 50-59 years 1 day

Pt presented with AMS. History provided by father at bedside. For 2 days after vaccine pt reported not 
knowing what he was doing and where he was. Father brought him to ED after having breakfast together 
and son didn't know how to pay or what foods he liked. Was unable to recall his father's name.  Treatment: 
DAPT with ASA and plavix x21 days and then transition to plavix 75mg daily, atorvastatin 80mg (stroke 
treatment) Outcome: TBD

COVID19 VACCINE JANSSEN 1105572-1 65+ years 1 day

Initially had chills, fatigue for two days, then on 3/15 awoke with severe weakness in the right lower 
extremity. Presented to ER, MRI showed acute stroke ( Small acute infarction within the posterior left corona 
radiata). Admitted for stroke stabilization and rehab evaluation. Will be discharged to home with outpatient 
PT and OT

COVID19 VACCINE JANSSEN 1108465-1 50-59 years 1 day Heart was in A-fib, blood clot formed and had a Left Posterior Parietal Stroke

COVID19 VACCINE JANSSEN 1127077-1 50-59 years 1 day

pt presented to ER  0230 3-17-21 pt c/o right sided weakness and numbness, tried to get out of bed and use 
bathroom and couldn't bear weight or move his right leg. NIH stroke scale score-2, Glasgow coma score =15 
183/105, HR 103, RR 18, 02 saturation 95% RA 98.7 oral temp 0/10 pain. clonidine po tablet 0.1mg. 
EKG=tachycardia 106 normal P waves, normal PRI, normal QRS complex, normal ST and T waves. 
labs=SARSCoV2 RNA negative, CT head WO=no acute intracranial abnormality by CT criteria. UA=negative, 
glucose 359

COVID19 VACCINE JANSSEN 1127237-1 65+ years 1 day

Pt developed sudden-onset of severe left-sided chest pain with heavy pressure, shortness of breath and 
diaphoresis; pt collapsed and had a period of unresponsiveness lasting approximately 10 minutes. EMS was 
called and noted significant ectopy as well as frequent NSVT on ECG. Pt was transported to the Emergency 
Department and subsequently admitted for observation.

COVID19 VACCINE JANSSEN 1195038-1 65+ years 1 day

PT had no reactions post administration. About 36 hours after administration, the patient had a CVA. Pt 
experienced numbness in his left arm and shortly after proceed to have slurred speech and loss of balance and 
gait. Patient take to Emergency Room where he received the diagnosis. the patient was hospitalized. After 
several days, patient was discharge and was recovering.



COVID19 VACCINE JANSSEN 1202570-1 60-64 years 1 day

Good morning, I have the patient in the hospital. We have had to give her 2 transfusion in the last 2 weeks 
and 2 days. The patient also had a more pronounced stroke system. We read today that people with the 
systems of low platelets and stoke system need to report. I have called everyone and have had no help. I 
believe it has to be the health department.

COVID19 VACCINE JANSSEN 1202619-1 65+ years 1 day

on March 18, 2021 ( the day following my J&J vaccination ), While on my way back from a 2 mile run , I 
experienced left-sided listing and lack of control of my left leg and arm.  I was dizzy and saw black spots.  My 
wife and son took me to  emergency room.  My symptoms abated while at the hospital.  Hospital staff 
conducted many tests and I was kept overnight and discharged the next day around 5:00 p.m. with possible 
TIA as diagnosis.

COVID19 VACCINE JANSSEN 1204548-1 65+ years 1 day

On 4/7/21 patient administered Janssen vaccine. On 4/8/21 at 7:00 am patient had stroke symptoms and 
advised to call 911 after conversation with AARP nurse hotline. Patient had difficult speaking and right side 
weakness. Transported via ambulance and admitted to hospital until discharge on 4/11 at 1:00 pm. Per 
patient diagnosis was Hypertensive Crisis, Acute Stroke with High suspicion for cardioembolic stroke.

COVID19 VACCINE JANSSEN 1212931-1 65+ years 1 day Stroke caused by blood clot - Vision Impairment and memory impairment

COVID19 VACCINE JANSSEN 1214924-1 60-64 years 1 day Janssen COVID-19 Vaccine EUA. One day after vaccine, patient reports onset right sided weakness (face, upper 
and lower extremities). Found to have stroke on brain imaging: L inferior M2 branch occlusion.

COVID19 VACCINE JANSSEN 1215510-1 50-59 years 1 day Woke up Sunday the day after and couldn't walk. Waited to see if it would wear off the next day was 
admitted into emergency with a minor stroke caused by a blood clot

COVID19 VACCINE JANSSEN 1219616-1 65+ years 1 day left side weakness and acute Ischemic Stroke

COVID19 VACCINE JANSSEN 1219890-1 30-39 years 1 day Diagnosed at ER with a transient ischemic attack. Right side went numb, struggled to speak and right side of 
face drooped

COVID19 VACCINE JANSSEN 1221564-1 60-64 years 1 day
1st effect was migraine with left side numbness, woke up at 4 am and was unable to walk correctly.  Went to 
ER 1 and was transferred due to lack of CT Scan, hospital then admitted for stroke. Can also still feel injection 
site

COVID19 VACCINE JANSSEN 1226722-1 60-64 years 1 day Vomiting and Diarrhea day after vaccine.  6 days after shot blood clot and stroke, currently in ICU.

COVID19 VACCINE JANSSEN 1232413-1 65+ years 1 day
beginning the day after the vaccine Patient experienced dairrhea, extreme nausea, cramps, coughing and 
weakness. This persisted for 3 days.  Patient suffered a stroke or multiple strokes either 5 or 6 days after 
administration of the vaccine.  She has since died as a result of the strokes.

COVID19 VACCINE JANSSEN 1232675-1 65+ years 1 day

SHE WAS PERFECTLY HEALTHY   91 YEAR OLD, ON NO MEDS, RECEIVED HER VACCINE ON TUESDAY AND WAS 
FINE THAT EVENING.  CALLED TO CHECK ON HER WEDNESDAY AT APPROX 9:30 AM, COULD NOT 
UNDERSTAND WHAT SHE WAS SAYING.  CALLED EMS, TRANSPORTED TO EMERGENCY ROOM AND SAID TO 
HAVE HAD A STROKE.

COVID19 VACCINE JANSSEN 1246956-1 65+ years 1 day Stroke and blood clot in right leg.

COVID19 VACCINE JANSSEN 1257873-1 40-49 years 1 day Immediately following vaccination:  Flu like symptoms. 24 Hours after vaccination:  Very severe headaches 
started and continued. 12 Days after vaccination severe Stroke/Hospitalization/ICU

COVID19 VACCINE JANSSEN 1264207-1 50-59 years 1 day

BP went up to 210/111 the day after vaccine was administered. On 4/24/2021 patient went to ER for double 
vision. BP was 200/100's again. Given IV BP meds, did CT scan that showed no abnormalities noted. K+ was 
2.9. On Sunday, 4/25/21 back to ER for double vision again. BP 160/90's. Observed, given more BP meds and 
sent home again. Went to PCP, clinic 4/26 who referred to Ophthalmologist.  Opthalmology, found optic nerve 
damage and believes related to mini stroke possibly from Covid vaccine.

COVID19 VACCINE JANSSEN 1270174-1 40-49 years 1 day

She got her vaccine, had no reaction.  The next morning she had a real red rash down her arm.   She was 
having symptoms of a stroke earlier that morning.  Her husband took her to hospital  and did a  CT scan and 
an MRI and she had a brain stem stroke and was transferred to hospital by ambulance.  She was discharged 
after 3 days.   She is showing signs of improvement and her neurologist expects her to recovery 100%.  Her 
therapist felt that she would regain it within a year.   They treated her rash with a Benadryl shot and has 
recovered from the rash aspects of the vaccine.

COVID19 VACCINE JANSSEN 1279352-1 65+ years 1 day The patient had a stroke requiring TPA administration
COVID19 VACCINE JANSSEN 1280115-1 65+ years 1 day See below

COVID19 VACCINE MODERNA 0915801-1 65+ years 1 day
Patient flushed, shivering and slow to respond to questions. Patient had decreased strength in upper 
extremities. Upon exam patient's symptoms suggestive of stoke. Patient transferred to ER where a CT was 
dine which showed intracranial hemorrhage.



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 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 0942392-1 65+ years 1 day

chills ...fever....extreme weakness, not even able to get himself up from a chair NO strength what so ever, 
feeling he was going to faint at any minute , slurred speech. Sounded as if he was having a stroke and 
extreme dizziness.So we to him to ER. Once there they did CBC with Differential...Comprehensive Metabolic 
Panel ..Protime-Inr....Ptt....Sugar Ck....Urinalysis with Reflex Culture  ....Then they did a CT  Head W/O Contrast 
Stoke Protocol & an EKG 12- lead  The report with all this information was printed out on 01/05/2021  03:03 
PM

COVID19 VACCINE MODERNA 0955231-1 65+ years 1 day

After receiving Moderna vaccine, pt became increasingly tired, withdrawn, and confused, refusing to walk at 
home.  He has begun to have mild memory changes after suspected COVID illness (covid testing negative) in 
November, but daughter of patient, with whom he lives, states that his memory and orientation now 
significantly changed- he seems to have forgotten the last ""3 years"" of memory.  Presented to ER 1/16/21 as 
she checked his O2 and found him to be hypoxic in 60s. He is being treated for possible CAP with underlying 
perviously undiagnosed ILD vs post-covid lung changes (per pulmonology), and his energy and ability to walk 
have returned but memory is significantly impaired, confabulating and oriented only to self despite good 
oxygenation on 5L O2 by NC.""

COVID19 VACCINE MODERNA 0955247-1 65+ years 1 day

About 22 hours after the shot, I had a mini stroke that required going to the emergency room by ambulance.  
I was transported that evening to the stroke  division that same evening for further evaluation, tests and 
care.  I have never had a mini stroke before this.The doctors said it may have been from the vaccination, or it 
may not have been precipitated by it.  They said they don't have enough information on the Moderna vaccine 
to make that call.

COVID19 VACCINE MODERNA 0958971-1 65+ years 1 day Hemorrhagic Stroke,  Right Basal Ganglion

COVID19 VACCINE MODERNA 0959620-1 65+ years 1 day

Eleven hours after receiving COVID vaccine, client started experiencing stroke-like symptoms legs/arm 
weakness, couldn't speak, shortness of breath, and throat swelling. Hospital ruled out acute stroke but could 
not entirely exclude a cerebellar stroke due to her dizziness with vertigo and nystagmus (per hospital report). 
Client was in hospital 2.5 days, per hospitalist. note-all work up including MRI and tte were negative for acute 
findings- symptoms have resolved. Hospitalist noted symptoms may be worse following second shot. Spoke 
with client 1/19/21 and she reported feeling weak and tired only.

COVID19 VACCINE MODERNA 0959857-1 60-64 years 1 day CVA the following day Patient had vaccine on 1/14/21 and was admitted to the hospital 1/15/21.

COVID19 VACCINE MODERNA 0964460-1 65+ years 1 day

Sometime within 12 hours from receiving vaccine he had a stroke.  He was taken to the emergency room on 
January 16, 2021 and tests were performed and he was transferred to Hospital on January 17, 2021.   A MRI 
was performed on January 17, 2021 and showed that he had suffered a stroke. He was put on blood thinners 
and sent home on January 18, 2021.  He had an appointment with MD on January 19, 2021. He has 
appointments with speech therapist, cardiologist and neurologist.

COVID19 VACCINE MODERNA 0964666-1 65+ years 1 day Patient suffered stroke morning after vaccine.

COVID19 VACCINE MODERNA 0965323-1 65+ years 1 day Sudden onset of expressive aphasia the next morning (0915)  after vaccination. Went to emergency room and 
diagnosed with stroke.

COVID19 VACCINE MODERNA 0973150-1 60-64 years 1 day
Pt had slurred speech and left-sided weakness day after vaccine he presented to ER and appears to have CVA



COVID19 VACCINE MODERNA 0974584-1 65+ years 1 day

Stroke like symptoms; Water in lungs; A spontaneous report was received from a consumer concerning an 83-
year-old, male, patient who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced stroke like 
symptoms and water in lungs.   The patient's medical history was not provided. Concomitant products known 
to have been used by the patient included, insulin aspart, insulin glargine, ticagrelor, sacubitril valsartan 
sodium hydrate, furosemide, carvedilol, omeprazole, and sertraline.    On 04 Jan 2021, one day 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 05 Jan 2021, the patient began experiencing stroke-like 
symptoms and had water in his lungs.    On 06 Jan 2021, the patient was hospitalized and had a computed 
tomography (CT) scan and magnetic imaging resonance (MRI) scan of the brain.  On 09 Jan 2021, the patient 
was discharged from the hospital. Treatment information for the events was not provided.   Action taken with 
mRNA-1273 in response to the events was not provided.   The outcome of the events, stroke like symptoms 
and water in lungs , was not reported.; Reporter's Comments: This case concerns an 83 year old male patient 
who experienced serious unexpected events of Cerebrovascular accident and Pulmonary oedema. The events 
occurred the next day of their first dose of their first of two planned doses of mRNA-1273. Concomitant 
medications included, insulin aspart, insulin glargine, ticagrelor, sacubitril valsartan sodium hydrate, 
furosemide, carvedilol, omeprazole, and sertraline. 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 0974848-1 60-64 years 1 day Woke up the next morning with slurred speech, right side weakness, illegible writing, balance issues.  Next 
day all symptoms worse. Went to Urgent Care, was transferred to Hospital.  Diagnosed with stroke.

COVID19 VACCINE MODERNA 0987256-1 65+ years 1 day
Had Covid vaccine Friday morning, Saturday morning  at breakfast started shaking, couldn't talk.  Called 911 
and treated for TIA.  Received blood thinners, had CT scan . MRI, and echo gram on heart.   Released from 
hospital Monday morning, no after effects.

COVID19 VACCINE MODERNA 0987374-1 65+ years 1 day Patient was in distress and had a Stroke ( per his wife). Ambulance called and pt was admitted to hospital.

COVID19 VACCINE MODERNA 0994270-1 30-39 years 1 day
Severe fatigue. Dysarthria. TIA like symptoms. Panic attack like experience. Death like experience with the 
feeling of impending doom. Difficulty understanding other people or interpreting what I see. Fell in the airport 
and canceled my flight

COVID19 VACCINE MODERNA 0997973-1 65+ years 1 day

Received vaccine at 1100 on 1/29/21. No symptoms noted during 30 minute post-vaccine observation period. 
Symptom onset at 0300 on 1/30/21 (16 hours after vaccine administration). Symptoms included chest pain, 
dyspnea on exertion, weakness, nausea/vomiting, decreased appetite, and diarrhea. Patient presented to 
Medical Center Emergency Department around 1130 on 2/1/21. Found to have NSTEMI 2/2 Takotsubo's 
cardiomyopathy with acute congestive heart failure. (of note,  coronary angiography in 11/20 showed no 
coronary artery disease). Patient has never had a reaction to a vaccine or component despite receiving many 
vaccines due to extensive travel history.

COVID19 VACCINE MODERNA 0998725-1 65+ years 1 day
Patient daughter reported that patient was admitted to Neurology with a stroke. She has cognitive and 
speech impairment as well as motor impairment. She was admitted either 2-2-21 or 2-3-21. She is still in the 
hospital.

COVID19 VACCINE MODERNA 0999192-1 65+ years 1 day According to the staff at the Hospital, the patient was treated in their emergency room for a stroke this 
morning at approximately 730AM



COVID19 VACCINE MODERNA 1004209-1 65+ years 1 day

Stroke like symptoms; Couldn't speak; Shortness of breath; Legs and arm weakness; Dizziness with 
Nystagmus; Throat swelling; Dizziness with vertigo; Dizziness with vertigo; A spontaneous report was 
received from a nurse concerning a 79-year-old, white, female patient who received Moderna's COVID-19 
vaccine (mRNA-1273) and experienced stroke like symptoms, dizziness with nystagmus, legs and arm 
weakness, couldn't speak, shortness of breath, throat swelling and  dizziness with vertigo.  The patient's 
medical history, as provided by the reporter included anemia, overactive bladder, fibroid cystic disease, 
allergy to fluoroquinolone, ciprofloxacin, povidone iodine, morphine and adhesive tape. The concomitant 
medications reported included atorvastatin, calcium, colecalciferol, metoprolol succinate, pramipexole hcl and 
prasugrel hcl for unspecified indications.  On 07 Jan 2021, 11 hours prior to the onset of the events, the 
patient received their first of two planned doses of mRNA-1273 (Lot number: 025J20-2A) intramuscularly in the 
left arm for prophylaxis of COVID-19 infection. The patient experienced stroke like symptoms, couldn't speak, 
shortness of breath and throat swelling. It was reported that the patient was hospitalized for acute stroke.  
On an unknown date, while still being hospitalized, the patient developed, dizziness with nystagmus and 
dizziness with vertigo. The lab findings included, magnetic resonance imaging (MRI) and computed tomography 
(CT) scans as negative for acute findings, electrocardiography (EKG), complete blood count (CBC), X-ray and 
chemistries were reported as within normal limits. The patient remained hospitalized for 2.5 days while the 
symptoms improved.  On 09 Jan 2021, the patient was discharged.  On 20 Jan 2021, the reporter stated that 
the patient felt weak and tired without other symptoms. It was also noted that the patient's discharge 
summary stated the patient's symptoms may be worse following a second dose of mRNA-1273 vaccine.   
Action taken with mRNA-1273 in response to the events was not provided.  The outcome of the events, stroke 
like symptoms, dizziness with nystagmus, legs and arm weakness, couldn't speak, shortness of breath, throat 
swelling and  dizziness with vertigo. were considered as resolved on an unknown date.; Reporter's Comments: 
This case concerns a 79-year-old, white, female patient with medical history of anemia, overactive bladder, 
fibroid cystic disease, who experienced the serious, unexpected event of stroke, Aphasia,  dyspnea and non-
serious, unexpected events of , dizziness, vertigo, pharyngeal swelling, nystagmus and muscular weakness. 
The events of stroke, Aphasia, Dyspnea and pharyngeal swelling occurred 11 hours after the first dose of  
mRNA-1273 (Lot number: 025J20-2A) administration and the events of dizziness, vertigo, pharyngeal swelling, 
nystagmus and muscular weakness occurred on an unknown date while the patient was still hospitalized. 
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 1005704-1 65+ years 1 day

Pt's son called and reported that pt had COVID vaccine on 1-25-21 and was taken to the hospital via EMS due 
to confusion and memory loss. Pt's son states that pt was diagnosed with ""TIA"" and stayed in the hospital x 
3 days. Pt states that the physicians at facility was not sure if TIA was related to vaccine but encouraged him 
to report adverse event. Pt's son states that pt has short term memory loss and has since moved in with him 
after this event happened.""

COVID19 VACCINE MODERNA 1009866-1 65+ years 1 day pt was given vaccine on the afternoon of 01-29-2021. Pt was administered the moderna covid-19 shot into the 
deltoid muscle of this pt. Pt was observed and left pharmacy. on 2-6, pts daughter calls pharmacy, and says 
the night of 1-29, after recieveing the vaccine, her mother had a hemmorhagic stroke and passed away

COVID19 VACCINE MODERNA 1011398-1 65+ years 1 day TIA ~ found slumped in chair, aphasic, unable to stand. sent to local hospital emergency room
COVID19 VACCINE MODERNA 1013235-1 65+ years 1 day Patient was transported to a local hospital, She experienced a stroke.

COVID19 VACCINE MODERNA 1020873-1 65+ years 1 day

Cerebral stroke. Symptoms onset was documented by nursing home staff on 1/13/21. Second dose of vaccine 
was received on 1/12/21. I am unsure at this time if it was the Pfizer or Moderna vaccine.  Patient has severe 
defecits at this time but the brain is still healing. Several weeks in the hospital, patient now has peg tube and 
picc line. Flaccid right side and speech severely impacted.

COVID19 VACCINE MODERNA 1022260-1 65+ years 1 day Respiratory distress, seizing, cyanotic, A-Fib with RVR occurring less than 24 hours after receiving his second 
dose of Moderna.

COVID19 VACCINE MODERNA 1022513-1 65+ years 1 day Arrived to ED with slurred speech, potential stroke, was transferred to Hospital  for higher level of care.

COVID19 VACCINE MODERNA 1023871-1 65+ years 1 day
Patient received vaccine during working hours on 2/10/2021.  Coworkers reported patient was acting 
abnormally this morning upon arriving to work.  After medical assessment and testing, patient was diagnosed 
with a ischemic stroke and transferred to higher level of care.



COVID19 VACCINE MODERNA 1026171-1 65+ years 1 day
WOKE UP THIS MORNING NOT FEELING WELL, MANAGED TO SLOWLY WALK INTO KITCHEN, FELT PROFOUNDLY 
WEAK, BECAME DIAPHORETIC, UNABLE TO SPEAK, SYMPTOMS LASTED FOR 10-15 MINUTES AND GRADUALLY 
RESOLVED OVER COURSE OF 1 HOUR.

COVID19 VACCINE MODERNA 1028508-1 65+ years 1 day moderately high fever, headache for two days,  then  three days later (Tuesday morning) Signs of TIA - slurred 
speech, central vision blurry, word recall difficulty

COVID19 VACCINE MODERNA 1031033-1 50-59 years 1 day Narrative:  Patient evaluated for stroke. No bleeding. Maybe ischemia - Further testing results still pending 
at the time of this initial report

COVID19 VACCINE MODERNA 1031790-1 65+ years 1 day

Received influenza vaccine 1/29 at PCP clinic.  Received Moderna vaccine on 2/6 by pharmacist at her place of 
residence.  She was taken to the ER on 2/9, unresponsive.  Staff reported she wasn't acting normally since 
2/7.  During her hospital course (2/9-2/13) she was only able to open her eyes.  Unable to follow any 
commands.  MRI showed large right MCA stroke.  She was discharged from the hospital on hospice.

COVID19 VACCINE MODERNA 1032865-1 65+ years 1 day

4am  (1/29/2021) extreme sweating to the point of soaking the hair on head; extreme dizziness with vertigo 
and inability to stand up or walk straight leading to nausea and vomiting  11am( out of bed)  needed 
assistance to chair bc of vertigo and vision impairment; spent most of day seated; cont to require assistance 
with any walking  9pm  to bed  8am(1/30/2021) Wake up and all symptoms worse. Unable to walk without 
assistance and had a severe body lean to left. Husband called doc and they suggested calling 911 to get to ER 
ASAP  1130 Arrived at hospital ER and was subsequently diagnosed and admitted  with a cerebellar stroke

COVID19 VACCINE MODERNA 1034613-1 50-59 years 1 day
For two days after receiving the first vaccination for Covid-19 I ran a temperature of 101.9 and was not able 
to go to work. When I returned to work on Friday February 12, 2021 at approximately 8:40am I had a stroke 
and was rushed by ambulance to the hospital.

COVID19 VACCINE MODERNA 1035731-1 65+ years 1 day acute right lacunar stroke symptom onset 2/14/2021

COVID19 VACCINE MODERNA 1036857-1 65+ years 1 day

patient had vaccine injected at village health facility  experienced ataxic gait for several weeks brought to 
office by family  initial impression cva seen at ER, admitted  had myocardial infarction next day treated 
immediately with balloon and and stent placement  of affected artery RCA   underwent bypass coronary 
becuase of more severe disease that could not be treated by cardiologist

COVID19 VACCINE MODERNA 1039506-1 50-59 years 1 day Patient suffered a stroke the next day.  She was hospitalized at Hospital.

COVID19 VACCINE MODERNA 1040535-1 65+ years 1 day

Stroke (blood in the brain); heavy legs; not feeling himself; difficulty walking secondary to stroke; Bad 
Headache; A spontaneous report was received from a consumer concerning a 65-years-old, male patient who 
experienced bad headache, stroke (blood in the brain), difficulty walking secondary to stroke, heavy legs, and 
not feeling himself.    The patient's medical history included atrial fibrillation (A-Fib) four years ago. 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 blood thinners.   On 10 Jan 2021, approximately one day prior to the onset 
of the symptoms, the patient received their first of two planned doses of mRNA-1273 (Batch number not 
provided) intramuscularly in the right arm for prophylaxis of COVID-19 infection.   On 11 Jan 2021, the patient 
experienced a headache.   On 28 Jan 2021, he reported having a bad headache, heavy legs and was not feeling 
himself. On 29 Jan 2021, the patient was admitted to the hospital and was told he had a stroke (blood in the 
brain). Patient was discharged on 02 Feb 2021. He now has difficulty walking and is trying to walk with a 
walker and has to go to rehab. Treatment information was not provided.    Action taken with mRNA-1273 in 
response to the events was not provided.  The events bad headache, stroke (blood in the brain), difficulty 
walking secondary to stroke, heavy legs, not feeling himself and headache were resolved on 02 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 events, a causal relationship cannot be excluded. Of note, patient's 
medical history of atrial fibrillation and concomitant use of blood thinners may have been contributory for 
hemorrhagic stroke.

COVID19 VACCINE MODERNA 1044692-1 65+ years 1 day Right hemisphere stroke.  Currently hospitalized.  Stable condition.

COVID19 VACCINE MODERNA 1047033-1 65+ years 1 day

Had vaccine on 2/15 , then on 2/16 evening had stroke like symptoms trying to turn the TV channel and could 
not find numbers on remote. then her friend called and could not formulate words to her on the phone and 
could not say the words that she was thinking. Then she called her brother who is a doctor and he told her to 
go to Cardiologist and get in. She was talking normal by the time she talked to him.  Adverse reaction was 
TIA.    TIA symptoms lasted 5-10 minutes max per patient.



COVID19 VACCINE MODERNA 1047596-1 65+ years 1 day Stroke and seizure   (  In the past he had a stroke and seizure ) So this is not his first time and we are not sure 
if this is related to the vaccine.

COVID19 VACCINE MODERNA 1049432-1 60-64 years 1 day right parietal stroke--transient left-sided hemiplegia, dysarthia, agnosia, denial
COVID19 VACCINE MODERNA 1049814-1 65+ years 1 day Stroke confirmed on MRI.

COVID19 VACCINE MODERNA 1051703-1 65+ years 1 day

Patient had sore arm the first day, the second day patient had slurred speech, couldn?t remember or say 
words, went to the hospital, CT scan and it showed a stroke, AFib came back that had been resolved, he had 
to be bagged for 2 minutes because he stopped breathing, MD told him the covid shot may have reacted 
negatively with his previous heart surgery

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 1052496-1 65+ years 1 day Numbness and tingling on right side of body, onset < 24 hours after vaccine was administered. Equilibrium 
affected. Treated at hospital ER and admitted. Acute ischemic VBA thalamic stroke.

COVID19 VACCINE MODERNA 1055691-1 65+ years 1 day Massive ischemic stroke with aspiration, unable to arouse on the morning of 1/21/2021 and placed on Hospice 
with death 1/24/2021

COVID19 VACCINE MODERNA 1056452-1 65+ years 1 day

left sided weakness; Stroke like symptoms; Slurred speech; Pneumonia; spontaneous report  received from a 
Consumer concerning, 79-year-old female patient who received the first dose of Moderna COVID-19 vaccine 
and woke up the next morning not feeling well. /PT: [Not Feeling Well].   The patient's medical history 
included COPD, hypertension and hyperlipidemia. Patient allergies included sleep medications. Patient's 
concomitant included Gabapentin, Simvastatin, Advair, Spiriva and Proventil.    On 04-FEB-2021, the patient 
received their first of two planned doses of mRNA-1273 in left arm (Batch #: 016M20A) intramuscularly for 
prophylaxis of COVID-19 infection.   Patient daughter called on behalf of her mother. Patient daughter stated 
that her mother received the Moderna COVID-19 vaccine on 04FEB2021 and on 05Feb2021 her mother woke 
up and wasn't feeling well. She stated her mother had weakness on her left side. The daughter stated that 
ambulance took her mother to hospital. The daughter stated that her mother had stroke like symptoms. The 
daughter stated her mother had difficulty speaking and slurred speech. The daughter stated the doctor Called 
it ""Neglect for sensation"". The daughter stated her mother was treated like she had a stroke. The daughter 
stated that the doctor gave her mother a ""Clot buster"" treatment and it started to normalize. The daughter 
stated the MRI was negative. She daughter that her mother was still hospitalized and now has pneumonia. 
Wanted to know if this has been previously reported.  Treatment that was given in the hospital was a ""Clot 
Buster""  Action taken with mRNA-1273 in response to the event was not provided/unknown.   The outcome 
of the event was unknown/not reported.; Reporter's Comments: The events developed on same day after first 
dose of mRNA-1372. Hemiparesis, dysarthria, and pneumonia were consistent with increased risk of 
cerebrovascular accidents related to high blood pressure confounded by elderly age of patient. Very limited 
information regarding this event/s has been provided at this time. 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 1058166-1 65+ years 1 day Acute ischemic stroke

COVID19 VACCINE MODERNA 1061608-1 65+ years 1 day

The patient had her second Moderna shot on Feb 17, 2021. At 3 am the next morning she reported to the ED 
c/o being ""fluish"" and short of breath. She was found to be hypoxic to the upper 80's on RA, and a CXR was 
consistent with CHF.  She stated she had some off and on chest pain for the last few weeks, especially with 
exertion. Ultimately it was found that she had an elevated troponin and was felt to have had an MI. She 
underwent cardiac cath and a stent was placed in a 95% ostial right coronary stenosis.   Although she was 
reported as having had a ""hyperimmune"" response to the vaccine, I can only say for certain she had flash 
pulmonary edema due to cardiac ischemia that was due to a stenosis in her RCA that had been there for quite 
some time, but possibly just happened to become critical right after her second COVID vaccine. It would be 
hard to blame the vaccine, but it is also impossible I guess to absolve it from any role in her MI.""



COVID19 VACCINE MODERNA 1067942-1 Unknown 1 day

Stroke; A spontaneous report was received from a Consumer and Other HCP  concerning a  84Years-old male 
patient who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced event like Stroke.      The 
patient's medical history provided no adverse event. Relevant concomitant medications were reported like 
atorvastatin calcium, ezetimibe, niacin, metoprolol, acetylsalicylic acid, levothyroxine sodium, and iron 
supplement.  On 4th Feb 2021, prior to the onset of the events, the patient received their first of two planned 
doses of mRNA-1273 (lot/batch: 038k20a) intramuscularly in the left arm for prophylaxis of COVID-19 infection.   
On date 5th Feb 2021, The patient experienced the event like Stroke, which required hospitalization. It was 
noted the patient's speech was getting better, but the left side of his body was still paralyzed. There was no 
treatment information provided  There were no laboratory details provided.   Action taken with mRNA-1273 
in response to the events was not reported.    The outcome of the event is unknown.; Reporter's Comments: 
Although a temporal association exit, provided information is not adequate to assess the causal association 
between the event and mRNA-1273.  Critical details such as the medical history and diagnostic report is 
lacking. Causality is also confounded by the patient's advanced age and suspected cardiac related condition 
(patient is on antihypertensive noted in conmed)

COVID19 VACCINE MODERNA 1073412-1 65+ years 1 day

Initial flulike symptoms with fever Tues -Friday. Had a right side stroke  6 AM Saturday morning . Rushed to 
hospital and had a procedure involving a catheter through the body to the clot in the brain. Came out of that 
with a weekend left side and was medicated through Sunday night. At 10:30 PM Sunday night had a second 
stroke on the right side. Did not wake from that.  Now I?m not expected to survive.

COVID19 VACCINE MODERNA 1078464-1 65+ years 1 day

My birthfather had an adverse reaction after he got his 1st Moderna COVID vaccine.  He lives alone and was 
doing well with some underlying conditions. The day of the shot was fine.  The next AM, he had vision changes 
and sudden numbness in his R arm/leg and fell after getting up.  ?The numbness went away pretty quickly, 
but the visual changes remained.  He refused to go to the ER/Dr.  The next week and a half, he was weak, 
tired, and couldn?t think as clearly.  ?He was brought to the ER? on Wed, 3/3/21 at Hospital.  He was found 
to have a low oxygen level, possible a-fib, fluid retention, emphysema, and aortic stenosis, in addition to his 
other health issues.  ?The Dr said his symptoms the day after the vaccine were a mini-stroke..  He was 
released from the hospital on Friday, 3/5/21.  On Saturday, Hospice came to see him, since nothing can be 
done for his medical conditions; however, they decided not to sign him up yet, since he I was told they didn't 
feel he needed to, at this time.  One of my sisters is staying with him during the day until he builds his 
strength back up.  Do you think his Mini stroke and health changes had anything to do with the vaccine? He 
will not be getting the second COVID shot.   ?We?re all caught between a rock and a hard place as far as 
what to do, esp for older folks.

COVID19 VACCINE MODERNA 1086869-1 Unknown 1 day

Stroke; A spontaneous report was received from a consumer who was also a 66-years-old, female patient who 
received Moderna's COVID-19 Vaccine (mRNA-1273) and who experienced stroke.  The patient's medical 
history was not provided by the reporter.   Concomitant medications included Lisinopril, Rosuvastatin, 
Montelukast, Hydrochlorothiazide, Sertraline, Metoprolol, and Zyrtec.  The patient received their first of two 
planned doses of mRNA-1273 (Batch number: 029L201A) on 12 Feb 2021, approximately one day prior to the 
onset of the symptoms in the left non-dominant arm for prophylaxis of COVID-19 infection.   The patient 
experienced a stroke on the night of 13 Feb 2021- 14 Feb 2021. The patient could not speak properly due to 
being drowsy. On unspecified date the patient was hospitalized for the event of stroke and released on 16 Feb 
2021.   Treatment for the event included double cholesterol med (from 10 to 20 mg) and baby aspirin.   No 
relevant laboratory details were included.   Action taken with the drug in response to the event was not 
reported.  Outcome of the event  was not reported.; Reporter's Comments: Based on the current available 
information and temporal association between the use of the product and the onset date of the event of 
stroke, a causal relationship cannot be excluded.



COVID19 VACCINE MODERNA 1088069-1 Unknown 1 day

TIA; A spontaneous report was received from a nurse concerning a 76-year-old, female patient, who received 
Moderna's COVID-19 Vaccine (mRNA-1273) and who experienced TIA.  The patient's medical history was not 
provided. Concomitant medications were Lipitor 10 and metformin.  On 19 Feb 2021, the patient received 
their first dose of mRNA-1273 (Batch number: 00620) approximately one day prior to the onset of the 
symptoms for prophylaxis of COVID-19 infection.  On 20 Feb 2021 patient was admitted to the hospital with 
TIA. On 21 Feb 2021 patient went undergone for Magnetic resonance imaging (MRI) and Echo cardio. The test 
results were not provided by the reporter.   Treatment medication upon hospitalization included blood 
thinners and Lipitor 80.  Action taken with the drug in response to the event was not reported.  On 22 Feb 
2021 patient was released from the hospital.  The outcome of events 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 of TIA, a causal relationship cannot be excluded. Elderly age may have been 
contributory.

COVID19 VACCINE MODERNA 1090674-1 65+ years 1 day Acute ischemic lacunar stroke in left ligament resulting in mild left leg weakness
COVID19 VACCINE MODERNA 1091539-1 65+ years 1 day Acute stroke

COVID19 VACCINE MODERNA 1091828-1 65+ years 1 day

As reported by son and by DON of Medical Center: 02.06.2021 Son reports that patient had spoken with her 
daughter the morning of 02.06 via phone and that patient sounded fine. Patient's son tried to call her around 
3:30 or 4 and there was no answer. Son called the facility where patient resided and staff went to check on 
her, where they found patient on the floor, conscious. Patient was communicating fine when they found her. It 
is unclear if she bumped her head when she fell, but patient deteriorated and was taken to ER where a CT 
was done and it was determined patient had a brain bleed as well as a UTI. Patient was admitted to hospital. 
Patient subsequently had a stroke while in hospital. Patient was discharged to rehab facility on 02.23.2021 
and while she has regained the ability to walk with a walker and some use of her right hand, she remains 
unable to speak.

COVID19 VACCINE MODERNA 1092064-1 50-59 years 1 day Stroke

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 1098876-1 65+ years 1 day
Son reports the day after the vaccination, the patient had a stroke while waiting in the pre-op area for a 
trigger finger surgery. Patient had not been asked about pending surgeries or other medications on day of 
vaccination. Son reports patient stopped taking blood thinning medication 2 days earlier because of surgery. 
According to son, patient's symptoms have resolved and patient did return for second dose on 2/26/2021.

COVID19 VACCINE MODERNA 1104469-1 65+ years 1 day Excrutiating leg pain from knee to groin  began on day after first shot 1/28/2021 then after 2nd dose was 
given on 2/24//2021  a massive stroke occured within 8 hours.



COVID19 VACCINE MODERNA 1105147-1 65+ years 1 day

Around 4:30am on the day after administration of the vaccination, patient went into ventricular tachycardia 
and his ICD attempted anti-tachycardia pacing (ATP). Per electrophysiology note after interrogation of 
patient's ICD: ""Multiple VT episodes beginning around 4:30 AM, and continuing intermittently through 10:15 
AM, approximately. There were 19 treated VT episodes, mostly terminated with ATP therapy. There was a 
single 24J shock delivered at 9:43 AM after a VT episode lasting 1 min, 4 seconds, with average ventricular 
rate 171 bpm. This appeared to be an appropriate shock after exhausting 8 ATP attempts. On 5 other 
occasions the patient required 4 or more ATP sequences to terminate VT. The remainder terminated with 1-2 
ATPs. Reviewing the far field electrograms, there appear to be 2 distinct VT morphologies. Average 
ventricular rates for both are about 170-180 bpm.""  Patient presented to the emergency room, where he 
received amiodarone IV, and was admitted to an inpatient cardiology service. He was restarted on 
amiodarone and was noted to be hemodynamically stable and not in VT; however, he opted to leave the 
hospital AMA on 3/15. As noted previously (item 11), he has a history of VT and had discontinued amiodarone 
due to side effects about 6 weeks prior to this episode. As amiodarone has a half-life of around 45 days, it is 
thought that his rhythm control was suboptimal at the time of this vaccination, and there is no evidence that 
it was the vaccination that caused the VT episodes on 3/14.""

COVID19 VACCINE MODERNA 1107218-1 65+ years 1 day

seizures; small stroke; A spontaneous report was received from a consumer (wife of patient) concerning a 78- 
year-old, male patient who  developed seizure and a small stroke.    The patient's medical history included 
seizure 4 years ago, stroke long time ago. Products known to have been used by the patient, within two 
weeks prior to the event, Cholesterol medicines, Blood pressure medicines and Aspirin.  On 18 Feb 2021, prior 
to the onset of the event, the patient received their first of two planned doses of mRNA-1273 (Lot 031M20A) 
intramuscularly in the Right arm for prophylaxis of COVID-19 infection.   On 18 Feb 2021, the patient 
developed seizure, small stroke .  Treatment for the event was not reported. Doctors are not sure about the 
causality, but want to report it. They spoke to his doctor  about not getting the second vaccine.    Action 
taken with mRNA-1273 in response to the event was unknown.  The outcome of the event's, seizure, stroke 
was considered unknown.; Reporter's Comments: The events were consistent with increased risk of 
complications associated with history of seizure confounded by elderly age of patient. Company assessed the 
events to be unlikely related to company product.

COVID19 VACCINE MODERNA 1108656-1 65+ years 1 day
The next day, I had short term memory loss. I went to the hospital, and they said I had some type of heart 
episode. I was taken by ambulance to the hospital and was told I had a blood clot in my brain and had suffered 
a mini stroke. I was hospitalized for 4 nights. I was given blood thinner and I improved.

COVID19 VACCINE MODERNA 1110453-1 65+ years 1 day

Around 11:35 PM on Thursday March 12, my father dropped his dish and drinking glass. Awokened by the 
noise, we rushed to him and noticed that his speech was slurred and he was not walking well.  His SpO2 was 
94 and his heart rate was in the 140's. His blood pressue was elevated. He has suffered a stroke in November 
2020 and he was acting like he did on that day. Once he sat down, he could not get himself up. The 
paramedics and my brother had to help him into the ambulance where they administered oxygen. The 
paramedics took him to the hospital, where he was admitted to the ICU. An MRI did not reveal any damage 
to the brain. He was diagnosed with a TIA and discharged from the hospital on Sunday, March 14.  I am not 
sure if the vaccine had anything to do with this episode, but I thought it should be reported just in case.



COVID19 VACCINE MODERNA 1111266-1 65+ years 1 day

No longer has vision in that eye; Stroke; Sneezing; A spontaneous report was received from a consumer 
concerning a 75-years-old, male patient who experienced stroke, lost vision in one eye and Sneezing.    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 blood pressure medicines.    On 31 Dec 2020, approximately one day prior 
to the onset of the symptoms, the patient received their first of two planned doses of mRNA-1273 [Lot number 
039K20A] intramuscularly in the left arm for prophylaxis of COVID-19 infection.   On 01 Jan 2021, the patient 
reported sneezing and had vision issues. He was told that it appeared he had a stroke. Treatment for the 
event included eye drops.   Action taken with mRNA-1273 in response to the events was not provided.  The 
outcome of the events stroke,  lost vision in one eye and Sneezing were unknown.; Reporter's Comments: This 
case concerns a 75 year old, male patient, who experienced a serious unexpected event of blindness and 
cerebrovascular accident. Concomitant medication included blood pressure medication. Very limited 
information regarding this event has been provided at this time. Further information has been requested.

COVID19 VACCINE MODERNA 1116723-1 50-59 years 1 day

COVID and stroke December 2020.  Patient's mother talked to him at 4:30 and he said he was not feeling 
well.  Driving to work when coworkers found pt after he curbed his vehicle with AMS. Right side deficit with 
aphasia, unknown last normal. Pt had sz upon EMS arrival and 2.5mg versed given. was initially unresponsive 
while going into the CT suite and apparently had a seizure as soon as he arrived to the ED.  but alert by the 
time he was done with CT head, CTA and CTP. He was followed to the ED assigned room and he was more 
alert but aphasic and only say 'yep' and did not follow commands. He was able to move his left side initially 
but not to command. about 2 minutes later he was able to move his right lower extremity to pain followed by 
right upper extremity.   He is febrile with temp >103F.  Diagnosed with seizure and Left acute arterial 
ischemic stroke, MCA.

COVID19 VACCINE MODERNA 1117678-1 40-49 years 1 day

Pt had COVID in Early January 2021.  He had mild symptoms and recoverec.  On  March 1 2021 had his first 
Moderna. Covid shot.  Next day,  ( March 2)   headaches. fevers, chills and chest pain.  Pt had EKG  findings of 
STEMI myocardial infarction.  He was sent to the cath lab from the cath lab he was admitted.  Finding of 
normal coronary arteries.    However, he appeared to have developed a cardiomyopathy compared to a prior 
study.  He had a echo  on March 3.  . Appeared to have a  cardiomyopahty with estimated EF or ejection 
fraction of 40%. He had normal cardiac function three years earlier .    On March 3rd his EKG normalizec.  He 
was sent home on March 4

COVID19 VACCINE MODERNA 1124024-1 65+ years 1 day I lost vision in my right eye. The Doctor tested my eye and told me I had a eye stroke. He said he did not 
think it was related to the vaccine.

COVID19 VACCINE MODERNA 1124378-1 50-59 years 1 day

3/13: headache, fatigue, fever (Noon and continuing throughout the rest of the day; took Tylenol and 
Naproxen Sodium) 3/14: headache, fatigue, fever, nausea (upon waking in morning & continuing throughout 
the day) 3/15: headache, fatigue, low-grade fever, nausea (upon waking in morning & continuing throughout 
the day) 3/16: headache, fatigue, nausea (continued throughout the day) 3/17: headache, fatigue, stomach 
cramps (1:30 pm and continuing for remainder of afternoon and evening); nausea, vomiting, and diarrhea (3:00 
and continuing for remainder of afternoon and evening) 3/18: headache, fatigue, stomach cramps, nausea, 
bloody diarrhea  (2:00 am on) I went to ER at Noon on 3/18.

COVID19 VACCINE MODERNA 1124826-1 65+ years 1 day
Patient had a mini stroke (TIA) approximately 14 hours after the 1st Moderna COVID vaccine which is when 
the doctors put him on Plavix, the blood thinner and an aspirin.  The patient had a massive stroke with brain 
hemorrhage within 24 hours of the 2nd Moderna COVID vaccine  which resulted in his death.

COVID19 VACCINE MODERNA 1126882-1 65+ years 1 day
Patient's wife states that he reported a bad headache about 3 hours after vaccination, that had improved by 
the next morning. The afternoon of 1/27/21, within 24 hours of receiving the vaccine, patient suffered from a 
stroke.

COVID19 VACCINE MODERNA 1127548-1 65+ years 1 day

Painful R Deltoid x 2 days, followed by chills, fever, diarrhea evening of day 3.   Malaise day4.  Tight feeling 
(semi headache) from then on (probably related to Increased BP) culminating in BP of 202/102 and TIA day 10.  
Taken  to ED.  CT scan performed-no bleeding. Physicians assumed TIA caused heightened BP.  Not so.  BP 
decreasing graduallly, today, day 13 now around 135/80 (still elevated for me).  semi-H/A resoluved.

COVID19 VACCINE MODERNA 1127650-1 65+ years 1 day I had a full stroke the day after



COVID19 VACCINE MODERNA 1128233-1 65+ years 1 day

Approx onset 24 hrs after vaccination w/ weakness in legs and generalized malaise/myalgia, fell and 
diminished ability to ambulate -- > approx. 48 hrs after vacc was brought by EMS to ED for evaluation (2/19). 
Admitted to hospitalist service w/generalized weakness/ambulatory arrest, developed new onset urinary 
retention night of admission requiring straight cath intermittent. Increased weakness of leg, progressed to 
right arm/leg weakness > left leg weakness, so TELENEURO Consult initiated, hMRI w/o gado (2/21) checked, 
no CVA; recommendation for possible LP and EMG.  Progressed to apparent areflexia ; seen by NEURO consult 
onsite (2/23) -- > felt to toxic encephalopathy due to COVID vaccination, motor predominant and detrusor 
involvement.   Bladder atony resolved completely over approx. 3-4 days.  Leg strength recovered somewhat 
over 4-5 days, and patient was referred for SNF rehab discharge.  Developed low grade fever and pyuria on 
2/24, urine cx grew ecoli ; initially treated with empiric ceftriaxone.  Then patient developed left elbow and 
left knee pain/erythema/edema/tenderness (2/25) and was seen by ID in consultation.  Got vancomycin 
empiric, and had aspiration of left knee joint effusion, revealing no crystals, 500cells monocyte predominant 
consistent with pseudogout.  Vanco d/c'd; NSAIDs contraindicated for frail elder so patient was treated with  
prednisone short course.  Ceftriaxone iv transitioned to po Keflex for ecoli uti to complete 7d course.  Patient 
was discharged to SNF for rehab

COVID19 VACCINE MODERNA 1134255-1 65+ years 1 day stroke; affected right hand and right foot; woke up with affected sites; thought initially this was stiffness side 
effect of vaccine; however it did not improve over a couple of days then went to ER

COVID19 VACCINE MODERNA 1134524-1 65+ years 1 day Was made aware on 3-25-21 that the pt. had been admitted to the hospital for a Stroke . Informed Dr. of 
same.  Per pt. daughter pt. was admitted to Hospital on 3-24-21.

COVID19 VACCINE MODERNA 1135706-1 65+ years 1 day

Looks like a stroke; She became unresponsive; A spontaneous report was received from a consumer 
concerning a 80-year-old, female patient, who received Moderna's COVID-19 vaccine (mRNA-1273) and she 
became unresponsive and it  looked like a stroke.  The patient's medical history was not provided. 
Concomitant medications reported included carvedilol, acetyl salicylic acid and an occasional injection for 
hives. The last injection for hives was administered a week and a half ago.  On 10 Mar 2021 at 4pm, 
approximately one day prior to the onset of the events, the patient received their second of two planned 
doses of mRNA-1273 (Lot number: 027A21A) intramuscularly for prophylaxis of COVID-19 infection.   On 11 Mar 
2021, it was reported that the patient became unresponsive and she appeared to be having a stroke. The 
patient was taken to the emergency room where she underwent treatment.  No other details were provided.  
Treatment information were not provided.  The patient received both scheduled doses of mRNA-1273; 
therefore, action taken in response to the events was not applicable.   The outcome of events, became 
unresponsive and it looked like a stroke, was 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 1137757-1 65+ years 1 day Felt a bit dizzy and tired. These continued with inability to securely grasp things with my left hand until 
Saturday March 20th when I was taken to the ER.

COVID19 VACCINE MODERNA 1138531-1 65+ years 1 day Sent to ER on 3/25/21 for stroke-like symptoms. Found to have had a stroke with test results
COVID19 VACCINE MODERNA 1148549-1 50-59 years 1 day ischemic stroke of the L corona radiata with speech changes
COVID19 VACCINE MODERNA 1151664-1 65+ years 1 day L MCA stroke

COVID19 VACCINE MODERNA 1157885-1 50-59 years 1 day

Note: This VAERS report is associated with the patient self-reported VAERS # 348989 submitted 3/11/2021. I, 
as the Medical Director of Occupational Health at Hospital (patient's employer)submitting this VAERS on 
behalf of the patient since none of the other involved HCPs to her knowledge have submitted a VAERS.  On 
February 27,2021 about 36 hours after the vaccine administration, patient noted some speech difficulty, but 
no other symptoms were present at the time.  She went to sleep that night. She woke up the next morning 
February 28 at 6:30 am and noted slurred speech, lack of strength and coordination on her right arm and 
some asymmetry in her face.She was taken to the emergency room where a CT brain was performed and 
came back with no anomalies found.  She was transferred to the hospital where she lives. She was 
hospitalized Feb 28th - March 3rd during which time extensive diagnostic workup was done and she was 
discharged with a diagnosis of ischemic stroke.

COVID19 VACCINE MODERNA 1160368-1 65+ years 1 day Patient experienced right-sided weakness 24 hours after Moderna vaccine received.  He did not seek medical 
attention until 3/11/21, at which time he was hospitalized and diagnosed with a CVA.



COVID19 VACCINE MODERNA 1160809-1 65+ years 1 day Resident showed signs of a stroke at 8:30am on 4/1/2021; transferred to hospital;  4/1/21 12:22 pm resident 
admitted to hospital with symptoms of stroke; UTI; and elevated cardiac enzymes

COVID19 VACCINE MODERNA 1160885-1 50-59 years 1 day
Slurred speech at 3am on 20Jan2021. Emergency room doctor diagnosed TIA at 7am.  Discharged but 
symptoms returned at 10am. HCP transferred me to hospital for possible Stroke. I was admitted to the 
hospital on 1/20/2021 at 2pm. MRI indicated that I had a stroke.

COVID19 VACCINE MODERNA 1162030-1 65+ years 1 day

hard to understand when speaking; hiccups; sore throat; diagnosed with stroke; dizziness, dizziness continued 
to get worse, not spinning, but quickly moving from side to side; feeling cold; A spontaneous report was 
received from a consumer concerning a 76 year old male patient who received mRNA-1273 (Moderna COVID-
19 Vaccine) for COVID-19 vaccination and experienced a stroke (Cerebrovascular accident),, dizziness, dizziness 
continued to get worse, not spinning, but quickly moving from side to side/ Dizziness , hard to understand 
when speaking/ Speech disorder, hiccups, sore throat (Oropharyngeal pain) and feeling cold (Feeling cold).   
The patient's past medical history not provided. Concomitant product use was not provided by the reporter.   
On 06 Mar 2021, prior to the onset of the events, the patient received their first of two planned doses of 
mRNA-1273 (batch number: unknown) via intramuscularly in the left arm for prophylaxis of COVID-19 infection.   
On 07 Mar 2021, the patient experienced feeling cold which lasted for 48 hours. On 08 Mar 2021, the patient 
started experiencing dizziness, the dizziness continued to get worse until 13 Mar 2021 when it was described 
as not spinning, but quickly moving from side to side, and patient was taken to the emergency room. On 14 
Mar 2021, the patient was diagnosed with a stroke, was extremely hard to understand when speaking, had 
hiccups and sore throat. The patient had been in the hospital since 14 Mar 2021.    The action taken with 
mRNA-1273 in response to the events was unknown.  The outcome of feeling cold was recovered on 09 Mar 
2021. The outcome of stroke, hiccups and sore throat, hard to understand when speaking, dizziness was 
unknown at the time of this report.; Sender's Comments: Based on the current available information and 
temporal association between the use of the product and the start date of the events, a causal relationship 
cannot be excluded. Further information has been requested.

COVID19 VACCINE MODERNA 1164348-1 65+ years 1 day

Began having ever increasing visual /ocular migraines with very slight headache after first injection on 
February 1, 2021.  After second injection, March 1, 2021 began having very frequent visual migraines and 
light headaches and went to emergency room.  7 days later I had an occipital stroke and was hospitalized for 
several days.  I am slowly recovering.  Symptoms were only visual but quite severe for a short time.

COVID19 VACCINE MODERNA 1167790-1 65+ years 1 day

My father had an MCA stroke the day after his 2nd Moderna vaccination. He got his Moderna shot on 
Tuesday afternoon and on Wednesday morning he had a stroke with paralysis on left side of his body. He was 
taken to the ER and admitted to Hospital. We were told he had an MCA stroke. He is still in the hospital as of 
today.

COVID19 VACCINE MODERNA 1169002-1 Unknown 1 day

blood clot in brain/ stroke; A spontaneous report  was received from a consumer concerning an 75-year-old, 
male patient who was hospitalized due to Blood clot in brain and stroke.  The patient's medical history was 
not provided. No relevant concomitant medications were reported.    On 11 Mar 2021, prior to the onset of 
the events, the patient received their first of two planned doses of mRNA-1273 Batch no: 027A21A for 
prophylaxis of COVID-19 infection.  On 12 Mar 2021, It was reported that the patient experienced  Blood clot 
in brain and stroke and the patient was hospitalized for three days, from Friday 12 Mar 2021 to Sunday 14 
Mar 2021. Treatment information was not provided.  Action taken with mRNA-1273 in response to the events 
was not reported.   The outcome of the event(s) Blood clot in brain and stroke was considered to be resolved.; 
Reporter's Comments: This is a case of cerebrovascular accident in a 75-year-old male patient with no medical 
hx provided who was hospitalized after experiencing blood clots in the brain and stroke after receiving first 
dose of vaccine. Very limited information has been provided at this time. Further information is expected

COVID19 VACCINE MODERNA 1169877-1 65+ years 1 day 30 hours later , profound sensorineural hearing loss in right ear.  Treated by steroid, hearing returned in one 
week .  Black tarry stools  INR increased from 2 to 12 ER visit , admitted to hospital on March 23.  TIAs

COVID19 VACCINE MODERNA 1170108-1 65+ years 1 day
The patient had an ischemic stroke (confirmed by MRI) on Friday, 4/2, approximately 24 hours after the 2nd 
dose of the Moderna vaccine given on 4/1.  The symptoms of the stroke began in the evening on 4/2 and 
consisted of left face, arm, and leg weakness.

COVID19 VACCINE MODERNA 1170851-1 65+ years 1 day suffered a Stroke within 24 hours of 1st dosage received



COVID19 VACCINE MODERNA 1171203-1 65+ years 1 day PATIENT HOSPITALIZED THE FOLLOWING DAY WITH RIGHT CVA

COVID19 VACCINE MODERNA 1173030-1 65+ years 1 day

Fever of 101 night of immunization, which subsided by next morning.  For the 2 days following vaccination, he 
complained of severe headache, nausea, with episodes of vomiting, dizziness with unsteady gait. On the 3rd 
day following vaccination, he was taken to Urgent Care and transferred to hospital with resulting Dax of 
Cerebellar CVA.   The cause was not determined during hospitalization, though a narrowed artery of the 
cerebrum was noted on MRI

COVID19 VACCINE MODERNA 1173053-1 50-59 years 1 day Patient states that he woke up the next day extremely fatigued. About 3pm, he could not move his arm/right 
hand and had trouble walking. He called his doctor's office who told him to call 911. At the hospital, he was 
given emergency medication for a blood clot. He states the ER told him his stoke was from the covid vaccine.

COVID19 VACCINE MODERNA 1175726-1 65+ years 1 day Speech difficulty, Mental fogginess on 4/2. Presented to hospital on 4/4. Diagnosed with Left ACA stroke on 
MRI on 4/6.

COVID19 VACCINE MODERNA 1176079-1 65+ years 1 day

The evening after vaccine she had trouble speaking and fatigue 3/2020.  She went to lay down and outx 24 
hours, on 3/21 friends were not able to wake her and went to the hospital where she was admitted.  Had BP 
at the time of 220/100s.  She was treated for PRES with seizure  started on Keppra.  She was discharged from 
the hospital 3/27

COVID19 VACCINE MODERNA 1179009-1 65+ years 1 day Blood clot (brain)/ stroke
COVID19 VACCINE MODERNA 1183404-1 65+ years 1 day 1. Acute/subacute ischimec CVA involving right basal ganglia 2. Hyperlipidemia 3.HTM

COVID19 VACCINE MODERNA 1188859-1 65+ years 1 day

stroke; light headed; This spontaneous case was reported by a consumer (subsequently medically confirmed) 
and describes the occurrence of CEREBROVASCULAR ACCIDENT (stroke) in a 66-year-old female patient who 
received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 048A21A) for COVID-19 vaccination. The 
occurrence of additional non-serious events is detailed below.     The patient's past medical history included 
CML (CML Leukemia though she's in remission now) in 1999 and Surgery (Open eye surgery (2 & half year 
ago)). Concurrent medical conditions included Prediabetes, Blood pressure (Taking medication for blood 
pressure) and Renal disorder NOS (Taking medication for her kidneys). Concomitant products included 
METOPROLOL for BP, ATORVASTATIN for Cholesterol, ACETYLSALICYLIC ACID (ASPIRIN (E.C.)).    On 19-Mar-
2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage 
form. On 20-Mar-2021, the patient experienced CEREBROVASCULAR ACCIDENT (stroke) (seriousness criteria 
hospitalization and life threatening). On 05-Apr-2021, the patient experienced DIZZINESS (light headed). The 
patient was hospitalized from 20-Mar-2021 to 23-Mar-2021 due to CEREBROVASCULAR ACCIDENT. At the time 
of the report, CEREBROVASCULAR ACCIDENT (stroke) had resolved and DIZZINESS (light headed) outcome was 
unknown. Not Provided      The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 
was unknown.       Treatment of these events were not provided.  Based on the current available information 
and temporal association between the use of the product and the start date of the events, a causal 
relationship cannot be excluded. However,  patient's past medical history of CML, hypertension, 
Hyperlipidemia may contribute to this event. Further information is requested.; Sender's Comments: Based on 
the current available information and temporal association between the use of the product and the start date 
of the events, a causal relationship cannot be excluded. However,  patient's past medical history of CML, 
hypertension, Hyperlipidemia may contribute to this event. Further information is requested.

COVID19 VACCINE MODERNA 1192740-1 65+ years 1 day Severe tinnitus which worsened with the second dose and then was followed by a stroke
COVID19 VACCINE MODERNA 1193531-1 65+ years 1 day mild stroke:  dizzy, numbness of lips and right hand.   ER visit.

COVID19 VACCINE MODERNA 1194875-1 65+ years 1 day TIA           cardiomyopathy, EF less tha 20%   new diagnosis   I DO NOT KNOW WHICH BRAND COVID VACCINE 
SHE RECEIVED ++++++++++     no other option above but to pick one,

COVID19 VACCINE MODERNA 1198032-1 65+ years 1 day
Patient has had L leg blood clot and multiple mental co-morbity-Anemia, hypertension, heart disease, 
hypokalemia, liver enzyme off per MD, poor nutrition, tremors, hypothyrodism, COPD, small vessel disease of 
the brain



COVID19 VACCINE MODERNA 1203408-1 60-64 years 1 day

On the day after the vaccine, 4/8/21 I woke up and felt heaviness in both legs as I walked around my 
home.That lasted for 2 days. on Saturday 4/10/21 those symptoms diminished slightly and I felt sleepy all day 
long. On Sunday 4/11/21 I woke up with numbness and heaviness  on the entire left half of my body and was 
unable to walk properly.  That evening I went to the Emergency Department. After review of CT and MR, I 
was diagnosed with having a stroke. I remained there for about 18 hours . My symptions decreased to 
tingling , so Iwas discharged, no treatment received. As of today, my sympttions are reduced almost amost 
50% and i am able to walk with a walker..

COVID19 VACCINE MODERNA 1203713-1 65+ years 1 day

Patient presented to ER on 03/03/2021 with right arm numbness and weakness. He was initially evaluated for 
stroke. On CT of neck, an aortic dissection was partially visualized. A CT of his chest was done and aortic 
dissection was diagnosed. He was transferred to IMC for surgery. At surgery, it was discovered that the 
dissection had been chronic. He struggled during recovery and was eventually discharged to a SNF. 
Unfortunately, he developed a stroke in the SNF and was brought back to the ER on 03/17/2021. His 
prognosis is poor and on 03/22/2021 he was discharged home on hospice.

COVID19 VACCINE MODERNA 1208119-1 30-39 years 1 day

I began to have a fever with chills and very severe body aches that lasted 3 days after the shot and 
developed the day after the shot was administered. In addition, I developed a rash on my arm and was 
bedridden. I took a small walk that day and proceeded to swell up on the left side of my body but it subsided 
within a few hours. The next day, I suffered a stroke due to blot clotting and the clot flowing to my brain. I 
had to go to the hospital and was there for a few days.

COVID19 VACCINE MODERNA 1210336-1 60-64 years 1 day Stroke
COVID19 VACCINE MODERNA 1212251-1 65+ years 1 day Fall and stroke

COVID19 VACCINE MODERNA 1213043-1 50-59 years 1 day
within 1-2 days of vaccine, he developed confusion/dizziness/myalgia/weakness. He also had intractable 
headache which had been persistent for the past month. Patient underwent outpatient MRI 4/14 and was 
found to have new subacute right MCA ischemic infarction with hemorrhagic conversion. Patient continues to 
be apraxic with continued cognitive effects. He has recovered from the transient weakness and dizziness.

COVID19 VACCINE MODERNA 1215349-1 65+ years 1 day Stroke resulting from Blood Clot . Hospitalized at Hospital for three days.
COVID19 VACCINE MODERNA 1218716-1 40-49 years 1 day right facial numbness and swelling



COVID19 VACCINE MODERNA 1221095-1 50-59 years 1 day

possible stroke; small clot that went through and resolved on its own; Loss use of left leg/couldn't use her leg; 
tingling in left arm; This spontaneous case was reported by a consumer and describes the occurrence of 
CEREBROVASCULAR ACCIDENT (possible stroke), THROMBOSIS (small clot that went through and resolved on 
its own), MONOPLEGIA (Loss use of left leg/couldn't use her leg) and PARAESTHESIA (tingling in left arm) in a 
55-year-old female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 046A21A) for 
COVID-19 vaccination.     The patient's past medical history included Familial hypercholesterolemia, Peripheral 
arterial disease and Stent placement (has stents in her iliac ery). Concomitant products included 
ATORVASTATIN CALCIUM (ATORVASTATIN [ATORVASTATIN CALCIUM]), ACETYLSALICYLIC ACID (BABY ASPIRIN) 
and SERTRALINE for an unknown indication.    On 26-Mar-2021, the patient received first dose of mRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 27-Mar-2021, the patient experienced 
CEREBROVASCULAR ACCIDENT (possible stroke) (seriousness criterion hospitalization), THROMBOSIS (small clot 
that went through and resolved on its own) (seriousness criterion hospitalization), MONOPLEGIA (Loss use of 
left leg/couldn't use her leg) (seriousness criterion hospitalization) and PARAESTHESIA (tingling in left arm) 
(seriousness criterion hospitalization). The patient was hospitalized from 27-Mar-2021 to 28-Mar-2021 due to 
CEREBROVASCULAR ACCIDENT, MONOPLEGIA, PARAESTHESIA and THROMBOSIS. At the time of the report, 
CEREBROVASCULAR ACCIDENT (possible stroke), THROMBOSIS (small clot that went through and resolved on 
its own), MONOPLEGIA (Loss use of left leg/couldn't use her leg) and PARAESTHESIA (tingling in left arm) 
outcome was unknown.      DIAGNOSTIC RESULTS (normal ranges are provided in parenthesis if available): In 
March 2021, Computerised tomogram: Inconclusive. In March 2021, Magnetic resonance imaging: Inconclusive.   
The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown.  No treatment 
information was provided.   Patient reports an MRI and CT scan was done, and she was informed that they 
suspected she had a small cot that went through and resolved on its own.  Company Comment: Based on the 
temporal association between the use of the product and the start date of the events, a causal relationship 
cannot be excluded. However patient's hx of familial hypercholesterolemia, peripheral arterial disease and 
stent placement are confounding factors that may play a possible contributory role.

COVID19 VACCINE MODERNA 1221170-1 60-64 years 1 day

stroke; couldn't walk; Breathing was shower; eye sight was been worse; bad headaches; This spontaneous 
case was reported by a consumer (subsequently medically confirmed) and describes the occurrence of 
CEREBROVASCULAR ACCIDENT (stroke) in a 60-year-old male patient who received mRNA-1273 (Moderna 
COVID-19 Vaccine) (batch no. 245A21A) for COVID-19 vaccination. The occurrence of additional non-serious 
events is detailed below.    Co-suspect product included non-company product AMLODIPINE for an unknown 
indication.    The patient's past medical history included No adverse event (No medical history reported. ).   On 
24-Mar-2021, the patient received second dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 
dosage form. On an unknown date, the patient started AMLODIPINE (unknown route) at an unspecified dose. 
On 25-Mar-2021, the patient experienced CEREBROVASCULAR ACCIDENT (stroke) (seriousness criterion 
medically significant), GAIT DISTURBANCE (couldn't walk), RESPIRATORY RATE DECREASED (Breathing was 
shower), VISUAL IMPAIRMENT (eye sight was been worse) and HEADACHE (bad headaches). At the time of the 
report, CEREBROVASCULAR ACCIDENT (stroke), GAIT DISTURBANCE (couldn't walk), RESPIRATORY RATE 
DECREASED (Breathing was shower), VISUAL IMPAIRMENT (eye sight was been worse) and HEADACHE (bad 
headaches) had not resolved. Not Provided          Treatment for the event included clonidine, aspirin (81mg) to 
try to thin the blood, losartan, atorvastatin and cyclobenzaprine.  Action taken with mRNA-1273 in response 
to the event was not applicable.  Based on the current available information and temporal association 
between the use of the product and the start date of the events, a causal relationship cannot be excluded.; 
Sender's Comments: Based on the current available information and temporal association between the use of 
the product and the start date of the events, a causal relationship cannot be excluded.



COVID19 VACCINE MODERNA 1245367-1 50-59 years 1 day

TIA; Lips numb; Face numb; Eyes spinning; Right eye winking; Feeling Cloudy vision; Dizziness; CHILLS; This 
spontaneous case was reported by a consumer (subsequently medically confirmed) and describes the 
occurrence of TRANSIENT ISCHAEMIC ATTACK (TIA), HYPOAESTHESIA ORAL (Lips numb), HYPOAESTHESIA (Face 
numb), EYE MOVEMENT DISORDER (Eyes spinning), EXCESSIVE EYE BLINKING (Right eye winking), VISION 
BLURRED (Feeling Cloudy vision) and DIZZINESS (Dizziness) in a 52-year-old male patient who received mRNA-
1273 (Moderna COVID-19 Vaccine) (batch no. 023M20A) for COVID-19 vaccination. The occurrence of additional 
non-serious events is detailed below.     The patient's past medical history included No adverse event (No 
reported medical history).   On 11-Mar-2021, the patient received first dose of mRNA-1273 (Moderna COVID-
19 Vaccine) (unknown route) 1 dosage form. On 10-Apr-2021, received second dose of mRNA-1273 (Moderna 
COVID-19 Vaccine) (unknown route) dosage was changed to 1 dosage form. On 12-Mar-2021, the patient 
experienced CHILLS (CHILLS). On 19-Mar-2021, the patient experienced TRANSIENT ISCHAEMIC ATTACK (TIA) 
(seriousness criterion hospitalization), HYPOAESTHESIA ORAL (Lips numb) (seriousness criterion 
hospitalization), HYPOAESTHESIA (Face numb) (seriousness criterion hospitalization), EYE MOVEMENT 
DISORDER (Eyes spinning) (seriousness criterion hospitalization), EXCESSIVE EYE BLINKING (Right eye winking) 
(seriousness criterion hospitalization), VISION BLURRED (Feeling Cloudy vision) (seriousness criterion 
hospitalization) and DIZZINESS (Dizziness) (seriousness criterion hospitalization). The patient was hospitalized 
from 19-Mar-2021 to 21-Mar-2021 due to DIZZINESS, EXCESSIVE EYE BLINKING, EYE MOVEMENT DISORDER, 
HYPOAESTHESIA, HYPOAESTHESIA ORAL, TRANSIENT ISCHAEMIC ATTACK and VISION BLURRED. On 21-Mar-
2021, TRANSIENT ISCHAEMIC ATTACK (TIA), HYPOAESTHESIA ORAL (Lips numb), HYPOAESTHESIA (Face numb), 
EYE MOVEMENT DISORDER (Eyes spinning), EXCESSIVE EYE BLINKING (Right eye winking), VISION BLURRED 
(Feeling Cloudy vision) and DIZZINESS (Dizziness) had resolved. At the time of the report, CHILLS (CHILLS) had 
resolved.            CT scan of the head was done and MRI. Patient said he was discharged on Sunday, March-
21st. He said his symptoms were gone after that and he was given baby aspirin.  The action taken of all the 
events with the suspect drug Moderna COVID-19 Vaccine was not applicable. The causality of all events was 
not provided.; Sender's Comments: Based on the current available information and temporal association 
between the use of the product and the start date of the event, a causal relationship cannot be excluded. 
However, patient's medical history and concomitant medications are necessary for assessment. Further 
information has been requested.



COVID19 VACCINE MODERNA 1245371-1 65+ years 1 day

irritated her heart condition; Clot blood; weakness in legs, couldnt walk with legs; Coma; couldn't breathe; 
stroke/massive stroke in left side of her brain; Irritated her heart condition, rapid heart beat; Headache; 
Tiredness; This spontaneous case was reported by a consumer and describes the occurrence of 
CEREBROVASCULAR ACCIDENT (stroke/massive stroke in left side of her brain), CARDIAC DISORDER (irritated 
her heart condition), DYSPNOEA (couldn't breathe), THROMBOSIS (Clot blood), COMA (Coma) and MUSCULAR 
WEAKNESS (weakness in legs, couldnt walk with legs) in a 95-year-old female patient who received mRNA-
1273 (Moderna COVID-19 Vaccine) for Covid-19 Vaccination. The occurrence of additional non-serious events is 
detailed below.     Concurrent medical conditions included Heart disease, unspecified, Hypertension and AFib. 
Concomitant products included APIXABAN (ELIQUIS) for Anticoagulant therapy, SACUBITRIL VALSARTAN 
SODIUM HYDRATE (ENTRESTO) for Hypertension, METOPROLOL for an unknown indication.    On 10-Mar-2021, 
the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 
11-Mar-2021, the patient experienced HEADACHE (Headache) and FATIGUE (Tiredness). On 12-Mar-2021, the 
patient experienced MUSCULAR WEAKNESS (weakness in legs, couldnt walk with legs) (seriousness criterion 
hospitalization). On 13-Mar-2021, the patient experienced CARDIAC DISORDER (irritated her heart condition) 
(seriousness criterion hospitalization), THROMBOSIS (Clot blood) (seriousness criterion hospitalization) and 
HEART RATE INCREASED (Irritated her heart condition, rapid heart beat). On 15-Mar-2021, the patient 
experienced CEREBROVASCULAR ACCIDENT (stroke/massive stroke in left side of her brain) (seriousness 
criteria death and medically significant). On 16-Mar-2021, the patient experienced DYSPNOEA (couldn't 
breathe) (seriousness criterion hospitalization prolonged) and COMA (Coma) (seriousness criterion 
hospitalization prolonged). The patient was hospitalized on 13-Mar-2021 due to CARDIAC DISORDER, COMA, 
DYSPNOEA, MUSCULAR WEAKNESS and THROMBOSIS. The patient died on 17-Mar-2021. The reported cause 
of death was massive stroke in left side of her brain. It is unknown if an autopsy was performed. At the time 
of death, CARDIAC DISORDER (irritated her heart condition), DYSPNOEA (couldn't breathe), THROMBOSIS (Clot 
blood), COMA (Coma), MUSCULAR WEAKNESS (weakness in legs, couldnt walk with legs), HEART RATE 
INCREASED (Irritated her heart condition, rapid heart beat), HEADACHE (Headache) and FATIGUE (Tiredness) 
outcome was unknown.            Action taken with mRNA-1273 in response to the events was not Applicable.  
This case concerns an 95 year old female patient, with medical history of  A Fib, Heart disease, Hypertension 
who experienced a serious unexpected event of Death 8 days after receiving 1st dose of mRNA- 1273 . Very 
limited information regarding these events has been provided at this time.  However, the patient's advance 
age, multiple co-morbidities,  may remain as risk factors. Further information is requested.   This case was 
linked to MOD-2021-074814 (Patient Link).; Sender's Comments: This case concerns an 95 year old female 
patient, with medical history of  A Fib, Heart disease, Hypertension who experienced a serious unexpected 
event of Death 8 days after receiving 1st dose of mRNA- 1273 . Very limited information regarding these 
events has been provided at this time.  However, the patient's advance age, multiple co-morbidities,  may 
remain as risk factors. Further information is requested.; Reported Cause(s) of Death: massive stroke in left 



COVID19 VACCINE MODERNA 1261496-1 65+ years 1 day

possibility of having a stroke; severe neurological symptoms; difficulty with her speech (can think of the word, 
but could not get it out); she had gait problems; Missed dose; This spontaneous case was reported by a 
consumer and describes the occurrence of CEREBROVASCULAR ACCIDENT (possibility of having a stroke), 
NEUROLOGICAL SYMPTOM (severe neurological symptoms), SPEECH DISORDER (difficulty with her speech (can 
think of the word, but could not get it out)) and GAIT DISTURBANCE (she had gait problems) in a 75-year-old 
female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 030M20A) for COVID-19 
vaccination. The occurrence of additional non-serious events is detailed below.     Concomitant products 
included AMLODIPINE, MORPHINE SULFATE, AMITRIPTYLINE, METFORMIN, GABAPENTIN, LOSARTAN, 
CLOPIDOGREL, PANTOPRAZOLE, RISPERIDONE, DAILYVIT WOMEN 50+, INSULIN HUMAN INJECTION, ISOPHANE 
(NOVOLIN N) and INSULIN ASPART for an unknown indication.    On 20-Feb-2021, the patient received first 
dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 21-Feb-2021, the patient 
experienced CEREBROVASCULAR ACCIDENT (possibility of having a stroke) (seriousness criterion 
hospitalization), NEUROLOGICAL SYMPTOM (severe neurological symptoms) (seriousness criterion 
hospitalization), SPEECH DISORDER (difficulty with her speech (can think of the word, but could not get it out)) 
(seriousness criterion hospitalization) and GAIT DISTURBANCE (she had gait problems) (seriousness criterion 
hospitalization). On an unknown date, the patient experienced PRODUCT DOSE OMISSION ISSUE (Missed dose 
). The patient was hospitalized on 21-Feb-2021 due to CEREBROVASCULAR ACCIDENT, GAIT DISTURBANCE, 
NEUROLOGICAL SYMPTOM and SPEECH DISORDER. On 10-Mar-2021, CEREBROVASCULAR ACCIDENT (possibility 
of having a stroke), NEUROLOGICAL SYMPTOM (severe neurological symptoms), SPEECH DISORDER (difficulty 
with her speech (can think of the word, but could not get it out)) and GAIT DISTURBANCE (she had gait 
problems) had resolved. At the time of the report, PRODUCT DOSE OMISSION ISSUE (Missed dose ) had 
resolved.        The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown.       
Treatment information was not provided.  Company comment:Based on the information provided which 
includes a temporal association between the use of mRNA-1273 vaccine and onset of the reported events, a 
causal relationship cannot be excluded. Further information has been requested.; Sender's Comments: Based 
on the information provided which includes a temporal association between the use of mRNA-1273 vaccine 
and onset of the reported events, a causal relationship cannot be excluded. Further information has been 
requested.

COVID19 VACCINE MODERNA 1290769-1 30-39 years 1 day

possible central retinal vein ablasion; left eye vision was only like 5% of his vision; severe headache; This 
spontaneous case was reported by a consumer (subsequently medically confirmed) and describes the 
occurrence of RETINAL VEIN OCCLUSION (possible central retinal vein ablasion) and VISUAL IMPAIRMENT (left 
eye vision was only like 5% of his vision) in a 39-year-old male patient who received mRNA-1273 (Moderna 
COVID-19 Vaccine) (batch no. 042B21A) for COVID-19 vaccination. The occurrence of additional non-serious 
events is detailed below.     No Medical History information was reported.    On 16-Apr-2021, the patient 
received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 17-Apr-2021, 
the patient experienced HEADACHE (severe headache). On an unknown date, the patient experienced RETINAL 
VEIN OCCLUSION (possible central retinal vein ablasion) (seriousness criteria hospitalization and medically 
significant) and VISUAL IMPAIRMENT (left eye vision was only like 5% of his vision) (seriousness criterion 
hospitalization). At the time of the report, RETINAL VEIN OCCLUSION (possible central retinal vein ablasion) 
and VISUAL IMPAIRMENT (left eye vision was only like 5% of his vision) had not resolved and HEADACHE 
(severe headache) was resolving.        The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) 
(Intramuscular) was unknown.   For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did 
not provide any causality assessments.   No Relevant concomitant medications was reported.  Treatment 
information was not provided.  Company Comment: Based on the current available information and temporal 
association between the use of the product and the start date of the events, a causal relationship cannot be 
excluded.; Sender's Comments: Based on the current available information and temporal association between 
the use of the product and the start date of the events, a causal relationship cannot be excluded.



COVID19 VACCINE MODERNA 1294072-1 50-59 years 1 day

Slurring her speech; ""I could not open my eyes and look at a screen""; Periorbital edema; Could not think 
clearly; Thought she was having a stroke; Could not focus on a computer screen, tv, phone, or read; 
Headache/Whole entire head hurt; Vomiting; Diarrhea; Miserable; Eyes were swollen all around her eyes; 
Migraine/ chain of migraines/ migraine pain; This spontaneous case was reported by a health care 
professional (subsequently medically confirmed) and describes the occurrence of MENTAL IMPAIRMENT (Could 
not think clearly) and CEREBROVASCULAR ACCIDENT (Thought she was having a stroke) in a 55-year-old 
female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 026l20a) for COVID-19 
vaccination. The occurrence of additional non-serious events is detailed below.     Concurrent medical 
conditions included Migraine (History of migraines). Concomitant products included ELETRIPTAN 
HYDROBROMIDE (RELPAX) and NAPROXEN SODIUM (ALEVE) for Migraine.    On 30-Dec-2020, the patient 
received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1 dosage form. On 31-Dec-
2020, the patient experienced MIGRAINE (Migraine/ chain of migraines/ migraine pain). On 07-Jan-2021, the 
patient experienced DIARRHOEA (Diarrhea), FEELING ABNORMAL (Miserable) and VOMITING (Vomiting). In 
January 2021, the patient experienced EYE SWELLING (Eyes were swollen all around her eyes). On an 
unknown date, the patient experienced MENTAL IMPAIRMENT (Could not think clearly) (seriousness criterion 
medically significant), CEREBROVASCULAR ACCIDENT (Thought she was having a stroke) (seriousness criterion 
intervention required), DYSARTHRIA (Slurring her speech), PHOTOPHOBIA (""I could not open my eyes and look 
at a screen""), PERIORBITAL OEDEMA (Periorbital edema), DISTURBANCE IN ATTENTION (Could not focus on a 
computer screen, tv, phone, or read) and HEADACHE (Headache/Whole entire head hurt). At the time of the 
report, MENTAL IMPAIRMENT (Could not think clearly), CEREBROVASCULAR ACCIDENT (Thought she was 
having a stroke), MIGRAINE (Migraine/ chain of migraines/ migraine pain), DYSARTHRIA (Slurring her speech), 
PHOTOPHOBIA (""I could not open my eyes and look at a screen""), PERIORBITAL OEDEMA (Periorbital edema), 
DIARRHOEA (Diarrhea), FEELING ABNORMAL (Miserable), EYE SWELLING (Eyes were swollen all around her 
eyes), DISTURBANCE IN ATTENTION (Could not focus on a computer screen, tv, phone, or read), VOMITING 
(Vomiting) and HEADACHE (Headache/Whole entire head hurt) had resolved.      DIAGNOSTIC RESULTS (normal 
ranges are provided in parenthesis if available): In January 2021, Magnetic resonance imaging: indicates 
bright spot which could be migraine (abnormal) Bright spot which could be migraine. In January 2021, SARS-
CoV-2 test: Negative.     mRNA-1273 (Moderna COVID-19 Vaccine) (Unknown) was withdrawn on an unknown 
date.   For mRNA-1273 (Moderna COVID-19 Vaccine) (Unknown), the reporter did not provide any causality 
assessments.   Treatment information mentioned while in ER had infusions of pain medications and ketorolac, 
steroids, and antihistamines. Would also ice head for pain relief.   Most recent FOLLOW-UP information 
incorporated above includes: On 14-Apr-2021: Additional events, Medical history, event outcome and action 
taken updated; Sender's Comments: Based on the current available information and temporal association 
between the use of the product and the start date of the events, a causal relationship cannot be excluded, 
noting the medical history of migraines in the patient as a confounder.""

COVID19 VACCINE PFIZER\BIONTECH 0903638-1 60-64 years 1 day

Patient is a very pleasant 62 year old gentleman with a history of HTN, hyperlipidemia who presented with 
left facial numbness and left UE numbness. He states that it is worse medially on his arm. Present in upper and 
lower face. He states it started around 730 am this morning. He also notes intermittent ""foggy"" sensation 
since Monday associated with some blurred vision that comes and goes. Denies focal weakness, unsteady gait, 
difficulty with speech and swallow. He denies f/c, cp, sob, rash, pruritis, n/v/d, edema. He did receive the 
Pfizer COVID vaccine yesterday""

COVID19 VACCINE PFIZER\BIONTECH 0932623-1 65+ years 1 day Acute ischemic stroke, basilar occlusion



COVID19 VACCINE PFIZER\BIONTECH 0936066-1 60-64 years 1 day

Pfizer-BioNTech COVID-19 Vaccine EUA: Soon after receiving vaccination patient became tired and experienced 
a headache. The next day at 2:15pm the patient reported a temperature of 99.0 degrees Fahrenheit, not 
being as tired, but starting at 9:30 am that morning experiencing ""tongue being tied"" and having difficulty 
communicating described as ""know what they want to say but it... doesn't come out"" that lasted three 
hours. The patient denied problems walking or being confused. The patient was immediately referred to the 
emergency department for evaluation. Upon arrival to the emergency department patient had clear speech 
speaking in complete sentences and ambulating independently with a steady gait. Physical and neurological 
exams both normal: no aphasia and no focal neurological deficits, normal strength and sensation throughout. 
Initial vital signs within normal ranges except blood pressure 149/88 mmHg. Patient remained asymptomatic 
and stable throughout emergency department stay. Repeat vital signs were within normal ranges and patient 
was discharged to home with a diagnosis of transient ischemic attack. On follow-up visit with primary care 
physician four days after vaccination patient reports feeling much better and no new symptoms reported.""

COVID19 VACCINE PFIZER\BIONTECH 0944857-1 65+ years 1 day

Patient presented herself to LPN slurring words and 'not herself'. Upon evaluation, patient denied drinking 
alcohol, knew she was not able to speak correctly and visibly frustrated .  With great difficulty she was able 
to communicate that she had a headache and was slightly dizzy.  Failed FAST and does have a history of CVAs.  
EMS called and patient was taken to ER where they admitted her for observation post Stroke.    Per the hosp 
nurse, patient received tPA treatment and will be moved to step-down unit when a bed is available.

COVID19 VACCINE PFIZER\BIONTECH 0949555-1 65+ years 1 day

Received Pfizer vaccine, first dose on Wed. 01/13/21 between 12 and 1 P.M.  Thurs. 01/14/21  in the afternoon 
he began to note that he had  difficultly walking.  Went to bed when he woke up at  5:48 A.M.  he  reported 
he had ataxia.  Patient reported having to walk in tiny steps to stay upright.  He went to the emergency 
room.  Had CT scan  of head and found blood clots.  MRI performed.  Stroke found in right PCA territory, but no 
loss in strength in left lower extremity.  Sensation and vision intact.  Strength in all four extremities is 5 out of 
5.

COVID19 VACCINE PFIZER\BIONTECH 0952374-1 50-59 years 1 day acute loss of vision-stroke like symptoms

COVID19 VACCINE PFIZER\BIONTECH 0960006-1 65+ years 1 day Slurred speech started morning of 1/8 and patient went to ED after dialysis appointment. Admitted for TIA 
(transient ischemic attack). Discharged home on 1/10 with follow up appts with Neurology.

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 0970618-1 65+ years 1 day SON SAID PATIENT WAS FOUND UNRESPONSIVE AND CALLED 911
COVID19 VACCINE PFIZER\BIONTECH 0976011-1 65+ years 1 day Began experiencing left sided weakness, Evaluated in ER, Medivac'd to other facility for stroke

COVID19 VACCINE PFIZER\BIONTECH 0978870-1 40-49 years 1 day

Heart event stopped him from breathing; stroke; lack of air; This is a spontaneous report from a contactable 
consumer, the patient.  A 40-year-old male patient received the first dose of BNT162B2 (PFIZER-BIONTECH 
COVID-19 mRNA VACCINE; Lot Number: EL3249), via an unspecified route of administration in the left arm on 
13Jan2021 (at the age of 40-years-old) as a single dose for COVID-19 immunization.  Medical history included 
nut allergy from an unknown date and unknown if ongoing.  Prior to the vaccination, the patient was not 
diagnosed with COVID-19.  Concomitant medications included zolpidem tartrate (AMBIEN) and doxepin 
(MANUFACTURER UNKNOWN).  The patient did not receive any other vaccines within four weeks prior to the 
vaccination. On 14Jan2021 at 13:00, the patient experienced heart event that stopped him from breathing 
and the lack of air caused a stroke; all reported as life-threatening.  On 14Jan2021, the patient underwent lab 
tests and procedures which included COVID-19 test which was negative.  The patient was treated for the 
events which included being put on a ventilator and sedation.  The clinical outcomes of the heart event 
stopped him from breathing, lack of air, and stroke, were not recovered.



COVID19 VACCINE PFIZER\BIONTECH 0979257-1 65+ years 1 day
Notified by a secondary source the following information. Patient was admitted to the hospital for a stroke. 
The hospital discovered the patient had a stroke a week prior to vaccination. Patient pace maker had been 
faulty and patient INR may have been lower than therapeutic.  Unable to speak directly to patient at this 
time to confirm these events.  Actual progression unknown. Understood patient is improving.

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 0987737-1 65+ years 1 day

On 1-23-21, less than 24 hours after the vaccine was administered, the person developed facial numbness, 
slurred speech, memory difficulty. BP: 200/100. This occurred again on day 3. Hospitalized a total of 6 days. 
Discharged home on 1-29-21. Diagnosis: TIA,  possible seizures. No history of either. Positive history for 
controlled hypertension.

COVID19 VACCINE PFIZER\BIONTECH 0988533-1 65+ years 1 day

Resident per her usual health when dietary staff were into apartment at 0730 with her breakfast. Resident 
conversing, appropriate, with no focal deficits with ADL. Resident baseline with mild confusion, generalized 
weakness, using a 4 wheeled walker when ambulating. Med care manager into room at 0830 with am 
medications. Resident was lying partially on her bed, non responsive.  EMS was called immediately and 
resident was transported to Hospital ER. Wellness nurse was notified later that resident was admitted for 
rule out CVA.

COVID19 VACCINE PFIZER\BIONTECH 0989918-1 65+ years 1 day Stroke

COVID19 VACCINE PFIZER\BIONTECH 0989988-1 50-59 years 1 day
Diagnosed day after 2nd shot with opthalmic artery thrombus causing vision loss/change in left eye.  I did get 
shot series on 12/22/2020 #1 and 1/10/2021 and was diagnosed with Covid-19 on 12/13/2020.  My internist 
MD did not feel the vaccine caused the thrombus /Stroke but I wanted to report it as it was associated with 
the vaccine administration (symptoms of vision loss within 24 hours of the vaccine #2 administration).

COVID19 VACCINE PFIZER\BIONTECH 0993001-1 65+ years 1 day
Facial muscle tingling which quickly turned to  numbness occurred at 5 Pm 1/29/21 Tingling started in lips and 
then moved up the left side of face to forehead and including part of left ear. Numbness followed Symptoms 
lasted about 3 hours.

COVID19 VACCINE PFIZER\BIONTECH 0994515-1 65+ years 1 day Acute on chronic respiratory failure with hypoxemia; Acute urinary retention; Arterial leg ulcer; Cardiac 
rhythm disorder or disturbance or change; Chest discomfort; Chest pain; SOB (shortness of breath)

COVID19 VACCINE PFIZER\BIONTECH 0994698-1 65+ years 1 day Embolic stroke involving left middle cerebral artery; Impaired mobility and ADLs; Stroke
COVID19 VACCINE PFIZER\BIONTECH 0995168-1 65+ years 1 day Aphasia CVA Rhythm IRRegulaR (CardovasculaR) ElEvated Troponin
COVID19 VACCINE PFIZER\BIONTECH 0997584-1 65+ years 1 day STROKE, ABDOMINAL ANEURYSM, FATIGUE, VOMITING, FALL, HEADACHE, BODY ACHE



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 ate bon bons, he was very active. 



COVID19 VACCINE PFIZER\BIONTECH 1013239-1 65+ years 1 day

double vision, little dizzy, headache - yesterday had her 2nd vaccine SYMPTOMS DURATION: 2 days.  Patient 
states she got her first COVID vaccine on 2/5/21 and had a slight headache but no other symptoms. Today, she 
was sitting the car when she started to have double vision. She reports dizziness/lightheadedness that is 
moderate. Patient states the double vision isn't everything but random things and at random times today. 
Denies dehydration, fever, or injection site abnormalities. No headache today. Reports that last week at her 
PCP's office her BP was slightly elevated and she thinks her BP may be elevated right now but does not have a 
cuff with her to check.       Went to the Emergency Department on 2.6.21 - admitted overnight until the 7th.  
DETAILS OF HOSPITAL STAY: DX:   Diplopia [H53.2] Blurred vision, bilateral [H53.8] HOSPITAL COURSE:  1. 
Double vision post COVID vaccine. Unclear etiology or if related to vaccine reaction. Resolved. CVA ruled out. 
Could be migraine associated. Advised patient to talk to PCP about migraine prophylaxis and see 
ophthalmology as outpatient.  2. HTN 3. HLD   Advised patient not to drive till cleared by ophthalmology  
Inpatient workup included myasthenia gravis panel which is still pending  The patient is a 78-year-old right-
handed woman who received her first Pfizer COVID vaccination February 5. This morning she developed 
double vision.  Images were horizontal she does not know if they were binocular or monocular.  She saw 
couple with 1 child and it appeared that they had 2 children.  She looked at her son and saw 2 heads on 1 
body.  She saw 2 traffic lights.  Each time she saw diplopia, it lasted for maybe 1 minute, and after blinking it 
went away.  The double vision was not associated with headache, facial numbness or weakness, numbness or 
weakness in her extremities, speech change or imbalance.  She recovered from each episode.  She has had 
torn retina twice in each eye.  Those were each associated with flashes of light in floaters.  She did not have a 
fever today.  She has never had double vision before.   Review of systems:  She admits to a history of 
headaches.  She said she had catamenial headaches and sinus headaches.

COVID19 VACCINE PFIZER\BIONTECH 1017073-1 60-64 years 1 day

Pfizer-BioNTech COVID-19 vaccine EUA---- 2/4/21 0430am woke up with numbness in left leg which progressed 
to entire left side of body. 02/05/21 03:30 PM presented to ER for evaluation of left side body numbness. 
Numerous test & blood work performed. D/C home with diagnosis of transient cerebral ischemia & instructed 
to follow up with neurologist.

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 1019661-1 65+ years 1 day Patient admitted to hospital evening of 2/7/21 with acute ischemic stroke and received tenectaplase.  
Diagnosis Left MCA stroke.  Reporting event given was just over 24 hours after first COVID vaccine dose.

COVID19 VACCINE PFIZER\BIONTECH 1023887-1 50-59 years 1 day
24 hours post vaccine develoved T 100.1, headache, light sensitivity, reports headache worsened, blurred 
vision - went to Emergency Services at Hospital, admitted.  Reports diagnosis of CVA.  Reports headache has 
improved, continues with blurred vision

COVID19 VACCINE PFIZER\BIONTECH 1027071-1 65+ years 1 day

Adverse reaction to the vaccine started with variable weakness beginning 1/29/2021.  On 1/30/21 around 
8:30pm, he needed assistance in the bathroom related to weakness and had what was later identified as a 
stroke with left side weakness and slurred speech.  In accordance with his wishes, he had care at home.  Due 
to his advanced age and frailty, a CT scan was not pursued.  The 325 mg of aspirin that he was previously 
taking daily was discontinued.  After the stroke, he needed total care. Hospice was established at home.  
Nursing assistant care was delivered by daughter.  Death followed 9 days later (2/9/2021).

COVID19 VACCINE PFIZER\BIONTECH 1028101-1 65+ years 1 day

Pt develops left leg pain The day after vaccination in AM subsequently drove approximately 150 miles On his 
way back stopped at his brothers place for lunch. He then collapsed coning down the steps, EMS started CPR. 
took him to ER  Resuscitated briefly  but went into CardioPulm Arrest again and PEA Resucitaion for aprox 1 
hour but was unsuccessful. Noted to have Left leg more swollen than Right by 3 to 4 CM presumed to have 
died from massive Pulmonary embolism and inferior wall myocardial ischemia

COVID19 VACCINE PFIZER\BIONTECH 1028452-1 65+ years 1 day
The patient suffered embolic strokes and was admitted to the hospital the day after she received her first 
COVID-19 vaccination. She has a history of strokes, with atrial fibrillation, but was faithfully taking her Eliquis 
at the time she suffered these recurrent strokes.



COVID19 VACCINE PFIZER\BIONTECH 1029784-1 65+ years 1 day

Patient presented on 1/24 with acute onset weakness and numbness of the left leg so a stroke alert was 
activated. NIHSS 3. Head Ct and CTA head/neck were unremarkable. Not a candidate for tPA given on Eliquis. 
Initial exam was notable for weakness and sensory loss in the left leg, but a sensory level was also found to 
the umbilicus raising concern for a myelitis. Of note, the patient also reported that certain red colored things 
she looked at appeared black. Labs unrevealing- CBC, CMP unremarkable. ESR, CRP normal. UA and UCx 
positive for E. Coli UTI, she was treated with ceftriaxone. MRIs were done of her brain, cervical and thoracic 
spine which were unrevealing. On 1/25, her exam worsened including worsening weakness in the left leg and 
new numbness and paresthesias in the right leg. Reflexes were preserved. MRI L spine was done which was 
unrevealing. Lumbar puncture was done which showed 2 nucleated cells and mildly elevated protein at 50, 
but was otherwise unrevealing. IgG Index normal. No oligoclonal bands. She developed mild hyperreflexia in 
the left leg and continued to have a sensory level, now at around T5-6. Repeat imaging of her cervical and 
thoracic spine were completed on 1/28 which showed a contrast enhancing hyperintensity at T5. The patient 
was diagnosed with myelitis and she was started on IV methylprednisolone x5 days and sent to rehab. Patient 
is now significantly improved though continues to report some numbness in the left leg.

COVID19 VACCINE PFIZER\BIONTECH 1033683-1 65+ years 1 day Chills and muscle weakness that started on 2/13 PM and then mom suffered a basal ganglia stroke on 2/14 
PM.

COVID19 VACCINE PFIZER\BIONTECH 1035559-1 65+ years 1 day

Stroke; like he had a film over his eye, it was cloudy, like a cloudy day; This is a spontaneous report from a 
contactable consumer (patient). A 81-year-old male patient received the first dose of BNT162B2 (PFIZER-
BIONTECH COVID-19 VACCINE, lot/batch number: EL1283 and expiry date: 30Apr2021) solution for injection, 
intramuscular in left arm on 18Jan2021 13:10 at a single dose for Covid-19 immunization. Medical history 
included chicken pox, measles, and mumps (had chicken pox vaccine, measles, and mumps when he was 
younger, and he got the flu shot for flu). The patient's concomitant medications were not reported. The next 
day (19Jan2021) after receiving the injection, patient reported it was like he had a film over his eye, it was 
cloudy, like a cloudy day. This went on for a couple of days before it improved. There was still a little bit in his 
left eye, but he can read and it has improved. He can see now and his eyes were improving. He found out that 
he had a stroke on 28Jan2021. He did not go to the hospital. He does not think the stroke affected anything 
else. He was supposed to have an MRI sometime this week. He went to the eye doctor and the eye doctor 
was the one that discovered the stroke and his eye doctor sent the report over to his primary office. He had a 
vision field test which was how the stroke was diagnosed. He was taking a baby aspirin and he will be put on 
a blood thinner called Plavix. He has not started Plavix yet, he has to go pick it up. Outcome of the event 
stroke was unknown while the other events was recovering.  No follow-up activities are needed. No further 
information is expected.

COVID19 VACCINE PFIZER\BIONTECH 1036403-1 40-49 years 1 day
Hemorrhagic stroke, abnormal platelet count, petechai. Patient had my!triple CTs, MRI and angiogram after 
finding brain bleed. Once released home from brain bleed patient developed petechai, weakness, shortness of 
breath

COVID19 VACCINE PFIZER\BIONTECH 1037159-1 65+ years 1 day Altered mental status; confusion; TIA (transient ischemic attack)

COVID19 VACCINE PFIZER\BIONTECH 1040851-1 65+ years 1 day
7:30 the night after the vaccine he got very lethargic and dizzy. And about thirty minutes later he couldn't he 
lift his right arm or right leg. He was extremely dizzy and not completely coherent. I took him to the hospital 
where they ran CAT scans and labeled it a TIA.

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 1043932-1 65+ years 1 day Developed expressive aphasia TIA 15 hours post vaccination, requiring 48 hour hospitalization



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 1047204-1 65+ years 1 day Acute thalamic cerebrovascular event
COVID19 VACCINE PFIZER\BIONTECH 1047571-1 Unknown 1 day Death after stroke .

COVID19 VACCINE PFIZER\BIONTECH 1048688-1 65+ years 1 day

My mother had a stroke on 28Jan2021 sometime after 9:30 AM the morning after getting the first dose of the 
Pfizer Covid vaccine; Cerebral infarction; This is a spontaneous report from a contactable consumer (reporting 
for mother). A 94-year-old female patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 
VACCINE, lot number and expiry date unknown as not available or provided to reporter at the time of report 
completion) via an unspecified route of administration on 27Jan2021 in right arm at single dose for COVID-19 
immunization. Medical history included coronary artery disease and hypertension. There were no concomitant 
medications. The patient was not pregnant. No other vaccine was received in four weeks. The patient did not 
have covid prior vaccination and not have covid tested post vaccination. The patient had a stroke on 
28Jan2021 sometime after 9:30 AM the morning after getting the first dose of the Pfizer Covid vaccine and 
was hospitalized due to stroke for 6 days from Jan2021. The patient then experienced cerebral infarction in 
2021 and died due to it on 04Feb2021. Treatment received for events stroke and cerebral infarction included 
tPA injection. The outcome of events stroke and cerebral infarction was fatal. An autopsy was not performed.  
Information on the lot/batch number has been requested.; Reported Cause(s) of Death: Cerebral infarction

COVID19 VACCINE PFIZER\BIONTECH 1051522-1 65+ years 1 day

Patient brought to emergency department at 2210 with concern for stroke d/t left sided weakness. Upon 
arrival patient appeared to have seizure like activity and was given 2mg of ativan and keppra 1000mg.  
Patient remained able to converse with providers during episode.  Seizure activity/muscle twitching resolved 
after ativan/keppra administration.  At the time of filing this report the patient is being admitted to the 
hospital.

COVID19 VACCINE PFIZER\BIONTECH 1053367-1 50-59 years 1 day day after vaccination suffered from a massive cerebellar stroke with ischemic infarct and suspected embolic 
stroke required emergency craniectomy with cerebellar resection

COVID19 VACCINE PFIZER\BIONTECH 1059421-1 65+ years 1 day

After the second vaccine dose she reported not feeling well with unspecified symptoms for a few days. On 
February 18th, 2021 she visited her doctor with numbness in her hand. They thought it may be carpal tunnel 
and sent her home. The morning or March 18th , 2021 she had a severe stroke and was transferred to 
Hospital and then to other hospital. She was in the hospital until Tuesday March 23rd when she was 
transferred back to her home for hospice care. She died on March 26th, 2021.

COVID19 VACCINE PFIZER\BIONTECH 1062877-1 65+ years 1 day Stroke like symptoms and treated for CVA with Altapace
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 1065436-1 40-49 years 1 day

small heart attack; myocardial/paracardial issues.; My injection location had redness, hardness; My injection 
location had redness, hardness; pains in chest; headache; chill; running nose; shortness of breath.; This is a 
spontaneous report from a contactable consumer (patient). A 44-years-old male patient received the second 
dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of administration in left arm 
on 19Feb2021 17:45 at single dose for COVID-19 immunisation at hospital. Medical history included coronary 
artery disease. The patient's concomitant medications were not reported. The patient previously received the 
first dose of bnt162b2 on unknown date for covid-19 immunisation. The patient did not have covid before 
vaccination. The patient experienced small heart attack and myocardial/paracardial issues on an unspecified 
date with outcome of unknown. These events were serious as life threatening, disability and requiring 
hospitalization from 21Feb2021 till 23Feb2021 at 14:00. On 20Feb2021 07:00 the patient experienced 
headache, chill, running nose, shortness of breath with outcome of recovering. The patient experienced also 
pains in chest on 21Feb2021 11:00 with outcome of recovering and injection location had redness, hardness on 
an unspecified date with outcome of recovering. Clinical course was as follows. 19Feb2021-5:45pm the patient 
went to receive vaccine shot. 20Feb2021 the patient had headache, chill, runny nose, and shortness of breath. 
21Feb2021 11am still had shortness of breath and pains in chest. Went to clinic had a rapid Covid test come 
back negative, pain increased and he went to emergency room. The patient was admitted to the hospital 
with small heart attack and myocardial/paracardial issues. Inflammatory response seems to possibly triggered 
possible underlying issue of minor heart disease. Then induced heart attack and myocardial issue. The patient 
would gladly be admitted to a clinic for observation and testing to assist Pfizer in understanding this 
unfortunate situation. The injection location had redness, hardness. The events resulted in Doctor or other 
healthcare professional office/clinic visit, Emergency room/department or urgent care. The patient received 
treatment due to the event which included multiple lab tests, Angiogram, CR scan and pain medicine.

COVID19 VACCINE PFIZER\BIONTECH 1065921-1 65+ years 1 day

right middle cerebral stroke due to clot in brain; right middle cerebral stroke due to clot in brain; This is a 
spontaneous report from a contactable consumer or other non hcp.  A 87-year-old female patient received the 
second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot# EL9265), via an unspecified route of 
administration right arm single dose on 30Jan2021 15:00 for covid-19 immunisation. First dose was received 
on 09Jan2021 03:00 PM, right arm, lot # EK9231. Medical history included diabetes mellitus, hypertension, 
hyperthyroidism, glaucoma, drug allergy (to Sulfites). The patient's concomitant medications were not 
reported. The patient experienced right middle cerebral stroke due to clot in brain from 31Jan2021. The 
patient was hospitalized from 31Jan2021 to 01Feb2021.  The events outcome was not recovered.

COVID19 VACCINE PFIZER\BIONTECH 1066835-1 50-59 years 1 day

I had my 2nd does of the Pfizer vaccine on February 27, 2021.  The next morning  I awoke with a very bad 
headache.  I took and Advil.  My husband was making breakfast.  I came downstairs, ate, had a cup of coffee, 
then got a glass of water and an ice pack and sat on a recliner in the living room.  I don't remember much of 
the rest.  It was like a dream.  My husband said I let out a yell, my arms flailed and my eyes were very 
strange.  I lost muscle strength in my lift side mimicking a stroke.  He called 911.  I was taken to Emergency 
facility where I gained consciousness.  I was then transferred to Hospital.  So far every test has come back 
negative.  I have an EEG scheduled for this Thursday.

COVID19 VACCINE PFIZER\BIONTECH 1069796-1 65+ years 1 day
Right dorsal medullary stroke leading to dysphagia and left-sided sensation changes. First noticed symptoms 
on 2/25 but did not present to emergency room until 2/27/2021. Patient was hospitalized 2/27/2021; 
anticipate discharge 3/4 or 3/5 2021. Patient lost ability to swallow; requires tube feeding.



COVID19 VACCINE PFIZER\BIONTECH 1070711-1 65+ years 1 day

stroke; Joint pain; In the palm of my hand I might jump out of my skin; ; arm was hardly sore at all; right arm 
at the shoulder, elbow, and fingers is hurting at the joints; This is a spontaneous report from a contactable 
consumer. This 67-year-old  male patient received BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE, lot 
number: EL9269) single dose, dose 1 via unknown route of administration in the left arm for COVID-19 
vaccination on 12Feb2021 at 14:30. There were no additional vaccines administered on the same date as the 
COVID-19 vaccine. Medical history included pneumonia five times on an unknown date, septicemia one time, 
melanoma cancer in 2015, Factor V Leiden, high blood pressure and blood thinner. Prior Vaccinations (within 4 
weeks): Concomitant medications included lisinopril from 2008 and ongoing for high blood pressure and 
warfarin 9.5 mg daily from 2008  and ongoing for blood thinner. The patient did not receive  any other vaccine 
within 4 weeks prior to the vaccine. On an unknown date, the patient's arm was hardly sore at all and he had 
a stroke. On 13Feb2021, the patient experienced joint pain, in the palm of his hand if he presses right in the 
dead center he thinks he is going to jump out of the skin and right arm at the shoulder, elbow and fingers is 
hurting at the joints. When he first felt it in his right arm it wasn't horrible and it seemed like it got worse 
the next day. Then it seemed like it tapered off a little bit. On 16Feb2021, the pain woke him up in the middle 
of the night. The events did not require an emergency room or physician's office visit. He gets the flu shot 
every year and he has no symptoms whatsoever. The clinical outcome of stroke, joint pain, in the palm of my 
hand I might jump out of my skin, arm was hardly sore at all and right arm at the shoulder, elbow, and fingers 
is hurting at the joints were unknown.

COVID19 VACCINE PFIZER\BIONTECH 1076972-1 65+ years 1 day
Monday morning I found my father lying on couch trying to tell me he couldn?t walk. His speech was slurred 
he fell and was unable to walk good his body was pulling to one side. His left arm was numb . I called 
ambulance he was taken to hospital diagnosed with a stroke. Now in rehab



COVID19 VACCINE PFIZER\BIONTECH 1086900-1 50-59 years 1 day

having a small stroke; weakness in her right hand and arm; Right arm was really sore; really tired; Headache; 
having issues with her right hand being numb/1st 2 fingers on her right hand were numb; The initial safety 
information received was reporting only non-serious adverse drug reactions, Upon receipt of follow-up 
information on 01Mar2021, this case now contains serious adverse reaction. Information processed together.  
This is a spontaneous report from a contactable consumer (patient). A 59-year-old female patient received 
second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection, lot number: EN6200, 
expiry date was not reported) (at 59 years of age), via an unspecified route of administration in the right arm 
on 20Feb2021 15:49 at a single dose for COVID-19 immunisation. The patient's medical history and family 
medical history were none. The concomitant medications were not reported. Historical vaccine included 
PFIZER BIONTECH COVID 19 VACCINE, 1st dose, lot number: EL9263, injection in right arm on 30Jan2021 (at 59 
years of age). There was no other vaccines administered on same date with the Pfizer vaccine and there was 
no any other vaccinations within four weeks prior to the first administration date of the vaccine. The patient 
stated that she is not an HCP, but she does work in a mental health. She stated that she is concerned. She got 
her 2nd dose of the vaccine on Saturday and was having weakness in her right hand and arm. She asked if this 
was expected. She added that when she got up yesterday, her right arm was really sore, she was extremely 
tired, and she had a headache. She went to bed early that night at around 5:30pm, and she woke up around 8 
or 9pm that night and tried to pick up her phone and couldn't. She stated that the 1st 2 fingers on her right 
hand were numb. When she got up today it was fine. They are working from home, so she was typing some 
notes and then it felt like her fingers went numb, it felt like her 1st finger was like rubber. She stated that 
the numbness comes and goes. She mentioned that she doesn't have a headache right now, but it felt like it 
could come back. The events did not require emergency room or physician visit. On 01Mar2021, it was 
reported that the patient was having issues with her right hand being numb and the representative that she 
spoke with recommended she follow up with her PCP, which she did, and they diagnosed her with having a 
small stroke and also referred her to a neurologist as well. She said that her primary care provider she saw 
was a nurse practitioner. She said that she also saw a neurologist. It was not reported if the patient received 
treatment for 'having a small stroke' while no treatment received for all other events. The outcome of having 
a small stroke was unknown; 'weakness in her right hand and arm' was not recovered; while 'Right arm was 
really sore' and 'really tired' was recovering. The outcome of Headache and 'having issues with her right hand 
being numb/1st 2 fingers on her right hand were numb' was recovered on an unknown date.

COVID19 VACCINE PFIZER\BIONTECH 1100501-1 65+ years 1 day

started him on his oxygen; O2 went from 85 to 98; bp 155; notably shuffled; became non-responsive; looks like 
he is having a stroke; This is a spontaneous report from a contactable consumer (patient's daughter). A 94-
year-old male patient received second dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE; lot number 
and expiry date: unknown), via an unspecified route of administration on 25Feb2021 13:45 (at 94-year-old) at 
single dose (Arm Right) for COVID-19 immunization. Vaccination facility type is clinic. Medical history included 
congestive heart failure, early stages dementia. The patient's concomitant medications were not reported. 
The patient previously took first dose of bnt162b2 on 04Feb2021 (at 93-year-old) on right arm for COVID-19 
immunization.  The patient had no covid prior vaccination. Patient has no known allergies. The patient (father) 
seemed to be doing fine until 19:45 on 26Feb2021 roughly 30 hours after vaccination. He has early stages 
dementia, so if he was feeling ill he didn't report anything, and they didn't notice anything. He got up from 
the table, notably shuffled the 10 feet to the bathroom, sat down on the toilet before we could ""pull down 
his pants"", and then became non-responsive. The reporter said to her son it looks like he is having a stroke. 
They got him onto the floor. started him on his oxygen concentrator (usually used only at night), O2 went from 
85 to 98; bp 155 from an unspecified date. after a while he came to. he is dnr, dni, so they didn't call an 
ambulance. Eventually they got him up. no signs of stroke. He does have congestive heart failure. This has 
never happened before, and he has no history of falling. Daughter was reporting the next morning. He has not 
yet been awake since this occurred. it is now 8am 27Feb2021. Covid was not tested post vaccination. The 
outcome of the event o2 went from 85 to 98 was recovered, while for other events was unknown.  
Information on the lot/batch number has been requested.""



COVID19 VACCINE PFIZER\BIONTECH 1101293-1 65+ years 1 day

I was disoriented, didn't know where I was, I had no hand/eye coordination, difficulty with numbers and 
letters and showed slight cognitative impairment. I called the hospital and was told it would get better in 24 
hrs but it didn't so I went to the ED   and was  admitted  from 01/14/2021 through 01/17/2021 with a 
diagnosis of having a stroke. I am currently going for cognitative therapy.

COVID19 VACCINE PFIZER\BIONTECH 1104545-1 65+ years 1 day stroke

COVID19 VACCINE PFIZER\BIONTECH 1109478-1 65+ years 1 day 2/25 woke up at 7:30 a.m. with fever, chills, and severe body aches all day 2/26 same as previous day plus 
lethargy 2/27 woke up at 3:30 a.m. with SEVERE headache and partial loss of vision  Went to ER and they 
diagnosed me with a moderate stroke and mild cognitive issues with right hemisphere vison loss in both eyes.

COVID19 VACCINE PFIZER\BIONTECH 1112372-1 65+ years 1 day Patient had a large stroke. Seizure on 01/30/2021 after first dose of Pfeizer vaccine on 01/29/2021. Patient 
was 74 years old at the time she received the vaccine.

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 1114375-1 65+ years 1 day

I suffered a stroke 24 hours after receiving vaccine; This is a spontaneous report from a contactable consumer 
(patient). A 69-year-old male patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 
VACCINE, Lot number was not reported), via an unspecified route of administration, administered in Left arm 
on 20Feb2021 (at the age of 69-year-old) at 11:15 AM at single dose for covid-19 immunisation. The patient 
medical history and concomitant medications were not reported. The patient had no known allergies. The 
patient had no Covid prior vaccination and patient had COVID tested post vaccination. The patient suffered a 
stroke about 24 hours after receiving vaccine on 21Feb2021 at 10:30. The event result in hospitalization for 2 
days in Feb2021 and considered as life threatening illness (immediate risk of death from the event).  The 
patient underwent lab tests and procedures which included Nasal swab was negative on 23Feb2021. 
Treatment included blood thinner. The outcome of the event was not recovered.  Information on lot 
number/batch number has been requested.

COVID19 VACCINE PFIZER\BIONTECH 1118702-1 65+ years 1 day

Had a stroke 36 hours after getting second vaccine. Lost ability to speak and see clearly, had word salad. Was 
identified quickly by my wife and was taken by ambulance to hospital where they gave me TPA clot buster 
infusion after identifying a clot in my left back side of brain and luckily I responded well and have all speech 
function back we believe so far.

COVID19 VACCINE PFIZER\BIONTECH 1122643-1 65+ years 1 day
Massive Hemorrhagic stroke 24 hours after receiving first Pfizer vaccination. Suffered bleeding of kidney 6 
days later, followed more brain bleeds and blood in stomach area.  Vessels are leaking blood, Dr's were could 
find no reason for the bleedings, have not seen this before.

COVID19 VACCINE PFIZER\BIONTECH 1126808-1 65+ years 1 day Well he got the shot at 9 in the morning and by 4 in the a.m he had a stoke and it took him 5 hrs to get to his 
phone for help and called my mother



COVID19 VACCINE PFIZER\BIONTECH 1134252-1 65+ years 1 day

1/15 through 1/19 Pt was hospitalized for COVID symptoms and diagnosed COVID +. received remdesivir and 
plasma on 1/15. 1/19 discharged home and doing well until 2/12 2/11 received pfizer vaccine 2/12 readmitted 
to hospital after being found unresponsive at home, sats 35%, rales, temp 103.8, CXR infiltrates, placed on PR 
mask then BIPAP- diagnosed with cytokine storm possibly from vaccine. 2/13 sats 78% on BIPAP, sweating, 
rapid response called and stabilized 2/16 pt found with left sided weakness, droop and left arm flaccid. CT scan 
revealed ischemic stroke 2/17 6L salter lab remain weak on left side 2/19 increased to 10L salter lab 2/20 
possible aspiration - worsening sats 2/21 continues to have decreased sats PR mask at 15L. then back on BIPAP 
2/22 discussion with family about poor prognosis. DNR comfort. 2/23 Pt passed away

COVID19 VACCINE PFIZER\BIONTECH 1138291-1 60-64 years 1 day

Severe headache, fatigue, very sleepy about two hours after injection.  Woke about 1:00 a.m. with severe 
headache.  Gave two Tylenol and cold wash cloth for forehead.  Started tossing and turning about five 
minutes later.  Sat up in bed, fell over and struck bedside table.  EMT said he suffered stroke around 1:30 am.  
He passed away on the 5th.

COVID19 VACCINE PFIZER\BIONTECH 1138759-1 60-64 years 1 day

Per report from patient's daughter: Patient received 1st dose of Pfizer around 4:30 pm on 2/7/21. Around 4 
am the next morning, 2/8/21, he woke up and didn't feel good. Around 12 pm on 2/8/21 he reported feeling 
""weak"" especially on one side of his body. His daughter said she took him to the hospital around 9:30 pm 
that night, after he continued to feel unwell throughout the day. At Hospital he was diagnosed as having had 
a stroke. He was admitted to the hospital and kept for observation for 2 days. When his daughter reached out 
to the patient's PCP to ask if he should get the 2nd Pfizer dose, she was told he should wait at least 3 months 
and advised to report his stroke to the public health department.""

COVID19 VACCINE PFIZER\BIONTECH 1140684-1 65+ years 1 day

I went to hospital on 04Feb2021 and was diagnosed with TIA.; This is a spontaneous report from a contactable 
consumer. An 82-year-old male patient received second dose of BNT162B2 (BNT162B2) via an unspecified route 
of administration, administered in Arm Left on 03Feb2021 (Batch/Lot Number: EM9810, expiry date not 
reported) as SINGLE DOSE for covid-19 immunization. Medical history included atrial fibrillation (Afib), high 
blood pressure, pacemaker, type 2 diabetes and high cholesterol. Concomitant medications included apixaban 
(ELIQUIS), metformin (METFORMIN), levothyroxine sodium (SYNTHROID) and valsartan (VALSARTAN). The 
patient reported ""I went to hospital on 04feb2021 and was diagnosed with tia. (transient ischaemic attack)"" 
on 04Feb2021. The patient was hospitalized for the event from 04Feb2021 to an unknown date. The patient 
received first dose of BNT162B2 on 14Jan2021 First dose (lot number EL3248, vaccine location= Left arm). 
Therapeutic measures were taken which was reported as AE treatment Jardiance. Outcome of the event was 
recovered.""

COVID19 VACCINE PFIZER\BIONTECH 1147267-1 65+ years 1 day

Had vaccine about 9:35 am on 3/20/21.   In the middle of the night about 2:30 am 3/21/21 He should signs of 
paralysis on right side of his body and was not able to walk. Went to the emergency room on 3/21/21.  
Admitted to the hospital. MRI was done about 8:00 pm on 3/21/21 and results were blood clot on left side of 
the brain caused a stroke.   Paralysis of right side of his body and changes in speech.  Transferred 
Rehabilitation Hospital 3/24/21.  Possibility of second stroke, and another scan done 3/29/21. Waiting for 
results

COVID19 VACCINE PFIZER\BIONTECH 1148129-1 50-59 years 1 day Syncope, sent to ER for workup and was monitored obs over night.

COVID19 VACCINE PFIZER\BIONTECH 1153527-1 Unknown 1 day

Suffered massive stroke 24 hours after Pfizer vaccine; This is a spontaneous report from a contactable 
consumer. This consumer reported for a (age- 86; unit- unknown) female elderly patient with no pregnant 
received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of 
administration on 29Jan2021 13:45 PM at single dose for covid-19 immunisation. No pregnant at time of 
vaccination. No illnesses or chronic health conditions, no family history of strokes, heart disease or high blood 
pressure, very healthy prior to vaccine. No other vaccine in four weeks. She suffered massive stroke 24 hours 
after Pfizer vaccine on 30Jan2021 13:00 PM. Event resulted in Emergency room/department or urgent care, 
Hospitalization for 27 days, Life threatening illness (immediate risk of death from the event), Disability or 
permanent damage, Patient died on 18Mar2021. Treatments were received for the event.  Outcome of the 
event was fatal. No autopsy was done.  lot/batch number has been requested.; Reported Cause(s) of Death: 
Suffered massive stroke 24 hours after Pfizer vaccine



COVID19 VACCINE PFIZER\BIONTECH 1153536-1 Unknown 1 day

stroke; This is a spontaneous report from a contactable consumer (patient's wife) via a Pfizer sponsored 
program. A male patient of unspecified age received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 
VACCINE; unknown lot number and expiration), via an unspecified route of administration on 11Feb2021 at a 
single dose for COVID-19 immunization.  The patient's medical history and concomitant medications were not 
reported. The patient's wife called on behalf of her husband. Both got their first dose of the vaccine on 
11Feb2021. The following day on 12Feb2021, the patient (husband) had a stroke, but the patient's wife said it 
was not related to the vaccine and the patient had been in the hospital for the last 5 weeks. The wife was 
already done with the 2nd dose, but the patient was not yet done with his 2nd dose. The patient's wife 
wanted to know if the patient could still get the 2nd dose of the vaccine or if the patient needed to start from 
scratch since he was unable to take the 2nd shot on the scheduled date. Outcome of the event was unknown. 
The event was assessed as serious (hospitalization).   Information on the lot/batch number has been 
requested.; Sender's Comments: The company considered there is no plausible mechanism implicating suspect 
vaccine BNT162B2 to the event stroke based on the product's known safety profile. The patient had been in 
the hospital for the last 5 weeks and the event is most likely due to the patient's underlying conditions.

COVID19 VACCINE PFIZER\BIONTECH 1162057-1 50-59 years 1 day

her stomach was bothering her; her daughter told her the right side of her tongue looked swollen; allergic 
reaction to the COVID-19 Vaccine; heaviness with her headache; stroke; Facial droop; Numbness / left half of 
her face was numb /numbness in her left hand/numbness and tingling all over her body; Tingling; Tiredness; 
Pain; Headache; This is a spontaneous report received from a contactable consumer, the patient. A 55-year-old 
adult female received the first dose of BNT162b2 (solution for injection; Lot EN6202 and expiry information not 
provided) via unspecified route in the left arm on 03Mar2021 between 17:10 and 17:30 (at 55-years-old) for 
COVID-19 immunisation. Relevant medical history included Frozen shoulder (2020-2020), and severe migraines 
(especially in the past ten years). The patient further stated that she has always had migraines. She said 
sometimes when her migraines escalate, her blood pressure goes up, and her left side tingles. She said several 
times in the past, she thought her migraine symptoms may have been a stroke. She said she her doctor is 
checking her for any kind of things like rheumatoid arthritis, mast cells, constant (chronic) fatigue, and 
fibromyalgia. She said right before the COVID-19 Virus pandemic she had passed out unexpectedly. She said 
she doesn't know what caused her to pass out. She said she needs another neurological test done. She said 
she had a neurological test that maybe showed that veins were dying in her brain, but she wasn't sure. She 
said her doctor had been doing heart tests too, but because of the pandemic, it was taking longer to have the 
tests done. The patient also mentioned that her last blood work was probably in/around Nov2020. There 
were no concomitant medications or past drug history reported. The patient denied receiving any other 
vaccination within the four weeks prior to the vaccination. The patient also denied receiving any other 
vaccination on the same date as the vaccination. The patient reported that on 04Mar2021, approximately 
seventeen hours after she received the COVID-19 vaccine, she had what she thought was a kind of severe 
reaction. She said she had an inside numbness and tingling all over her body. She said the left side of her 
body, especially, had a very strong numbness and tingling, like a stroke. She said the numbness was in her left 
hand, and outside left shoulder. She said the left half of her face was numb. She said at the time she felt 
weird. She said she was speaking to her friend on a video call and did not want her friend to think she was a 
cry baby. She said then her friend told her there was something happening with her face. She said the right 
side of her face had dropped. She said her right eye and the right side of her mouth were drooping. She said 
she told her friend she thought she had an allergic reaction to the COVID-19 Vaccine.  She said it took about 
three hours for her symptoms to pass. She said afterward she was so tired, had pain, and a headache. She said 
it was strange for her to have a headache because she was used to migraines. She said she still had a 
headache today (08Mar2021). She said she had a heaviness with her headache. She said if she had a migraine, 
she would not be able to do anything, but with the headache she had, she was able to go about her everyday 
things. She said her stomach was bothering her too, but she was not worried about how her stomach felt. The 
events did not require any visits to a physician's office nor the emergency room. Treatment for the events 
included drinking a lot of water and moving around. The outcome of the events, inside numbness and tingling 
all over her body, very strong numbness and tingling, like a stroke+ numbness was in her left hand, and 



COVID19 VACCINE PFIZER\BIONTECH 1162083-1 65+ years 1 day

Had a stroke with expressive aphasia; Had a stroke with expressive aphasia; This is a spontaneous report from 
a contactable nurse (patient). A 66-year-old female patient received BNT162B2 (PFIZER-BIONTECH COVID-19 
VACCINE, solution for injection), dose 2 via an unspecified route of administration, administered in right arm 
on 13Feb2021 14:00 (lot number: EL9264) as single dose at the age of 66 years old, for covid-19 immunisation. 
Medical history included type 2 diabetes mellitus, hypertension, spinal stenosis, arthritis and allergies to 
sulfa. The patient was not pregnant at the time of vaccination. The patient was not diagnosed with COVID-19 
prior to vaccination. Concomitant medications included insulin human zinc suspension (HUMULIN U), 
metformin, pioglitazone hydrochloride (ACTOS), fish oil, tocopherol (OMEGA 3) and valsartan; all taken for an 
unspecified indication, start and stop date were not reported. The patient previously took bydureon, codeine 
and celebrex and experienced drug allergy with these medications. The patient previously received first dose 
of bnt162b2 on 23Jan2021, at the age of 66 years old for COVID-19 immunization (Product: COVID 19, brand: 
Pfizer BIONTECH, lot number: EL3247, administration time: 03:00 PM, vaccine location: right arm). The patient 
did not receive any other vaccines four weeks prior to COVID vaccination. The patient had a stroke with 
expressive aphasia on 14Feb2021 20:00. The patient was hospitalized due to stroke with expressive aphasia 
for 5 days. The events resulted in emergency room/department or urgent care and hospitalization. On 
unspecified dates, the patient underwent lab tests and procedures which included computerised tomogram 
(CTS), laboratory test (labs), magnetic resonance imaging (MRI), and tPA (plasminogen activator inhibitor); all 
with unknown results. Other tests include: negative COVID test (nasal swab) on 16Feb2021 and negative 
COVID test (blood test) on 03Mar2021. The patient had speech therapy as treatment for the events. The 
patient recovered with sequelae from the events.; Sender's Comments: The reported  stroke with expressive 
aphasia is assessed as unrelated to the administration of vaccine BNT162B2 and can be explained as 
intercurrent medical condition in this elderly patient with underlying diabetes mellitus, hypertension and 
other comorbidities.  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 1162121-1 65+ years 1 day

Left leg basically numb and rubbery/ leg had just gone to sleep; Tried to stand up and fell; Urinating almost 
non-stop; going about every 2 hours and going a lot; he had no strength except a smidgen of strength in the 
right leg; trying to learn how to walk/ He can't walk to the commode very well; Weight: States 201; then 
mentions that during the night he thought about how much he was urinating and got on the scale out of 
curiosity and it said he weighs 191; Afraid he was having a stroke; he had trouble holding his fork/Like a 
cramp in hand; Sore Arm; This is a spontaneous report from contactable consumer (patient). A 69-year-old 
male patient received his second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: 
EN6199) at the age of 69-years-old, via an unspecified route of administration in right arm on 12Mar2021 at 
single dose for COVID-19 immunization. Medical history included blood clots (reported as blood thinner). 
Concomitant medication included apixaban (ELIQUIS) from 2019 and ongoing as blood thinner. The patient 
received his first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: EN6199) at the age of 
69-years-old, via an unspecified route of administration in right arm on 16Feb2021 at 14:00 at single dose for 
COVID-19 immunization which gave him severe diarrhea, nausea, gastrointestinal distress, a sore arm and it 
wore him out. After the second dose of the vaccine on 13Mar2021 which was administered in a public health 
department, the patient experienced sore arm. He was concerned because around 02:00 on 19Mar2021, he 
got up to go to the bathroom and noticed his left leg was basically numb and rubbery.  As soon as he tried to 
stand up, he fell. He thought the second vaccine was the one everyone says will be harder than the first. They 
even gave him a sheet of paper that scared the hell out of him. Thought he was okay after the second vaccine 
until around 02:00. At first, he thought his leg had just gone to sleep. It was like having noodles for legs. The 
patient has been urinating almost non-stop which also started around 02:00, this was what woke him up. He 
had to crawl on hands and knees after falling to get into the bathroom, he had no strength except a smidgen 
of strength in the right leg. On 18Mar2021, while eating dinner, he had trouble holding his fork and did not 
think much about it. He had a cramp feeling in right hand. Today, while eating lunch with a fork, he also had a 
difficulty. The patient eats with his right hand. The patient has been trying to learn how to walk since early 
this morning. He has worn out his wife since she was cleaning up after him in the bathroom and helping him 
walk. He couldn't walk to the commode very well, couldn't hold his water, and has been making a mess all 
day. He was at first afraid he was having a stroke but had no stroke symptoms. The patient reported that his 
weight was 201, then mentioned that during the night he thought about how much he was urinating and got 
on the scale out of curiosity and it said he weighs 191. At this time, his leg weakness persists but he was able 
to stand and hold his own body weight. Issue with holding fork and cramp feeling in right hand was persisting. 
Urinating was persisting and stated he was going about every 2 hours and goes a lot. The outcome of the 
event pain in arm was recovered on 17Mar2021; unknown for stroke, fall, and weight loss; and not recovered 
for all other events.



COVID19 VACCINE PFIZER\BIONTECH 1165904-1 65+ years 1 day

The way he is acting is more like he had a stroke; eyes glazed over; disoriented; felt funny; very weak; can 
barely stand and barely walk without human assistance and his walker; can barely stand and barely walk 
without human assistance and his walker; This is a spontaneous report from a contactable consumer. An 89-
year-old male patient received bnt162b2 (Pfizer-BioNTech COVID 19), dose 2 via an unspecified route of 
administration, administered in left arm on 19Mar2021 12:15 (Batch/Lot Number: EN6208) as single dose for 
COVID-19 immunisation. Medical history included vascular dementia; hypertension; hypothyroidism; 
malignant melanoma of back (resected/in remission); bladder cancer (surgery in Nov2018/in remission); 
prediabetic; chronic kidney disease stage 3 due to hypertension; and sleep related hypoxia. No known 
allergies. Concomitant medications included donepezil taken for an unspecified indication, start and stop date 
were not reported; memantine taken for an unspecified indication, start and stop date were not reported; 
levothyroxine taken for an unspecified indication, start and stop date were not reported; lisinopril taken for 
an unspecified indication, start and stop date were not reported; lovastatin taken for an unspecified 
indication, start and stop date were not reported; fluoxetine taken for an unspecified indication, start and 
stop date were not reported; cyanocobalamin (VITAMIN B-12) taken for an unspecified indication, start and 
stop date were not reported; aspirin [acetylsalicylic acid] taken for an unspecified indication, start and stop 
date were not reported; and unspecified multivitamin tablet. The patient previously received 1st dose of 
bnt162b2 (Pfizer-BioNTech COVID 19) on 26Feb2021 07:45 PM in the left arm for Covid-19 immunization. The 
patient has not received other vaccine in four weeks. The first day after the shot, there were not any adverse 
reactions. The next morning at approximately 11:00 am, the reporter found patient laying on the floor next to 
his bed, eyes glazed over, disoriented, and he said ""he felt funny"". The reporter got him sitting up leaning on 
the side of the bed and called. The EMT's came and checked his vitals. Within half an hour from  finding the 
patient laying on the floor, he seemed almost back to normal. However, since he is 89 years old, the patient 
was transported by ambulance. Blood was drawn, a urine sample was taken, a chest Xray, and a CT scan of his 
head and his spine were the labs that were run. All the labs came back normal. However, once patient got 
home after being in the ER for 5 hours, he is very weak, can barely stand and barely walk without human 
assistance and his walker. The way he is acting is more like he had a stroke. Onset of the events reported as 
20Mar2021 11:15 AM. The events resulted in emergency room/department or urgent care. Outcome of the 
events was not recovered. The patient used walker due to can barely stand and barely walk; for other 
events, there was no treatment given. The patient was not diagnosed of Covid prior vaccination and has not 
been tested for Covid post vaccination.""

COVID19 VACCINE PFIZER\BIONTECH 1166237-1 40-49 years 1 day

She presented  to the ER on 2/13 with a lot of chest pain and had some flattening of her T waves.  She ended 
up getting a cardiac catheterization while she was there which was normal.   The day prior to this she had 
actually received her second Covid vaccination in her left arm.  She noticed achiness and soreness across her 
shoulders bilaterally into her chest and into her neck.  She had some subjective fevers and chills and felt 
generally fatigued.  She also had a lot of swelling in her left axilla and she ended up getting a CT scan during 
her workup which revealed some left axillary adenopathy.  She returned to the ER on 3/16: while brushing 
her teeth, she developed right facial paresthesias that marched over approximately 20 minutes to involve the 
right arm and the right leg.  She went to the hospital.  She was seen in the ER.  They felt this represented 
possible ischemia.  They gave her tPA.  She had a hemorrhagic nosebleed.  Did not develop any other signs of 
bleeding. Her symptoms had not resolved.  She was discharged from home.  She had a headache at the time of 
her visit to the ER.  Her headache had resolved by the time she was discharged home, but she continues to 
note paresthesias in the right side of her body, right face, and notes over the last day or 2, she has had 
increased dysarthria, dizziness and slurred speech, brain fog, a sensation of heaviness and inability to think.  
She states she currently does not have head pain per se, but she does note that she just feels generally 
poorly.  She feels like her brain is working faster than her mouth muscles are.  She is in today for neurologic 
followup, concerned about these ongoing issues.  she continues to struggle with her speech feeling quite slow 
and deliberate, she feels like it is difficult for her to concentrate, she is forgetful, she still has intermittent 
episodes of paresthesias in her face, arm, and hand, she feels like she becomes heart and flushed and she has 
some heart rate variability with her heart going slow and fast, and she has significant disequilibrium.  She is 
extremely fatigued where she is only able to get up for 1-2 hours before she is extremely fatigued and has to 
go back to bed.



COVID19 VACCINE PFIZER\BIONTECH 1182771-1 40-49 years 1 day

Stroke; This is a spontaneous report from a contactable pharmacist. A 48-year-old female patient received the 
second dose BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) at the age of 48-year-old, intramuscular, 
administered in right arm on 24Mar2021 13:00 (Lot Number: EL9262) as single dose for COVID-19 
immunization. The patient's medical history and concomitant medications were not reported. The patient was 
not pregnant at the time of vaccination. The patient was previously vaccinated with the first dose of 
BNT162B2 (lot number: EN6202) at the age of 48-year-old, on 03Mar2021 at 12:00 PM intramuscularly 
administered as the left arm for COVID-19 immunization. The patient experienced stroke on 25Mar2021 15:00. 
The event resulted in emergency room visit and the patient was hospitalized on an unspecified date for 6 
days. It was unknown if treatment was given. The event was also reported as life-threatening and 
disabling/incapacitating. The outcome of the event not recovered.; Sender's Comments: A causal relationship 
between the event stroke and suspect product BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) is possible 
based on the information provided, drug profile and a temporal association in this 48-year-old female patient. 
This case will be reassessed should additional information become available.  The impact of this report on the 
benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, 
including the review and analysis of aggregate data for adverse events. Any safety concern identified as part 
of this review, as well as any appropriate action in response, will be promptly notified to RAs, Ethics 
Committees, and Investigators, as appropriate.

COVID19 VACCINE PFIZER\BIONTECH 1183121-1 40-49 years 1 day

03/24/2021 11:00 AM - PM sore throat - 03/25/2021 around 3:40PM had massive stroke while alone. 
03/26/2021 around 9:40AM broke window to get inside the apartment. Called ambulance, went to hospital, 
around 3:00PM transferred to other hospital and still there now. NO previous strokes  Doctors have denied 
that the stroke is due to COVID 19 second vaccine. They also said that she will never be able to communicate 
but we have her on video. She has lying on her floor for 16 hours. The hospital also punctured her lung by 
inexperienced care givers trying to insert a feeding tube into her nostrils.

COVID19 VACCINE PFIZER\BIONTECH 1186515-1 65+ years 1 day Complaining of extreme fatigue for two weeks post shot,  then had a fall, hospitalized  for 24 hr.  Troponin 
level normal, EKG with changes.

COVID19 VACCINE PFIZER\BIONTECH 1193046-1 65+ years 1 day

Chills,Body hurt all over, Passed out 3 times, left hand went numb, left arm numb,taken to an urgent care, 
transferred by ambulance to hospital, MRI, Cat Scan, ECG, neurological determined TIA, mini stroke, spent 
night in hospital. 4 days later rash on just both arms and both legs. Went to Urgent care directed by Dr put on 
Pregnazon for 10 days and follow up pack for 5 days.

COVID19 VACCINE PFIZER\BIONTECH 1196674-1 65+ years 1 day I had a stroke a day after the vaccine and now going through physical therapy to learn how to walk again

COVID19 VACCINE PFIZER\BIONTECH 1201528-1 65+ years 1 day

My Father had been in his usual state of health when he received his first Pfizer Covid-19 shot on 1/12/2021 
and his second dose on 2/2/2021.  He complained of being tired and chills on 1/13/2021 and again on 
1/20/2021.  He was diagnosed with a UTI and placed on antibiotics on 1/27/2021.  After the second covid-19 
shot on 2/2/2021 my father had a change in his condition on 2/4/2021.  He became very lethargic, more 
confused and unable to speak and was send to the Hospital.    He spent from 2/4/2021 to 2/12/2021  in the 
hospital being treated for a UTI and also was said to have had a Transient Ischemic Attack.  He went to a 
rehab facility for Physical Therapy from 2/12/2021 to 2/19/2021 after which he returned to the Assisted Living 
Facility.  He had another episode of lethargy/unresponsiveness on 2/26/2021 and was once again sent to the 
hospital where they did not show any new findings.  He spent a few days in the hospital before returning to 
his facility where he continued to have periodic episodes of increased lethargy/confusion and decreased 
eating.  He was placed on Hospice and passed away on March 29th.

COVID19 VACCINE PFIZER\BIONTECH 1202320-1 65+ years 1 day Acute stroke

COVID19 VACCINE PFIZER\BIONTECH 1203511-1 60-64 years 1 day Stroke twice Acute idiopathic spontaneous intraparenchymal intracerebral hemorrhage (CMS-HCC) Loss of 
vision in lower left quadrant

COVID19 VACCINE PFIZER\BIONTECH 1203524-1 65+ years 1 day
Patient went to physical therapy on that day.  Then when he came home I could barely get him out of the car. 
patient could barely walk and talking made little sense.  He could not stand on his own. He was taken to 
emergency room by rescue squad.  I thought  he was having a stroke.



COVID19 VACCINE PFIZER\BIONTECH 1205181-1 40-49 years 1 day

mini stroke; having vision issues; having vision issues, she could not focus and started seeing flashing that was 
moving from right to left in both eyes; having vision issues, she could not focus and started seeing flashing 
that was moving from right to left in both eyes; This is a spontaneous report from a contactable consumer 
(patient). This 48-year-old female patient received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), dose 2 via 
an unspecified route of administration, administered in arm left on 23Mar2021 (Batch/Lot number was not 
reported) as a single dose for COVID-19 immunization. The patient received the first dose on 02Mar2021 12:15 
on the left arm. The patient medical history was not reported. Concomitant medication included 
ethinylestradiol, etonogestrel (NUVARING) for birth control. The patient previously took erythromycin and 
experienced allergies. Patient is not pregnant at the time of vaccination. 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. Patient has not been tested for COVID-19 since the vaccination. On 24Mar2021 8:15, patient 
started having vision issues, she could not focus and started seeing flashing that was moving from right to left 
in both eyes, this lasted for about 45 min. Her doctor had the patient go to the ER where they did a CT scan 
thinking of possible mini stroke, no signs of that scan came back clear. AE resulted in emergency 
room/department or urgent care. No treatment received for the adverse events. Patient recovered from the 
events on 24Mar2021 09:00.  No follow-up attempts are needed. No further information is expected.

COVID19 VACCINE PFIZER\BIONTECH 1205199-1 65+ years 1 day

ischemic stroke; vision changes; When looking up her vision was blurry & unclear; fuzzy; This is a spontaneous 
report from a contactable consumer (Patient) reporting on herself. A 73-year-old female patient received 
BNT162B2 (Pfizer BioNTech Covid 19 vaccine, Solution for injection, Lot no: ER0734) on unspecified route of 
administration on right arm (at the age of 73-year-old) as SINGLE DOSE on 28Mar2021 (between 14:30-15:00) 
for covid-19 immunization. There were no prior vaccinations within 4 weeks reported. The patient's relevant 
medical history included ischemic stroke, breast cancer, lymphedema in left arm and tendonitis in her right 
arm. The patient's concomitant medications were not reported. On 29Mar2021, the patient experienced 
vision changes. Upon follow-up (30Mar2021); When looking up her vision was blurry & unclear and the 
symptoms lasted for around one-two hours. On 29Mar2021, the patient looked at the clock on top (about 10' 
away), all the numbers were fuzzy. The patient said the numbers on the clock were 1 in height & she couldn't 
read them & her vision was very fuzzy. The fuzzy vision lasted approximately between 1-1/2 to 2 hours. It was 
reported that the patient vision recovered completely 1-1/2 to 2 hours afterwards. On an unknown date, the 
patient had ischemic stroke. The outcome of the events ischemic stroke, vision changes and vision blurred was 
unknown  Follow up was needed, further information has been requested.



COVID19 VACCINE PFIZER\BIONTECH 1205241-1 65+ years 1 day

stroke; stroke; This is a spontaneous report from a contactable nurse (reporting for her husband). A 65-year-
old male patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Batch/Lot Number: EN6202), dose 
1 via an unspecified route of administration, administered in Arm Left on 11Mar2021 (at the age of 65years) 
as single dose for Covid-19 immunization. Medical history included diabetes from an unknown date and 
unknown if ongoing, stroke from 03Dec2018 to an unknown date, and cancer from an unknown date and 
unknown if ongoing. Concomitant medication included unspecified medication (He is taking medication for his 
diabetes, his stroke the 2nd stoke that he had in last 2 weeks he is taking medication). It was reported that 
the patient had a Covid vaccine this month on 11Mar2021. That was the 1st vaccine the patient had. Next day 
on the 12Mar2021, the patient stated having some unbalanced in walking and in his train of thinking. The 
reporter (nurse) ended up on 15Mar2021 taking the patient to Emergency room, and he had a stroke. The 
reporter stated, ""Now, he had a stroke 2 year before. I called to let you know I talked to the neurologist he 
has sent him to his family doctor for checkup and his family doctor wanted me to let you know that this 
happen. Does not know if there is any relation or not but just to let you all know and this coming Thursday, 
he is supposed to get his 2nd vaccine. I am, just calling to let you know"". The patient was taking medication 
for his 1st stroke and now he is taking medication for his 2nd stroke (treatment). He is taking physical therapy 
and occupational therapy and for his cancer, he is taking medication for that. The patient was hospitalized for 
stroke from 15Mar2021 to 17Mar2021, then he was discharged. The outcome of event was not recovered.  
Follow-up needed; further information has been requested.; Sender's Comments: Event stroke represents an 
intercurrent medical condition and unrelated to BNT162B2 .  The impact of this report on the benefit/risk 
profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including the 
review and analysis of aggregate data for adverse events. Any safety concern identified as part of this 
review, as well as any appropriate action in response, will be promptly notified to Regulatory Authorities, 
Ethics Committees and Investigators, as appropriate.""

COVID19 VACCINE PFIZER\BIONTECH 1206008-1 65+ years 1 day

PMH of CAD, HTN, DM2, atrial fibrillation on Eliquis who was last seen normal at 2330. Family heard a thud in 
pt's bedroom and found him on the ground with left gaze. EMS called, placed pt on a C-collar and brought to 
ED as a stroke code activation. On presentation, pt with left gaze and right hemiparesis and LLE weakness. He 
was non-verbal and not following commands. Head CT showed no acute hemorrhage. CTA with perfusion did 
not show a large vessel occlusion or significant hypoperfusion. Clinical picture suspicious for ictal event so he 
admitted to the NSICU for further workup.

COVID19 VACCINE PFIZER\BIONTECH 1206305-1 40-49 years 1 day

Severe headaches and ear pain on right side of ear.  She thought she was getting migraines (but hadn't 
suffered from migraines in over 20 years).  Went to doctor on 3/3 due to severe pain.  No thoughts of what it 
could be. Continued headaches with no relief.  Received migraine shots in hip on night of 3/11. Severe stroke 
on 3/13.  Should not be at risk for a stroke and does not have any typical factors for being at risk. Has been in 
hospital and in-patient rehab since.  Has a fully occluded clot in her right ICA.

COVID19 VACCINE PFIZER\BIONTECH 1212502-1 60-64 years 1 day pt woke up with an ischemic CVA due to occlusion of the proximal posterior M2 branch of the R MCA the day 
following the vaccine

COVID19 VACCINE PFIZER\BIONTECH 1213011-1 65+ years 1 day

First Dose received 3/1/21:  Patient had severe arthritic reaction in neck for 4 days Second Dose received 
3/22/21:  Patient was having balance problems, facial droop, slurring speech  and left leg and arm weakness.  
Taken to the Emergency room and diagnosed with a right basal ganglia stroke.  Patient was in the hospital as 
an IP until 4/2 and is currently in an Inpatient Rehab facility with mod-max assist, learning to walk and eat.  
He still does not have use of his left arm.  Patient was completely independent prior to this event and his 
mental capacities are intact.

COVID19 VACCINE PFIZER\BIONTECH 1217876-1 40-49 years 1 day

Was talking with husband and commented that I felt a wave of tired coming over me. Immediately following 
the statement I was having difficulties speaking, slurred speech, and my body felt weighted. This lasted 2 
minutes. This experience happened two more times so we left for the ER. Another episode happened while 
checking in the ER and they responded as if I was having a stroke. A 5th episode happened while in the ER 
waiting for a room and a 6th time after admission in the room with a nurse. This last episode was at 1:00pm 
on 3/5/2021. I could feel each of these coming on.



COVID19 VACCINE PFIZER\BIONTECH 1227272-1 65+ years 1 day

massive stroke; massive blood clot in brain next day; This is a spontaneous report from a contactable 
healthcare professional. An 83-year-old female patient received bnt162b2 (PFIZER-BIONTECH COVID-19 
VACCINE), via an unspecified route of administration on 08Mar2021 10:00 (Batch/Lot number was not 
reported) as a single dose for COVID-19 immunization. There were no medical history and concomitant 
medications. Patient is not pregnant at the time of vaccination. Patient did not receive any other vaccines 
within 4 weeks and no other medications within two weeks prior to the COVID vaccine. The patient was not 
diagnosed with COVID-19 prior to vaccination. Patient has not been tested for COVID-19 since the vaccination. 
Patient has no known allergies. On 09Mar2021 19:00, patient had massive blood clot in brain and stroke. AE 
resulted in: emergency room/department or urgent care, hospitalization, life threatening illness (immediate 
risk of death from the event). Patient died on 13Mar2021 with cause of death: massive stroke. Outcome of the 
event ""massive blood clot in brain next day"" was unknown. Autopsy was not performed. Treatment received 
for AEs include anticoagulant.  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 events Stroke and Thrombosis 
cerebral 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.; Reported 
Cause(s) of Death: massive stroke""

COVID19 VACCINE PFIZER\BIONTECH 1227878-1 60-64 years 1 day

having a stroke; I began to experience numbness on my entire left side, left arm; hand weakness, left leg 
weakness; trouble walking/stumbling; speech problems; slurred speech; fatigue; injection site pain; nausea; 
pain in my left hip; This is a spontaneous report from a contactable consumer (patient). A 61-year-old female 
patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE; lot number: ER8727), via an 
unspecified route of administration, administered in left arm on 29Mar2021 16:30 at single dose for COVID-19 
immunisation. The patient's medical history included chronic fatigue syndrome, fibromyalgia, sulfa allergy. The 
patient was not pregnant at the time of vaccination. The patient's concomitant medications were not 
reported. Facility where the most recent COVID-19 vaccine was administered was Pharmacy/drug store. The 
patient did not receive any other vaccines within 4 weeks prior to COVID vaccine. The patient was not 
diagnosed with COVID-19 prior to vaccination and has not been tested for COVID-19 since the vaccination. The 
patient experienced immediate fatigue, injection site pain, nausea, along with pain in her left hip the day 
after her first Covid vaccine on 30Mar2021 05:00 (Tuesday). The injection site pain resolved after a few days, 
but she continued to be exhausted and nauseous all week. On 02Apr2021 (Friday), she began to experience 
numbness on my entire left side, left arm and hand weakness, left leg weakness, trouble walking, speech 
problems, having to really think about her words (her daughter-in-law was typing this as she could not), 
slurred speech, stumbling. Her family was concerned she was having a stroke on 02Apr2021 05:00, but have 
no drooping in her face. She was so scared that she will not be getting her second vaccine. She have not gone 
to a doctor, as she do not have insurance. The symptoms were continuing. No treatment was received for the 
adverse events. The outcome of the event 'injection site pain' was recovered; the events fatigue and nausea 
was not recovered; and unknown for the rest of the events. Events were reported as non-serious.  Information 
on lot/batch number was available. Additional information has been requested.



COVID19 VACCINE PFIZER\BIONTECH 1254987-1 65+ years 1 day

Headache like my head was going to explode/severe headache like migraine/Pain level 10/10; headache like 
migraine/chronic migraine; symptoms of a stroke; weakness on my right side from tongue to nose; weakness 
on my right side from tongue to nose; extreme nausea; general malaise; My shot arm feel like felt like I had 
been hit for several days; This is a spontaneous report from a contactable consumer (the patient). A 74-year-
old female patient received the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Lot Number: 
EN5318) via an unspecified route of administration on 09Feb2021 at age of 74-year-old at single dose for 
COVID-19 immunisation. The patient medical history and concomitant medications were not reported. The 
patient previously took the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: EL3302) 
on 19Jan2021 at age of 74-year-old for COVID-19 Immunization, the patient had no soreness or reaction until 
10days later on 29Jan2021 when she had a low fever ~0.5-1 degree with chills and aches like a fever for 3 
days, the patient experienced aches and pain; hurting all over on 29Jan2021, the patient took no medications, 
there were no further reaction. The second shot given on 09Feb2021, the patient's shot arm felt like she had 
been hit for several days beginning 10Feb2021. On 11Feb2021, the patient got a severe headache like 
migraine. Pain level 10/10. She had chronic migraine with all symptoms of a stroke (extreme nausea and 
weakness on her right side from tongue to nose, extreme headache about left side of the head). The headache 
on 11Feb2021 was overlap headache. On both sides of head and nausea. No other migraine symptoms. It 
lasted for 3 days. The patient was hospitalized due to the event(s) headache like my head was going to 
explode/severe headache like migraine/ chronic migraine. The patient took only butalbital, caffeine, 
paracetamol (FIORICET, 50, 325-40) from 11Feb2021 to 12Feb2021 at 40mg caff for several headache like 
migraine; promethazine (PHENERGAN) from 11Feb2021 to 12Feb2021 at 25mg for several nausea. The patient 
had several events general malaise where she didnot feel like doing her thing until today 30Mar2021. She 
had taken no medications or seen a doctor about it. The outcome of ""headache like my head was going to 
explode/severe headache like migraine/pain level 10/10"", ""headache like migraine/chronic migraine"" was 
recovered in 2021. The outcome of other events was unknown.; Sender's Comments: Linked Report(s) : PFIZER 
INC-2021145090 same patient, same drug, different event, different dose separated in times""

COVID19 VACCINE PFIZER\BIONTECH 1255355-1 Unknown 1 day

He had a stroke; This is a spontaneous report from a contactable consumer (patient's wife). A male patient of 
an unspecified age received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), second dose via an unspecified 
route of administration on 07Apr2021 (lot number and expiration date were not reported) as single dose for 
Covid-19 immunisation. Medical history and concomitant medications were not reported. The patient received 
the first dose of BNT162B2 for COVID-19 immunization. The patient had the second Pfizer dose on unspecified 
date and the next day he had a stroke. The patient's wife was very concerned because she was reading other 
symptoms faced from the Pfizer product. The patient's wife wanted to know if anybody else faced a stroke 
after having the Pfizer shot. The outcome of the event was unknown.   Information about lot/batch number 
has been requested.



COVID19 VACCINE PFIZER\BIONTECH 1255611-1 60-64 years 1 day

he had a stroke; felt pressure on his head; He had slurred speech; he fell as well; At approximately 10:00 pm 
(patient) started having a fever and flu symptoms that lasted into the first day after taking the second covid 
shot; At approximately 10:00 pm (patient) started having a fever and flu symptoms that lasted into the first 
day after taking the second covid shot; This is a spontaneous report from a contactable consumer (patient). 
This 61-year-old male patient received second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot 
number: ER8737) in left arm on 06Apr2021 10:30 am at single dose for COVID-19 immunisation. Medical 
history included ischemic cardiomyopathy, chronic heart failure, pace maker/dif, diabetes, high blood pressure. 
Concomitant medications in two weeks included aspirin, carvedilol, valproate semisodium (DIVALPROEX), 
furosemide, and other medications. The patient previously received first dose of BNT162B2 (PFIZER-BIONTECH 
COVID-19 VACCINE, lot number: EN6205) on 16Mar2021 10:30 AM at 61-year-old in left arm at single dose for 
COVID-19 immunisation, received levofloxacin (LOVENOX) and experienced allergies. No other vaccine in four 
weeks. At approximately 10:00 pm on 07Apr2021, patient started having a fever and flu symptoms that 
lasted into the first day after taking the second covid shot. By the second day, on 08Apr2021 at 6:15 am, 
patient took a shower felt pressure on his head and his arms would not work. He had slurred speech, and he 
fell as well, his lip was curled up on one side and patient sated he thought he was in trouble. He was 
transferred to ER, and they said he had a stroke. He then went to the Neurological ICU where he stayed until 
his discharge three days later. The events resulted in: Doctor or other healthcare professional office/clinic 
visit, Emergency room/department or urgent care, Hospitalization, Life threatening illness (immediate risk of 
death from the event), Disability or permanent damage. Patient was hospitalization for 3 days. Treatment 
received for all the events in patient hospitalization. No COVID prior vaccination, no COVID tested post 
vaccination. Outcome of the events was not recovered.

COVID19 VACCINE PFIZER\BIONTECH 1265950-1 60-64 years 1 day

thought she was having a stroke; severe cramp in her left leg below the knee to her toes and it is extremely 
painful; This is a spontaneous report from a contactable consumer (patient). A 60-year-old female patient 
received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), dose 1 via an unspecified route of administration in 
the right arm on 09Apr2021 (Batch/Lot number was not reported) as single dose for covid-19 immunisation. 
Medical history included ongoing blood pressure high diagnosed about 7-8 years ago. The patient's 
concomitant medications were not reported. The patient got her first dose of the Pfizer Covid vaccine on 
09Apr2021. On Saturday, 10Apr2021, she got this severe cramp in her left leg below the knee to her toes and 
it is extremely painful and thought she was having stroke. She stated that she was treating with a warm 
cloth and was going to go to the emergency room; rubbing down in case there is a blood clot. She wanted to 
know if this could be from the vaccine. The outcome of the events was not recovered.  Information on the 
lot/batch number has been requested.



COVID19 VACCINE PFIZER\BIONTECH 1269504-1 65+ years 1 day

mild stroke; loss of taste and smell; loss of taste and smell; fatigue; headache; This is a spontaneous report 
from a contactable consumer (patient). A 72-year-old non-pregnant female patient received the second dose of 
BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE; solution for injection; Lot Number: EN8732) via an 
unspecified route of administration on 23Mar2021 at 08:45 (at the age of 72-years-old) as a single dose for 
COVID-19 immunisation. Medical history included high blood pressure, high cholesterol, and a-fib (atrial 
fibrillation), all from unspecified dates and unspecified if ongoing. The patient was not diagnosed with COVID-
19 prior to vaccination. The patient had no known allergies. Concomitant medications (""other medications in 
two weeks"") included carvedilol, hydrochlorothiazide and losartan, all taken for unspecified indications on 
unspecified dates. The patient did not receive any other vaccine within four weeks prior to the COVID-19 
vaccine. The patient previously received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA 
VACCINE; solution for injection) via an unspecified route of administration on an unspecified date as a single 
dose for COVID-19 immunisation. On 24Mar2021 the patient experienced loss of taste and smell, fatigue and 
headache and on 26Mar2021 the patient experienced mild stroke. All events resulted in an emergency room 
visit and resulted in hospitalization from 26Mar2021 to 29Mar2021. The clinical course was reported as 
follows: ""Second dose on 23Mar2021, loss of taste and smell, fatigue, headache on 24Mar2021 and 
25Mar2021. Went to (Hospital name) on Friday 26Mar2021 and diagnosed with a mild stroke. Stayed in 
hospital until Monday 29Mar2021. Prescribed a blood thinner (Eliqus) per already engaged cardiologist. As of 
13Apr2021 still no taste or smell; gaining energy."" Therapeutic measures were taken in response to the 
adverse events and included treatment with ""medications to lower blood pressure and a blood thinner"". The 
patient underwent a nasal swab COVID-19 test post vaccination on 26Mar2021 which was negative. The 
clinical outcomes of the events loss of taste and smell were not recovered; mild stroke, fatigue and headache 
were recovered/resolved on unspecified dates.""



COVID19 VACCINE PFIZER\BIONTECH 1278466-1 65+ years 1 day

stroke caused by a blood clot; stroke caused by a blood clot; right arm went completely numb; She is tired; 
shortness of breath; her eyes were blurry; her head felt like somebody put a spike in it on the right side; sore 
arm; This is a spontaneous report from a contactable consumer.  A 77-year-old female patient received the 
first dose of BNT162B2  (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of administration, 
administered in Arm Left on 06Feb2021 13:15 (Lot Number: EM9809) (at age of 77-year-old) as single dose for 
COVID-19 immunisation. Medical history included colitis ulcerative from Oct2020 (dropped weight, she 
dropped from 127 pounds to 109 pounds) , cardiac disorder, atrial fibrillation, and osteoporosis, all were 
ongoing. Concomitant medications included carvedilol taken for cardiac disorder, atrial fibrillation from an 
unspecified start date and ongoing; cyanocobalamin (VITAMIN B12) taken for cardiac disorder from 2018 
(reported as has taking it close to 3 years) and ongoing; denosumab (PROLIA) taken for osteoporosis from an 
unspecified start date and ongoing; ubidecarenone (Q10) taken for cardiac disorder from unknown start date 
and ongoing; calcium, colecalciferol (CALCIUM + D3) taken for osteoporosis from 2020 (reported as a year ago) 
and ongoing; influenza vaccine (FLU VACCINE VII) taken for an unspecified indication, start and stop date were 
not reported, and vitamins NOS (MULTIVITAMIN) from an unspecified start date and ongoing, the patient 
started taking it when she was a senior in high school and stated because she is not the best eater in the 
world.  There was no prior vaccinations (within 4 weeks). AE(s) following prior vaccinations: The patient 
stated arm is sore with flu shot and probably did when she was little when she got the loaded shot, the 
mumps one. She wouldn't remember that because she was little.  The patient experienced stroke caused by a 
blood clot on 20Feb202114:30 with seriousness criteria hospitalization, sore arm on 07Feb2021, and right arm 
went completely numb, tired, shortness of breath, her eyes were blurry, her head felt like somebody put a 
spike in it on the right side on an unspecified date.  The event stroke caused by a blood clot result in 
emergency room visit.The patient was hospitalized for stroke caused by a blood clot from 23Feb2021 to 
24Feb2021.  The patient reported that she received the first dose and she is thankful she got it on 06Feb2021 
and the only side effect she had was a sore arm. Stated on 20Feb2021 she had a stroke caused by a blood clot 
obviously, she ended up in the hospital. She didn't think at the time, doesn't fault the physicians that took 
care of her. She didn't think it was related and her eldest son thought it was related. The patient stated they 
thought it was a mild stroke and after they did the C scan the neurosurgeon, while she was lying in the 
hospital bed, looked at her assistant and said he couldn't believe that she was talking and walking. The 
patient stated part of it was ignorance on her part, everyone thought it was the left side that numbs, but 
hers was the right side. Stated she didn't fall, she dropped something and went down to get it and her right 
arm went completely numb and she couldn't get back up and she tried to push with legs and couldn't get up. 
Stated  all of a sudden her eyes were blurry and then she never gets headaches and her head felt like 
somebody put a spike in it on the right side, stated  it is supposed to affect the left side. stated she has a 
heart problem. The patient stated she had a sore arm for about a week, lasted for a few days. stated she gets 
a  sore arm with the flu shot. stated when she would roll over to lay on her left side and roll over on that arm 

COVID19 VACCINE PFIZER\BIONTECH 1278500-1 60-64 years 1 day

stroke; he could not speak; diarrhea; vomiting; This is a spontaneous report from a contactable physician. A 63-
years-old male patient received bnt162b2 (BNT162B2), intramuscular on 12Mar2021 as single dose for COVID-
19 immunization at a workplace clinic. Medical history was reported as none. There was no known allergies. 
There was no vaccine administered in four weeks. There were no concomitant medications.  On 13Mar2021, 
the patient experienced diarrhea and vomiting for 8 hours and 2 days later on 15Mar2021, he could not speak 
so patient went to the hospital and was told he had a stroke. The patient underwent lab tests and procedures 
which included SARS-COV-2 test, pcr swab test: negative on 14Mar2021. Therapeutic measures were taken as 
a result of the events which included aspirin, clopidogrel (PLAVIX), atorvastatin calcium (LIPITOR), evolocumab 
(RAPATHA). The events caused hospitalization. The patient recovered from the events on an unknown date.  
Information on batch/lot number has been requested.; Sender's Comments: Based on temporal association, a 
contributory role of bnt162b2 (BNT162B2) to the reported events of diarrhea, vomiting, could not speak and 
stroke cannot be excluded. The case will be reassessed once more 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 1278550-1 30-39 years 1 day

thrombotic strokes; right cerebellar stroke; vertebral artery dissection/ tore a vertebral artery in her neck; 
two sub acute strokes; vertigo; nausea; weakness; fatigue; sore arm; mild chills; body aches; This is a 
spontaneous report from a contactable consumer (patient). A 37-year-old female patient received second dose 
of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection; Lot Number: EN5318) via an 
unspecified route of administration, administered in Arm Left, at the age of 37-year-old, on 04Feb2021 16:30, 
as SINGLE DOSE for covid-19 immunisation.  Medical history was not reported. The patient did not receive any 
other vaccines 4 weeks prior. Concomitant medication included ongoing drospirenone, ethinylestradiol 
(DROSPIRENONE/ETHINYLESTRADIOL) taken for contraception.  The patient received the first dose of 
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection; Lot Number: EL3302) single dose, at 
the age of 37-year-old, on 14Jan2021 1500PM in the left arm, for covid-19 immunisation and experienced 
fatigue and a sore arm. On 05Feb2021, the patient experienced fatigue, sore arm, mild chills, and body aches. 
On 08Mar2021, the patient was hospitalized because of vertebral artery dissection after an intense workout 
that morning/ she tore a vertebral artery in her neck which she immediately clotted and led to her having a 
stroke. The patient had vertigo, nausea and weakness on 08Mar2021 and went to the ER and they found she 
had a thrombolytic stroke in the cerebellum as a result of the vertebral artery dissection. The patient was 
admitted to the hospital on 08Mar2021 then she was discharged 11Mar2021. While she was in the hospital, 
they did an MRI and found two sub-acute thrombolytic strokes or blood clots in her brain. The patient tore the 
artery in her neck which led to the right cerebellar stroke; her blood was really clotty but they could tell by 
the imaging that the two subacute blood clots that led to having the other two strokes were there 
approximately three weeks before but not much older than that (without exhibiting symptoms, so she had 
three thrombotic strokes in total). Since she was discharged she has been out of work and will be on FML for 
two to three months and going to physical therapy from the effects of the strokes. Adds while she was in the 
hospital they were trying to determine the cause of the two sub-acute strokes that were unrelated to the 
dissection. They did several tests including: EKG which was normal; TEE scope down her throat to look at her 
heart which was normal; and blood work to check for a clotting disorder which was also all normal.  So far 
nothing has been found. Outcome of mild chills, body aches, and sore arm was recovered on 06Mar2021; 
outcome of vertebral artery dissection and right cerebellar stroke was recovering; while it was unknown for 
the other events.



COVID19 VACCINE PFIZER\BIONTECH 1279311-1 40-49 years 1 day

stroke/mini stroke; he couldn't move/loss of motor function/movements were off; Loss of motor function 
including movement and speech/couldn't speak; head was very tingly; speech was not slurred but more like 
there was an impediment; he couldn't move his mouth properly, his tongue and the bottom of his jaw wasn't 
moving like he wanted it to; Caller states he thought he was going to die, his body was shutting down; 
behavior change; his legs are shaky; eyes feel a little dry; thumbs weren't working right; rule out MS or 
Parkinson's; rule out MS or Parkinson's; I have had some sort of off feeling in my head, occasionally worse 
than other days/feels like he has a really tight cap on his head; he was a little dry thought he may be 
dehydrated; very tired; pounding headache in the back of his head constantly; he was twitching; really off-
feeling; digestive issues/digestive problems; eyes were real mucusy/First week mucous in my eyes/could be 
allergy; eyes were real mucusy/First week mucous in my eyes/could be allergy; This is a spontaneous report 
from a contactable consumer (patient). A 45-year-old male patient received the first dose of bnt162b2 (PFIZER-
BIONTECH COVID-19 VACCINE, Lot Number: ER2613), via an unspecified route of administration, administered 
in Arm Left on 25Mar2021 as single dose for COVID-19 immunization on an unspecified facility. There were no 
medical history. No known allergy. The patient had no health issues with any severity, he is pretty athletic, 
pretty healthy. The patient's concomitant medications were not reported. No COVID-19 prior to vaccination. 
On 26Mar2021, the patient had digestive issues/digestive problems, eyes were real mucus, first week mucous 
in my eyes which could be allergy which resolved on 01Apr2021. On 06Apr2021 08:00 the patient reported 
that he couldn't move/loss of motor function and movements were off but his cognitive functions were fine, 
loss of motor function including movement and speech/couldn't speak, had some sort of off feeling in my head, 
occasionally worse than other days/feels like he has a really tight cap on his head, suffered a stroke or mini 
stroke and was sent to the emergency room. On 06Apr2021 at unspecified time the patent couldn't move his 
mouth properly, his tongue and the bottom of his jaw wasn't moving like he wanted it to, head was very 
tingly, speech was not slurred but more like there was an impediment, very tired, pounding headache in the 
back of his head constantly, he was a little dry thought he may be dehydrated, he was twitching, really off-
feeling, and states he thought he was going to die, his body was shutting down. On an unspecified date, the 
patient had eyes feel a little dry, thumbs weren't working right, his legs are shaky, and noticed behavior 
change. The patient was hospitalized for 3 days from 06Apr2021 to 09Apr2021 due to thought he was going 
to die, his body was shutting down, stroke/mini stroke, couldn't move his mouth properly, his tongue and the 
bottom of his jaw wasn't moving like he wanted it to, couldn't move/loss of motor function/movements were 
off, head was very tingly, speech was not slurred but more like there was an impediment, loss of motor 
function including movement and speech/couldn't speak. The patient underwent lab tests and procedures 
which included IGG antibody test: positive and IGM antibody test: negative both on 19Apr2021, computerised 
tomogram: showed nothing on 06Apr2021, echocardiogram: unknown result on unspecified date, magnetic 
resonance imaging brain: showed nothing both on an unspecified date in Apr2021 (not sure if 15Apr2021 or 
16Apr2021) and on 07Apr2021, COVID-19 test: negative on 06Apr2021, repeat COVID-19 test: negative on 



COVID19 VACCINE PFIZER\BIONTECH 1294690-1 65+ years 1 day

stroking; this next am my blood pressure went up to 210/110 and HR 130 with a pounding headache.; this next 
am my blood pressure went up to 210/110 and HR 130 with a pounding headache.; this next am my blood 
pressure went up to 210/110 and HR 130 with a pounding headache.; This is a spontaneous report from a 
contactable nurse reporting for herself. A 67-year-old female patient received the first dose of BNT162B2 
(PFIZER-BIONTECH COVID-19 mRNA VACCINE) (lot number EW01B1/expiration date: not provided), via an 
unspecified route of administration, on 19Apr2021 (at the age of 67 years old) as a single dose in the left arm 
for COVID-19 IMMUNIZATION. Relevant medical history included ongoing hypertension (HTN) and COVID-19 on 
an unspecified date. The patient had known allergies to ciprofloxacin (CIPRO), latex and iodine. 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 losartan. The patient did not receive any other vaccines within 4 
weeks prior to the COVID vaccine. On 20Apr2021 at 12:00AM, the patient reported that after having her first 
vaccine on 19Apr2021, the next morning her blood pressure went up to 210/110 and HR 130 with a pounding 
headache and reported ""thought I was stroking"". The patient received treatment for these events which 
included extra medicine: an extra dose of losartan, clonopin and two acetaminophen (TYLENOL) and slept 24 
hours. The outcome of the events blood pressure went up, heart rate increased, headache and ""thought I was 
stroking"" was recovering. Since the vaccination, the patient had not been tested for COVID-19.; Sender's 
Comments: Based on chronological connection to the vaccine, a causal relationship between reported events 
and  BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE) cannot be excluded. The impact of this report on 
the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, 
including the review and analysis of aggregate data for adverse events. Any safety concern identified as part 
of this review, as well as any appropriate action in response, will be promptly notified to Regulatory 
Authorities, Ethics Committees and Investigators, as appropriate.""

COVID19 VACCINEUNKNOWN MANUFACTURER 1122561-1 65+ years 1 day Patient had a stroke the day following immunization.

COVID19 VACCINEUNKNOWN MANUFACTURER 1211380-1 60-64 years 1 day Dizziness, double vision, Rt mid brain stroke, third nerve palsy, begin shortly vaccine, hospitalization began 
04/03/2021

COVID19 VACCINE JANSSEN 1154739-1 50-59 years 2 days Ischemic stroke right cerebellar, left thalamic

COVID19 VACCINE JANSSEN 1189990-1 50-59 years 2 days

Patient reports: 3/20/21 began experiencing tingling feeling in all four limbs at different times 3/28/21 
experienced slurred speech 3/30 experienced what he describes as near blindness-was driving down road and 
all of a sudden most of visual field went black and could only see the white line of the road.  Was close to 
hospital and was able to see enough to get himself to the hospital. Patient reports he was hospitalized at 
Hospital from 3/30/21-4/1/21 and was diagnosed as having a stoke

COVID19 VACCINE JANSSEN 1202072-1 65+ years 2 days

PATIENT WOKE UP AT 12 AM THROWING UP BLOOD AND FEELINGS OF PASSING OUT, 911 WAS CALLED AND 
AMBULANCE TOOK HER TO HOSPITAL, WHERE THEY DETERMINED IT WAS A STROKE AND MOVED HER TO 
ANOTHER HOSPITAL, WHERE CURRENTLEY BEING TREATED DETERMINED BLOOD CLOT IN BRAIN. MOST LIKELEY 
DUE TO VACCINE SHOT.

COVID19 VACCINE JANSSEN 1203360-1 50-59 years 2 days

PATIENT CALLED Hospital 04-13-21 AND REPORTED HE HAD A STROKE 2 DAYS AFTER  VACCINATION AND 
WENT TO another HOSPITAL. HE VERBALLY STATES IS HAVING PHYSICAL THERAPY FOR THIS STROKE. 
ENCOURGAED PATIENT TO SELF REPORT THIS EVENT. PATIETN WAS CALLING Due to THE TV NEWS 
NOTIFICATION OF THE J&J VACCINE PLACED ON HOLD DUE to IT CAUSING STROKES AND BLOOD CLOTS.   
PATIENT NOR DID HOSPITAL NOTIFY original HOSPITAL ON THIS PATIENT STROKE EVENT.

COVID19 VACCINE JANSSEN 1214553-1 65+ years 2 days

2 days after vaccination, patient started having vertigo, nausea and headaches. That day she tried to notify 
her doctor unsuccessfully. 2 days after that patient's headache became extreme and she lost her vision in one 
eye. Family doctor prescribed migraine medication and referred her to her eye doctor for the next day.  The 
eye doctor told her he believes she had a stroke after a full exam. Stroke confirmed with MRI per family 
doctor. The stroke was in the occipital area. Referred to neurologist at present time. Vision loss persists. 
Patient is starting physical therapy and following up with neurologist, eye doctor and cardiologist.

COVID19 VACCINE JANSSEN 1219335-1 65+ years 2 days TIA, RASH, BLURRED VISION, MOUTH TINGLING, TROUBLE WITH SPEECH

COVID19 VACCINE JANSSEN 1222038-1 60-64 years 2 days
Experienced a TIA (Transient Ischemic Attack - mini stroke) approximately 40 hours after receiving vaccination.



COVID19 VACCINE JANSSEN 1238121-1 60-64 years 2 days Found seizing approximately 48 hours after vaccine.  It was confirmed that he had a stroke on 3/12/21.

COVID19 VACCINE JANSSEN 1238678-1 18-29 years 2 days
Adverse event: Ischemic Colitis most likely from a blood clot Symptoms: stomach pain -> severe diarrhea -> 
diarrhea of only blood, no stool for 24 hrs Symptoms began Saturday after vaccination (which was 
administered Thursday afternoon) Treatment: hospitalization, steroids, antibiotics

COVID19 VACCINE JANSSEN 1267192-1 65+ years 2 days

Patient received her shot and felt very weak within 24 hours.  The week of 4/4/2021 began to feel dizzy and 
stated she felt unwell.  Her blood pressure and heart rate were taken and she was having an elevated heart 
rate.  Her normal heart rate is around 50 BPM and her heart rate jumped to over 100 BPM.   This continued 
on and off for a couple of weeks.  The week of 4/18/2021, began having shortening of breath.    On 4/25/2021, 
was found in her home unresponsive. Suffered a stroke and was taken to a hospital.  She was transferred to a 
hospice unit on 4/26/2021. She passed away on 4/28/2021

COVID19 VACCINE MODERNA 0947129-1 65+ years 2 days Resident received Moderna vaccine on 12/23/2020 around 5 pm.  At approximately 3:35 am on 12/25/2020, 
resident had a CVA and died on 1/1/2021 at 3:00 am.

COVID19 VACCINE MODERNA 0974313-1 50-59 years 2 days

Patient vaccinated on 1/22.  The next morning (1/23), patient experienced diminished sensory and motor 
function in left arm and leg, as well as facial numbness.  Presented to the hospital on 1/24, and was found to 
have a small stroke in pontine medullary junction.  Discharged on 1/25.  There is some suspicion that her 
COVID infection in December may have precipitated this, and patient is currently being evaluated for 
coagulation disorders, primarily antiphospholipid antibody testing.  It is unlikely that the vaccine contributed 
to this, but given close timeline between the two, filing this report.

COVID19 VACCINE MODERNA 0985015-1 65+ years 2 days There were no signs of adverse affects from vaccine. She was admitted to hospital due to stroke.

COVID19 VACCINE MODERNA 0994015-1 65+ years 2 days Cardiac arrest of unknown etiology.  Sudden collapse with PEA  requiring  CPR and intubation. Now has severe 
anoxic encephalopathy and expect death.

COVID19 VACCINE MODERNA 0997081-1 65+ years 2 days Pt suffered stroke on 1-23-21, 2 days after getting vaccine.
COVID19 VACCINE MODERNA 1002039-1 65+ years 2 days on 1/31/2021 she had a small stroke and she is still getting therepy.

COVID19 VACCINE MODERNA 1005616-1 40-49 years 2 days Stroke two days after vaccination, CVA hemorrhage, aneurysm (hospitalized ICU 08 January 2021, currently 
requires daily physical therapy and has walker to ambulate).

COVID19 VACCINE MODERNA 1006566-1 65+ years 2 days unknown if it was moderna or pfizer.  Vaccine administered elsewhere so details are not known to me.  Pt 
received vaccine on Friday and was admitted to hospital Sunday 1/17 with CVA, right sided weakness.

COVID19 VACCINE MODERNA 1009821-1 65+ years 2 days
Ischemic stroke 2 days following vaccine administration resulting in hospitalization.  Symptoms began with 
left lower extremity weakness. The patient also reported a low-grade fever as well as fatigue and generalized 
weakness following vaccine.

COVID19 VACCINE MODERNA 1026534-1 65+ years 2 days resident had a stroke, sent to the hospital and died 4 days later
COVID19 VACCINE MODERNA 1028597-1 50-59 years 2 days R thalamic stroke 2 days after 2nd dose of Moderna vaccine with L sided numbness acute in onset

COVID19 VACCINE MODERNA 1031925-1 65+ years 2 days

On 2/9/2021 experienced headache, chills, and sore arm 0n 2/10/2021 still experiencing similar side effects but 
know light headed On 2/11/2-12: 930AM experienced a TIA . I totally believed it was a by product of the 
Covid shot - 1st dose. Had to go to ER and go through series of tests. Now on blood thinner. Since this occurred 
i know of 2 people that had similar results and experienced a stroke with 2 of them experiencing major stroke 
and died.  people had similar results Now I don't think I will take second dose - very scared NOTE: I was in 
great shape prior to this vaccine

COVID19 VACCINE MODERNA 1034192-1 65+ years 2 days
Patient presented with spontaneous IVH of small vessel origin with essentially no past medical history. She 
then acutely developed mesenteric ischemia. Died due to all dead small bowel which also appeared to be 
small vessel disease and not embolic/thrombotic. This process started one week after

COVID19 VACCINE MODERNA 1038147-1 65+ years 2 days Patient went into new-onset atrial fibrillation, resulting in a catastrophic stroke. Patient passed away on 2/11 
as a result of the stroke.



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 1046628-1 65+ years 2 days daughter stated patient was found on the floor at her facility and was transported to the hospital where she 
was diagnosed with a CVA.  Unknown if this event was related to her COVID vaccine.

COVID19 VACCINE MODERNA 1065706-1 60-64 years 2 days Acute CVA with Multiple small Infarcts to left Pariaetal and occipitral area  Admitted to Medical Center  
Admit 02/19/2021,  DC 02/22/2021

COVID19 VACCINE MODERNA 1070922-1 65+ years 2 days

On Monday night, Day 4, I woke at 11 p.m. with chills and shaking, temperature of 99.9 F. Went to the 
bathroom, urinated, took Tylenol and went back to bed. Woke again at 2:00 a.m, still chilled, and tried to 
stand up and my legs wouldn't hold me. I managed to lift myself to my feet and clutching furniture get to the 
bathroom, with complete loss of bladder control on the way. Took more Tyleonol, drank more water, put on 
clean pajamas but couldn't lift my knees to step into them, had to put them on the floor and pull them up. 
Went to sleep eventually. When I woke at about 5 a.m., all was completely normal. No fever, legs fine, usual 
bladder control.

COVID19 VACCINE MODERNA 1094724-1 65+ years 2 days at 6am 2 days after shot, he had slurred speech, face droop, confusion, weak left side, couldn't stand up. He 
went to the emergency room.

COVID19 VACCINE MODERNA 1100962-1 50-59 years 2 days

Nursing staff was informed that the patient was having a hard time walking and was not able to speak, just 
mumble.  Presented with rapid eye movement, lip smacking, equal grips bilaterally although difficulty lifting 
arms.  When asked about pain, pointed to R forehead.   136/99, 79, 20, 99.6.  Appears uncomfortable and 
continuous mumbling.  To local hospital via ambulance and admitted.  Presumed CVA

COVID19 VACCINE MODERNA 1105125-1 65+ years 2 days Patient had a hemorrhagic stroke



COVID19 VACCINE MODERNA 1105820-1 65+ years 2 days

Patient  seen and evaluated by PA-C. with myself.  We agreed on the clinical findings and implemented our 
plan together.  Please see PA's note for details.  All relevant procedures supervised. Patient arrived to the 
emergency department due to respiratory symptoms, hypoxic, reported that Wednesday he received his 2nd 
dose of COVID vaccine.  His initial workup was concern for NSTEMI with elevated troponin and peaked T-
waves,  his chest x-ray concerning for COVID/pneumonia.  Patient initially tolerated oxygen by nasal cannula 
and sepsis protocol was started including IV fluid resuscitation that was done cautiously due to the concern of 
COVID with respiratory failure.  The biotics were given.  PA-C readdressed code status with patient who 
confirmed that his DNR DNI, she so contacted his daughter.   Patient had multiorgan failure including acute 
kidney injury, and pneumonia with respiratory failure +/- respiratory failure.  Due to the concern of NSTEMI 
patient was initially going to be transfer to was hospital and transfer was started.  Patient respiratory status 
started deteriorating and his blood pressure dropped slightly but improved after 500 cubic centimeters of IV 
fluid and he was also placed on a NIPPV. Around 6:00 p.m. patient has significantly desaturation and he 
discontinued himself NIPPV.   Due to inability to intubate patient, he was ventilated with BVM, patient is 
slowly improved saturation levels and was opening his eyes, he was placed on a non-rebreather.  At this point 
there is high concern of ARDS and due to inability to intubate or give for the respiratory support His daughter 
was at bedside and updated of current medical status and poor prognosis.  Patient continued deteriorating 
and at this point he had agonal breathing.   His daughter was at bedside and she was made aware of the 
futile prognosis of patient due to his respiratory failure.   Patient rapidly became bradycardic and went into 
cardiac arrest.   No CPR was done due to the DNI DNR status of the patient.    Critical Care Procedure Note 
Authorized and Performed by: MD  Total critical care time: Approximately 30 minutes Due to a high 
probability of clinically significant, life threatening deterioration, the patient required my highest level of 
preparedness to intervene emergently and I personally spent this critical care time directly and personally 
managing the patient. This critical care time included obtaining a history; examining the patient; pulse 
oximetry; ordering and review of studies; arranging urgent treatment with development of a management 
plan; evaluation of patient's response to treatment; frequent reassessment; and, discussions with other 
providers. This critical care time was performed to assess and manage the high probability of imminent, life-
threatening deterioration that could result in multi-organ failure. It was exclusive of separately billable 
procedures and treating other patients and teaching time. Please see MDM section and the rest of the note 
for further information on patient assessment and treatment.   PE:   VITAL SIGNS:   BP: 126/75   Pulse: (!) 122   
Resp: (!) 40   SpO2: (!) 82 %   Temp: 98.1 ¶F (36.7 ¶C)   Height: 5' 8"" (172.7 cm)   Weight: 152 lb (68.9 kg) 
General:  Alert, nontoxic, in no acute distress. Lungs:  Clear to auscultation bilaterally.   CLINICAL IMPRESSION:  
1. Sepsis with acute hypoxic respiratory failure and septic shock, due to unspecified organism (HCC)  2. 
Suspected COVID-19 virus infection  3. NSTEMI (non-ST elevated myocardial infarction) (HCC)  4. Multifocal 
pneumonia  5. ARDS (adult respiratory distress syndrome) (HCC)  6. Acute kidney injury (HCC)      Further care 
and disposition otherwise as outlined by PA.             ED on 2/14/2021   Revision & Routing History   Detailed 



COVID19 VACCINE MODERNA 1111260-1 65+ years 2 days

TIA diagnosis at hospital; Conscious after fall; Dizzy/ lightheadedness; Head bump (temple area and ear caused 
by hit sink during fall); A spontaneous report was received from a consumer who was also a 90-years-old, 
female patient who received Moderna's COVID-19 Vaccine (mRNA-1273) and experienced transient ischemic 
attack, fall, dizzy lightheadedness, and a head bump.   The patient's medical history, as provided by the 
reporter, included transient ischemic attack; the patient experienced 3 events in 2020.  No relevant 
concomitant medications were reported.   On 23 Jan 2021, prior to the onset of the events, the patient 
received the first of two planned doses of mRNA-1273 (Lot number 030L20A) intramuscularly for prophylaxis of 
COVID-19 infection.   On 25 Jan 2021, the patient experienced dizzy lightheadedness and a fall, resulting in a 
head bump in her temple and ear caused by hitting the sink as she fell. The patient was hospitalized following 
the fall and diagnosed with transient ischemic attack.   On 26 Jan 2021, the patient received magnetic 
resonance imaging and a laboratory test.  On 27 Jan 2021, the lightheadedness and head bump had resolved.  
Action taken with mRNA-1273 in response to the event(s) was not reported.   The outcome of the events, 
transient ischemic attack and fall, was considered resolved on 25 Jan 2021. The outcome of the events, 
lightheadedness and head bump, was considered resolved on 27 Jan 2021.; Reporter's Comments: This case 
concerns a 90-years-old female patient with a relevant medical history of three TIA within last year, who 
experienced a serious unexpected event of Dizziness and Transient ischaemic attack and non-serious 
unexpected events of Fall and Head injury.  The events of occurred approximately 2 days after first dose of 
mRNA-1273, lot # 030L20A. 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. However, patient's advanced age and prior history of TIA are considered significant confounders.

COVID19 VACCINE MODERNA 1111710-1 65+ years 2 days Became dizzy and left leg feeling full.  Stroke, Hospitalized in ICU, regular room, then rehab, now home health 
care

COVID19 VACCINE MODERNA 1116828-1 65+ years 2 days
I had a painful nodule on the left side of my neck, I applied pressure to it and I had complete loss of sensation 
and paralysis in my right arm that lasts 5-7 hours. MRI confirmed I had a small stroke. 85% recovered. fatigue 
and loss of energy.

COVID19 VACCINE MODERNA 1117222-1 65+ years 2 days Stroke - CVA - craniotomy & evacuation of IHC hematoma.

COVID19 VACCINE MODERNA 1118197-1 65+ years 2 days

2 days after receiving the second moderna vaccine my father experienced a stroke. He was transported to the 
emergency room  medical center where he went thru a procedure to remove a clot in his left side brain. Prior 
to this vaccine my father was in good health and was very active and still works and owns and operates a 
restaurant. He has never had any problems like this before the vaccine. One day after the vaccine he was 
complaining about a pain on the left side of his neck area. He was doing paperwork at approx 7:40pm when he 
experienced the stroke. I had to call 911.  My father is currently at the medical center recovering from the 
incident.

COVID19 VACCINE MODERNA 1122360-1 65+ years 2 days

No immediate adverse reaction. No fever. Day 2 post vaccination fatigue, blurred vision, confusion, weakness, 
lethargy, inability to concentrate, loss of balance, anxiety feeling weird.  Symptoms would come- had to lay 
down-last ~2 hours-feel okay.  Again, same symptoms would start; 4-5 times a day every day.  By day 7 post 
vaccination symptoms were severe; activities of daily living severely compromised. Blood pressure elevated 
180's/100's (no history of hypertension).  Emergency room visit was unremarkable.  Next morning, 
03/15/2021, EMS called to home.  Blood pressure 217/112 finger stick 178 (no history diabetes).  Transported 
to ER.  B/P remained elevated.  Cardiac negative.  Head CT negative. Medications given in ER: Labatelol 10mg 
IV.  Monitored and released to home.  Diagnosis:  Hypertensive Encephalapathy with TIA's. New onset 
hypertension. Meds: Lisinopril 10 mg daily.  Seen by primary care on 03/17/2021. Elevated blood pressure 
continued 150/100's.

COVID19 VACCINE MODERNA 1124292-1 65+ years 2 days

March 6th noticed right hand going numb but cleared up within 10 minutes.  March 7th right hand went numb 
again and had vision problems with right eye, cleared up in about 15 minutes.  March 9th right hand and right 
side of face went numb.  Went to hospital and was examined and told I was having a stroke.  I was admitted 
to hospital for two days.  MRI showed that I had a stroke and now have some brain tissue damage.  I and now 
going to occupational therapy to regain use of right hand.  The Doctors thought that it was pretty 
coincidental that my first stroke symptom (transient numb right hand on the 6th) started just a couple days 
after I got the second dose of the moderna vaccine.



COVID19 VACCINE MODERNA 1127860-1 65+ years 2 days

Not sure if covid vaccine caused this, but this is what happened - Received covid vaccine.  two days later had 
violent shakes in the night.  Immediately went to get a covid test out of precaution.  Tested negative for 
covid, but positive for ""flu b"".  Went home to treat flu with fluids and rest.  Got no better.  Went to heart 
doctor out of precaution, full work up...everything checked out great.  Went home, got no better.  Went to 
primary care physician, full work up...found a ""spot"" on left lung.  Was given antibiotics and steroids, go 
home and in a few days will be getting better.  3 days later became incapacitated and had to be rushed to ER.  
Was admitted into hospital for 6 days to treat ""pneumonia"".  Also possible UTI and sepsis.  Also while in 
hospital found out that a mini stroke had happened.  Treatment went well, oxygen levels were good.  Was 
released with glowing reports.  24 hours later at home had to be rushed to ER again after becoming 
incapacitated..  Was admitted again  7 more days.  During this time everything took a nose dive in succession.  
Lungs were failing, multiple unexplained strokes were happening (while on blood thinners, had been on blood 
thinner 15 years...after first stroke they changed to another blood thinner...only more strokes).  After so 
many strokes and compounding of strokes, his neuro function started failing.  He was put on life support.  
While on life support his organs started failing.  He had to be put on comfort mode and was dead within 8 
hours.  A perfectly healthy 77 year old man who had never been sick a day in his life (literally)  got his 2nd 
covid shot,  two days later he fell ill.  From that point on his health spiraled out of control until his death on 
March 19th.  Every doctor (pulmonologist, cardiologist, neurologist, and all attending doctors said that it was 
""atypical and abnormal"" what was happening.  It should not have happened.  180 degrees from normal.""

COVID19 VACCINE MODERNA 1128609-1 65+ years 2 days

pt had a headache and some dizziness.  Next day he had gargled speech and unsteady on his feet so 911 was 
called.  He was transported by EMT to ER .  They started TPA protocol  upon arrival in the ER.  He had CT, 
MRI, Doppler study of heart and carotid, blood work.  He was diagnosed w/ a stroke and then admitted to ICU 
where he was kept overnight.  He saw a cardiologist, Internist, and Neuro doctors.  He speech was clear by 
3/21/2021 and was released to FU w/ his physicians.

COVID19 VACCINE MODERNA 1129562-1 65+ years 2 days

Pin Stroke; A spontaneous report was received from a consumer concerning a 66-year-old,  female patient, 
who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced event  pin stroke.  The patients 
medical history was not provided. Products known to have been used by patient with in last two weeks 
included montelukast  , alendronate and varenicline tartrate.  On  04-Mar-2021, prior to the onset of the 
events, the patient received their first  of two planned doses of mRNA (Lot number: 010A21A ) through 
intramuscular route of administration in the left deltoid for prophylaxis of COVID-19 infection.  On 06-Mar-
2021, patient experienced pin stroke and was hospitalized for four days. Laboratory tests performed included 
magnetic resonance imaging and electro cardiogram and the results was not provided. No treatment 
information was provided..  Action taken with mRNA-1273 in response to the events was not reported.   The 
outcome of the event pin stroke was considered unknown.; Reporter's Comments: Very limited information 
regarding this event has been provided at this time.  Further information has been requested.

COVID19 VACCINE MODERNA 1129813-1 Unknown 2 days

Stroke; Bleeding; A spontaneous report was received from consumer concerning female patient of unknown 
age who developed stroke/cerebrovascular accident, bleeding/haemorrhage.   The patient's medical history 
was not reported. Concomitant product use was not provided by the reporter.   The patient received their 
unknown dose of two planned doses of mRNA-1273 (Batch number: unknown) 26 Feb 2021 at unknown 
injection site for prophylaxis of COVID-19 infection.   On 28 Feb 2021 the patient experienced stroke and 
bleeding. The medically significant event are stroke and bleeding. Treatment for the events were not 
reported.    Action taken with mRNA-1273 in response to the event(s) was not provided.  The outcome of the 
events stroke and bleeding were 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 1136595-1 65+ years 2 days

Stroke following administration; A spontaneous report was received from a consumer concerning a 78 year 
old ,female patient who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced a 
stroke/cerebrovascular accident.  The patient's medical history was reported as previous stroke two years 
ago. Concomitant medications taken by the patient included losartan, glipizide, lintas, metformin, blood 
thinners, hydrochlorothiazide.   On 26 Feb 2021, prior to the onset of the event, the patient received their 
first of two planned doses of mRNA-1273 (Lot number: 023M20A) intramuscularly for prophylaxis of COVID-19 
infection.  On 28 Feb 2021, the patient experienced a stroke which needed emergency treatment. She 
received treatment for this condition and was back at home at the time of reporting and at that point she had 
no other side effects.  Treatment activities for event was received but not provided.  Action taken with mRNA-
1273 in response to the events was unknown.   The outcome of event, stroke  was 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. However, patient's elderly 
age along with prior history of stroke are considered significant risk factors.

COVID19 VACCINE MODERNA 1137122-1 65+ years 2 days Left side stroke, paralyzed left side

COVID19 VACCINE MODERNA 1144446-1 65+ years 2 days

Received vaccine on 01/26/2021 and unknowingly experienced event.  Early morning of 01/28/2021 had 
fainting spell and thought it was caused by low blood pressure.  Felt fine for remainder of  day.  On evening  of  
01/29/2021 I started having strange symptoms.  Could not concentrate,  vision  impaired and couldn?t figure 
out what evening meds I needed to take.  Decided to go? to hospital on 01/30/2021.  Getting ready, I passed 
out and husband called emergency services.  Husband learned later in the day that I had a stroke.  Doctors  
i;nfo?rmed that had blood clots in heart and lungs.  Doctors advi;se not to get second vaccine shot.

COVID19 VACCINE MODERNA 1145251-1 65+ years 2 days
Ppt collapsed at home on 3/27/2021 late morning. Presented to ED on 3/27/21 from home around 11am with 
altered mental status. Was found to have a hyper acute stroke per CT head (intracranial hemorrhage). Ppt 
was pronounced on 3/28/2021 at 1:45pm. UNSURE IF DEATH RELATED TO VACCINE.

COVID19 VACCINE MODERNA 1151082-1 65+ years 2 days

On 3/15/2021 pt was trying to use her computer when she started having problems with her vision.  She 
noticed her left hand was clumsy and awkward.  Her left leg would not operate properly.  She could not 
swallow pills with water and her speech was slowed and slurred.  She went to the Hospital ER.  They did MRI, 
CT, blood test that showed she had a small stroke.  She was released to go home to do physical therapy and 
speech therapies.  She has both of these scheduled and will follow up w/ PCP on 4/23/2021.

COVID19 VACCINE MODERNA 1160282-1 65+ years 2 days Two days following second dose of Moderna, patient began having symptoms of CVA in the late evening.  ER 
visit the following morning. Diagnosed wtih CVA.

COVID19 VACCINE MODERNA 1166532-1 50-59 years 2 days Ischemic stroke with aphasia, dysarthria, and right hemiparesis, s/p TPA and thrombectomy with resolution of 
symptoms

COVID19 VACCINE MODERNA 1170285-1 60-64 years 2 days
Headache and dizziness on 26MAR21.  Taking tynenol on 27MAR21 and 28MAR21.  Loss of balance on 
29MAR21.  Drooping face and slurred speech on 30MAR21.  Sent to emergency room the evening of 
30MAR21.

COVID19 VACCINE MODERNA 1183017-1 65+ years 2 days
nausea, vomiting, diarrhea, change in mental status, and generalized weakness about 36 hours from time of 
vaccine. Initially treated with supportive care. He returned 5 days later with continuing symptoms plus 
headache and was diagnosed with a intracerebral hemorrhage.

COVID19 VACCINE MODERNA 1196778-1 65+ years 2 days
Stroke,treated by neurologist,Dr. Discharged on Feb. 15th 2021 and am taking therapy.Loss of blood 
circulation and oxygen in left side of brain.After the stroke,an ambulance was called to transport me to the 
E.R. E.R. then transported to the Medical Center

COVID19 VACCINE MODERNA 1197190-1 65+ years 2 days CVA

COVID19 VACCINE MODERNA 1201511-1 65+ years 2 days
My husband received his 1st shot on Friday,  01/25/21 and had a stroke on Sunday, 01/27/21. He received his 
2nd shot on 02/26/21 and had a stroke on 02/28/21. He had another stroke on Wednesday, 03/10/21. He was 
admitted  both times.

COVID19 VACCINE MODERNA 1202573-1 65+ years 2 days Stroke after first dose of vaccine

COVID19 VACCINE MODERNA 1204043-1 65+ years 2 days
2 days after vaccine #2, developed severe vertigo which lasted about 3 days and settled into a swimmy 
headed dizziness, headache, brainfog, increase in tinnitus, fatigue, and memory difficulty.  There has been 
modest steady improvement, but symptoms seem to have plateaued 6 weeks out from vaccine



COVID19 VACCINE MODERNA 1208196-1 50-59 years 2 days

MASSIVE STROKE AT AGE 54 - 3/26 received vaccine began feeling weak and light headed.  Saturday - 3/27 
Was still feeling light headed fell down a few times - Sunday 3/28 - Woke up immediately had massive vertigo 
within minutes could not breathe or swallow was taken by ambulance to medical center  - Diagnosed with 
Massive stroke in a VERY RARE PART OF THE BRAIN - Modulla controls balance- SO MUCH MORE.....My sister 
is lucky to be alive.

COVID19 VACCINE MODERNA 1258054-1 65+ years 2 days Stroke, hospitalized 5 days, sent to skilled care (nursing home), death 2 weeks after stroke

COVID19 VACCINE MODERNA 1276725-1 Unknown 2 days

Stroke; This spontaneous case was reported by a physician and describes the occurrence of 
CEREBROVASCULAR ACCIDENT (Stroke) in a 72-year-old female patient who received mRNA-1273 (Moderna 
COVID-19 Vaccine) (batch no. 008B21A) for COVID-19 vaccination.     No Medical History information was 
reported.    On 26-Mar-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) 
(unknown route) 1 dosage form. On 28-Mar-2021, the patient experienced CEREBROVASCULAR ACCIDENT 
(Stroke) (seriousness criteria hospitalization and medically significant). At the time of the report, 
CEREBROVASCULAR ACCIDENT (Stroke) had resolved. Not Provided      The action taken with mRNA-1273 
(Moderna COVID-19 Vaccine) (Unknown) was unknown.   For mRNA-1273 (Moderna COVID-19 Vaccine) 
(Unknown), the reporter did not provide any causality assessments.   Treatment information included 
hospitalization. Very limited information regarding this event/s has been provided at this time. Further 
information has been requested.   Most recent FOLLOW-UP information incorporated above includes: On 23-
Apr-2021: DOB and patient initials corrected by the reporter; Sender's Comments: Very limited information 
regarding this event/s has been provided at this time. Further information has been requested.

COVID19 VACCINE MODERNA 1284252-1 65+ years 2 days
patient suffered from a massive right ICA stroke on 4/22 (2 days after vaccine). stroke progressed to cerebral 
edema with evidence of herniation. she was intubated and unfortunately expired. not a neurosurgery 
candidate due to her age and signs of herniation.

COVID19 VACCINE PFIZER\BIONTECH 0954426-1 40-49 years 2 days

Hospitalized for stroke on 31Dec two days after vaccine.; sudden loss of hearing to right ear; dizzy and 
lightheaded/severe dizziness/felt like fainting; difficulty breathing; vomiting; This is a spontaneous report from 
a contactable nurse (patient). This 43-year-old female patient received the first dose of BNT162B2 (PFIZER-
BIONTECH COVID-19 VACCINE), (Lot number: EL1285) via intramuscular route on 29Dec2020 14:30 at single 
dose on the left arm for COVID-19 immunization. Medical history included anxiety. No known allergies. 
Concomitant medications were not reported. Patient was not pregnant. Facility type vaccine was Nursing 
Home/Senior Living Facility. No other vaccine received in four weeks. Patient hospitalized for stroke on 
31Dec2020 two days after vaccine (Days of hospitalization: 4). Day of vaccine-6 hours after patient had dizzy 
and lightheaded for about 45 min then went away. On 31Dec2020 at 19:15 had sudden loss of hearing to right 
ear and severe dizziness, difficulty breathing, vomiting, and felt like fainting. Paramedics were called-sent to 
ER, had CTA which showed partial blockage and received TPA. Treatment included TPA, fluids, medications, 
hospital stay, outpatient follow ups, physical therapy. Patient was not diagnosed with COVID prior to 
vaccination. Patient has been tested for COVID post vaccination. The patient underwent lab tests and 
procedures which included Nasal Swab: Negative and Pixel: Negative on 08Jan2021. Outcome of the events 
was recovering.; Sender's Comments: The Company cannot completely exclude the possible causality between 
the reported events including stroke, dizzy/lightheaded/felt like fainting, difficulty breathing, vomiting, and 
sudden loss of hearing to right, and the administration of the COVID-19 vaccine, BNT162B2. More information 
regarding the patient's underlying medical conditions, relevant lab tests would be helpful for the Company to 
make a more meaningful causality assessment.

COVID19 VACCINE PFIZER\BIONTECH 0963137-1 65+ years 2 days Patient received vaccine and 2 days later suffered a CVA

COVID19 VACCINE PFIZER\BIONTECH 0977065-1 65+ years 2 days

Pt. admitted to the hospital on 22 Jan 21 with Acute on chronic combined systolic and diastolic congestive 
heart failure; CHF (congestive heart failure); Chest pain, unspecified type; Coronary artery disease involving 
native coronary artery of native heart without angina pectoris; Debility; Ischemic cardiomyopathy; Shortness 
of breath; Systolic and diastolic CHF, acute on chronic Still admitted as of today

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 1006823-1 65+ years 2 days Patient received her vaccine on 01/25/2021.  Two days later, she presented with an acute right MCA stroke 
with aphasia.



COVID19 VACCINE PFIZER\BIONTECH 1017681-1 65+ years 2 days

94 yo F presented from assist living with slur speech for 1 day, last seen well on 1/30. Pt has a PMH of 
dementia (Baseline, she will keep saying, ""help me, help me"", AOX3, using walker, could go to bathroom by 
herself), hx breast cancer (s/p lumpectomy, chemo, Tamoxifen, currently not on tx), HTN, HLD, vaginal bleeding 
(no further work up by family), overactive bladder (on solifenacin), hx of MI (undocumented, no PCI or CABG), 
spine stimulator placed. According to patient's daughter, she saw her January 30, she was doing okay after 
the vaccine. On  1/31 when the daughter called her on the phone, she knows she has some slurred speech, 
when she saw patient in the facility, she noticed her gait becomes unsteady.  She decided to bring her to the 
hospital.  1/30, she noticed the patient has spilled up some water, otherwise denies fever, chills, shortness of 
breath, pain,  chronically, she has constipations taking laxative.  In the ED, pt was afebrile, 36.1, heart rate 
85, blood pressure 130/61, respiratory rate 18, saturations 98 on room air.  Labs shows, sodium 134, 
potassium 3.6, bicarb 28, BUN 18, creatinine 0.97, glucose 119, WBC 12.5, hemoglobin 11.8, platelet 239.  PT 
INR 1.09, COVID negative. CT head suggestive of subacute infarct. Possible including small vessel ischemic 
changes. Chest xray questionable patchy left retrocardiac atelectasis or pneumonia. EKG shows atrial 
fibrillation's heart rate 71, QTc 610.  Case was discussed with neurology in the ED, patient was not a TPA or 
embolectomy candidate. CT head suggestive of acute/subacute cerebellar infarct.  Patient does not have any 
residual or sensory deficit except expressive aphasia. Neuro saw patient,  mentioned patient appears to have 
had a stroke that by the CAT scan criteria is already subacute.  The patient was admitted on the stroke 
pathway.   The patient has new onset atrial fibrillation and therefore should be considered for 
anticoagulation.  The patient cannot have an MRI of the brain due to her spinal cord stimulator but given that 
the stroke is already subacute on the CT without any signs of hemorrhagic conversion she could be started on 
this at this point.  If she gets started on anticoagulation the aspirin should be stopped. If the patient cannot go 
on anticoagulation or does not want to then she might be a candidate for dual antiplatelet therapy for 
secondary stroke prevention. 2D echo shows normal ejection fraction of the left ventricle estimated at 70 to 
75%.  Regional wall motion abnormality was not observed.  Right ventricle systolic function is normal.  
Moderate aortic stenosis. Cardio was consulted for anticoagulation,  From cardioembolic prevention 
standpoint, anticoagulation is recommended to prevent CVA. However, she has significant risks for bleeding 
given recent vaginal bleeding (investigation not pursued to spare her comfort), age, comorbidities, etc. Again, 
further discussion between family and primary team is required regarding risks vs benefits. Was evaluated by 
speech-language pathology present minimal oral dysphagia no overt clinical signs of aspiration, recommended 
to continue with NDD 2 diet/thin liquid. Patient was discharged to ECF.""

COVID19 VACCINE PFIZER\BIONTECH 1020284-1 65+ years 2 days

DIAGNOSIS: #1.  CVA #2.  Aphasia, acute Number 3.  Change in mental status, acute 
ASSESSMENT/PLAN/DECISION MAKING: Spoke with radiologist informed me that patient had a deep ischemic 
or infarct change in his corona radiata area which is common in patients with covid 19 infection or vaccination, 
which patient had a day and a half ago after lengthy discussion with wife, she informed me that patient would 
not want CPR and he had a stroke in the past and does not want to go to another city as he is 91 years old 
and therefore not a candidate for thrombolysis and also this was a wakeup stroke and so we do not know his 
exact time of onset, and she states that they simply want to be treated here for comfort care.

COVID19 VACCINE PFIZER\BIONTECH 1024643-1 65+ years 2 days
1/21/2021, 48 hours after 1st dose, collapsed at home. Possibly triggered A Fib and went to ER with BP 
180/110.  CVA verified by MRI of brain.   Drs suggested that Pradaxa was not strong enough to prevent stroke 
when A Fib was triggered. Anticoagulant changed to Eliquis.

COVID19 VACCINE PFIZER\BIONTECH 1035850-1 65+ years 2 days Patient woke up on the morning of 2/6 with symptoms of a stroke.  Rushed to hospital where clot found in 
brain.  Recovered from initial stroke but then had another major stroke on 2/8 and never recovered.

COVID19 VACCINE PFIZER\BIONTECH 1038403-1 50-59 years 2 days admitted to hospital for a stroke

COVID19 VACCINE PFIZER\BIONTECH 1038447-1 65+ years 2 days Ischemic stroke on Saturday morning following vaccine Thursday.  Symptoms were muscle weakness and 
inability to speak

COVID19 VACCINE PFIZER\BIONTECH 1041784-1 65+ years 2 days
On the 25th he was home alone, he called 911 and let them know he thought he was having a stroke. EMS 
arrived and transported him to Hospital. It was massive stroke, he was not able to comprehend anything, he 
was put into Hospice the following day and passed away on the 27th. There was no autopsy preformed.

COVID19 VACCINE PFIZER\BIONTECH 1047410-1 65+ years 2 days Acute stroke 2 days after receiving vaccine.  Second stroke 7 days after that despite being started on aspirin 
and statin



COVID19 VACCINE PFIZER\BIONTECH 1054924-1 40-49 years 2 days Ischemic stroke

COVID19 VACCINE PFIZER\BIONTECH 1058268-1 65+ years 2 days

Patient presented to ED with reports of weakness stating that he was lightheaded and felt like he was going 
to pass out. Also stated that he had nausea. Patient lowered himself to the ground and called his son to help 
and take him to the hospital. Stated that he frequently has dizziness in the mornings (for the past 5 years) and 
that they have increasing in frequency. On arrival to the ED, he continued to have generalized weakness and 
was unable to sit up.

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 1063195-1 50-59 years 2 days Onset of severe nausea, emesis, and bloody diarrhea, requiring hospitalization for 8 days, infusion care for 4 
days after discharge due to  hypokalemia, and resulting in diagnosis L ischemic colitis and hypokalemia.

COVID19 VACCINE PFIZER\BIONTECH 1072539-1 65+ years 2 days

Ischemic stroke; not hypertensive, but supposedly is now.; Visual disturbances; Headache; This is a 
spontaneous report from a contactable nurse (patient). A 66-year-old female patient received the first dose of 
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE; lot: EM9810, expiry: unknown), via an unspecified route of 
administration in the left deltoid on 01Feb2021 14:15 at a single dose for covid-19 immunization at a Physician 
office. Medical history included asthma, irritable bowel syndrome, pneumonia and borderline high cholesterol. 
The patient's concomitant medications were not reported. The patient had no prior vaccinations within 4 
weeks. The patient had her first COVID-19 vaccine on 01Feb2021 and second one is due on 22Feb2021. On 
03Feb2021, the patient had a headache, but didn't think too much because it is a side effect. The headache 
lasted all through the weekend. Visual disturbances began 04Feb2021. She called her doctor on Monday and 
was seen by her doctor on Tuesday, 09Feb2021. The patient was referred to the eye center. Her headache 
was getting a little better. On 10Feb2021, the patient was seen at an institution, her retina and macula 
looked good, so she was referred to the ED. The patient was told she probably had a stroke. The patient was 
admitted to the hospital for an ischemic stroke. By looking at the MRI, the onset of the ischemic stroke would 
have been five to seven days prior, placing the onset on Wednesday, 03Feb2021, which was also the onset of 
her headache. There is no definitive cause of her ischemic stroke. The patient currently has an arrhythmia 
monitor on. MRI/MRA showed her vessels looked good. MRI showed evidence of the ischemic stroke. The 
patient has neurologists since being admitted to the hospital. It was thought that the headache was just 
because of the COVID-19 Vaccine. Causality was unknown, it was stated that they haven't found anything else 
as a cause. The patient's doctor stated she was borderline for high cholesterol. She was not hypertensive, but 
supposedly is now. The patient also had echocardiogram, EKG, manual neuro checks, and blood work but does 
not have the results. The outcome of the events was unknown. The has trouble reading now since the stroke.; 
Sender's Comments: Based on available information, the reported events are assessed as unrelated to the 
vaccine BNT162B2 and can be explained as intercurrent or underlying medical conditions in this elderly patient 
with excessive weight (BMI=29) and underlying elevated cholesterol. 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 1074011-1 65+ years 2 days Presented to ED 48 h after vaccine with chest pain, found to have pericarditis Develop atrial fibrillation, 
nSTEMI from demand ischemia

COVID19 VACCINE PFIZER\BIONTECH 1078805-1 65+ years 2 days Mini stroke

COVID19 VACCINE PFIZER\BIONTECH 1083501-1 65+ years 2 days Patient has nausea, vomiting, severe headache and severely increased blood pressure. She reported to the ER 
where it was determined she had had a stroke.

COVID19 VACCINE PFIZER\BIONTECH 1086478-1 65+ years 2 days TIA followed by mild stroke 10 hours later. Hospitalized for 2 days for tests and observation.



COVID19 VACCINE PFIZER\BIONTECH 1091446-1 65+ years 2 days

74 y.o. female with a history of hypertension and hyperlipidemia who was admitted to this hospital on 
February 25, 2020 4 hours after the development of left-sided weakness.  She was found to have an acute 
ischemic stroke.  She has had slow progression with therapy but is now able to ambulate with a walker.  She 
is in need of further rehab, hence the transition to swing bed.  She denies any new complaints today, including 
headache, chest pain, shortness of breath, palpitations or feelings of tachyarrhythmias.  The sensory deficits 
on the left side have improved in particular in her left upper extremity.  She is noting some improvement as 
well and strength.  No new focal neurological deficits

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 1095073-1 65+ years 2 days stroke, tia in left eye

COVID19 VACCINE PFIZER\BIONTECH 1100472-1 60-64 years 2 days

I had a stroke; This is a spontaneous report from a non-contactable Nurse. A 61-years-old female patient 
received second dose of  BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number:EL3302), via an 
unspecified route of administration in left arm on 02Feb2021 at single dose for Covid-19 immunisation in 
hospital. Medical history included hypothyroid. Patient is not pregnant. Concomitant medication included 
levothyroxine, trazodone, famotidine (PEPCID), cyanocobalamin (VITAMIN B 12). The patient previously took 
codeine and experienced drug hypersensitivity. Historical vaccination included BNT162B2(lot number:EL3248) 
on 12Jan2021, in left arm, first dose. No other vaccine in four weeks. No Covid prior vaccination. The patient 
stated I don't know if it was a result of the Covid shot. But I don't have any comorbidities and I had a stroke 
on to four which was two days after the shot on 04Feb2021 09:30 with outcome of recovering (as reported). 
AE result in doctor or other healthcare professional office/clinic visit, Emergency room/department or urgent 
care, hospitalization (2 days), disability or permanent damage. The patient underwent lab tests and 
procedures which included Nasal Swab, Covid test result: negative.   No follow-up attempts are possible. No 
further information is expected.; Sender's Comments: Despite insufficient clinical information provided, by 
close temporal relationship and absence of factors which may provide an alternative cause, the company 
deems there is a reasonable possibility that the reported stroke is related to the suspect drug Comirnaty. 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 appropriate action in response, will be promptly 
notified to Regulatory Authorities, Ethics Committees and Investigators, as appropriate.

COVID19 VACCINE PFIZER\BIONTECH 1102412-1 65+ years 2 days
Approximately 2.5 days following my mothers fist covid-19 vaccine dose, she had a stroke and was admitted 
to the emergency room. She survived the stroke and following a brief stay at a skilled nursing facility, is still 
undergoing physical, occupational, and speech therapy.



COVID19 VACCINE PFIZER\BIONTECH 1111287-1 65+ years 2 days

stroke; Extensive FLAIR hyperintense signal signal in the cerebral white matter/ Mild hyperintense signal in 
the brain stem and medial cerebellum; This is a spontaneous report from a contactable consumer. This 
consumer reported for a 76-year-old female patient (reporter's mother) who received BNT162B2 (PFIZER-
BIONTECH COVID-19 VACCINE, Lot number: EL3302) first dose via unspecified route of administration on 
21Jan2021 at 12:00 PM in left arm at single dose for COVID-19 Immunization in the hospital. There was no 
other vaccine administered in four weeks. Medical history included COPD (Chronic obstructive pulmonary 
disease), Small Cell Lung Carcinoma with metastases to brain s/p surgery, chemotherapy and radiation in 
2014, dementia. Concomitant medications included citalopram at 40mg, levothyroxine at 0.05 mg, salbutamol 
(ALBUTEROL). The patient previously took Codeine and experienced allergies. The patient was not pregnant at 
the time of vaccination. The patient did not have COVID prior to vaccination. The patient had what appeared 
to be a stroke on Saturday, 23Jan2021 at 12:00 PM. A CT, MRI and an Echocardiogram were all performed on 
23Jan2021 and there was no acute intracranial hemorrhage, mass effect, midline shift, or extra-axial fluid 
collection. Extensive FLAIR hyperintense signal signal in the cerebral white matter. Mild hyperintense signal 
in the brain stem and medial cerebellum. Following contrast administration there is no abnormal CNS 
enhancement. The adverse events resulted in Emergency room/department or urgent care and hospitalization 
for seven days from Jan2021. Treatment given was TPA to reverse adverse effects. The patient was not 
tested for COVID post vaccination. The outcome of events was recovered/resolved with sequel.  No follow-up 
attempts possible. No further information expected.

COVID19 VACCINE PFIZER\BIONTECH 1112775-1 50-59 years 2 days blood clot leading to brain stem stroke, intubation, shortness of breath and chest pain

COVID19 VACCINE PFIZER\BIONTECH 1112779-1 65+ years 2 days

Just 38.5 hours after receiving my 2nd dose of the Pfizer Covid-19 Vaccine I suffered a Cerebral Vascular 
Accident, a CVA, a Stroke @ 5:05a.m. in our home. My entire right side was paralyzed & unable to speak. My 
husband alerted #911 & fortunately @ the hosp. I received immediate life saving care. I had a C.T. Scan which 
revealed #2 blood clots in the left side of my brain. Intravenous T.P.A. was administered & then a 
thrombectomy was performed. Hospitalized approx. 5:45a.m on Sun., Feb. 28th, 2021 till my discharge on 
Wed., March 3rd, 2021@ 5:30pm.

COVID19 VACCINE PFIZER\BIONTECH 1117431-1 65+ years 2 days

Found in chair lethargic less than 48 hours after her first civid  vaccine by facility staff where she lives in an 
independent living facility. Nursing staff felt she had a stroke with right sided weakness. Slurred speech, 
weak, unable to walk without two person assistance. Patient was under hospice care so hospitalization was 
given.

COVID19 VACCINE PFIZER\BIONTECH 1119178-1 65+ years 2 days

Weakness (Mar 5 evening), not able to stand / walk (March 6) ending up in slurring of voice /lethargic , high 
BP (morning Mar.7). Called 911 and moved to ER @ Hospital. CT Scan did not show stroke, EEG showed 
slowness in brain activity, MRI showed minor stroke left side of brain.  Low salt (124) at the time of 
admittance. Released from Hospital on Mar 10.

COVID19 VACCINE PFIZER\BIONTECH 1123129-1 65+ years 2 days

TIA- mini stroke; This is a spontaneous report from a contactable consumer. An 85-year-old male patient 
received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection), dose 1 via an unspecified 
route of administration, administered in Arm Left on 25Feb2021 12:00 PM (Batch/Lot Number: EN6202) as 
SINGLE DOSE for covid-19 immunisation. Medical history included high blood pressure. Concomitant 
medication included lisinopril. On 27Feb2021 14:00, the patient experienced TIA- mini stroke. The AE resulted 
in Emergency room/department or urgent care, Hospitalization. The patient was hospitalized for 2 days. The 
patient underwent lab tests and procedures which included sars-cov-2 test: negative   on 27Feb2021.  
Therapeutic measures were taken as a result of tia- mini stroke. The outcome of the event was recovered.



COVID19 VACCINE PFIZER\BIONTECH 1126561-1 65+ years 2 days

basal ganglionic hemorrhagic stroke; basal ganglionic hemorrhagic stroke; This is a spontaneous report from a 
contactable consumer. This 74-years-old male consumer (Patient) reported for himself that he received first 
dose of bnt162b2 (BNT162B2) (Batch/Lot Number: EN9581), via an unspecified route of administration in Arm 
Right on 03Feb2021 at single dose for covid-19 immunization.  Medical history included asthma, atrial 
fibrillation (A-fib), hypertension (HTN), ischaemic stroke (Ischemic CVA). Concomitant medications included 
amlodipine; atorvastatin; doxazosin; apixaban (ELIQUIS); lisinopril (LISNOP). No other vaccine in four weeks. 
The patient experienced basal ganglionic hemorrhagic stroke (hospitalization, disability, life threatening) on 
05Feb2021 08:00 with outcome of not recovered. The patient was hospitalized for basal ganglionic 
hemorrhagic stroke from 05Feb2021 to 21Feb2021. Clinical course reported as follow: Early in the morning 
hours of 05Feb2021, patient had a basal ganglionic hemorrhagic stroke. He was found 10+ hours later and 
airlifted from local emergency room to neuro ICU unit. He spent 16 days in hospital then was d/c home for 
hospice care. Treatment for event included factor ii (prothrombin);factor ix;factor vii (proconvertin);factor x 
(stuart prower factor);protein c (coagulation inhibitor);protein s (KCENTRA). No covid prior vaccination. No 
covid tested post vaccination.

COVID19 VACCINE PFIZER\BIONTECH 1126961-1 60-64 years 2 days Patient received the vaccine on Tuesday, and on Thursday morning he woke up and couldn't speak and was 
taken to the hospital and diagnosed with an ischemic stroke

COVID19 VACCINE PFIZER\BIONTECH 1140696-1 65+ years 2 days

Multifocal Intracerebral Hemorrhage; Disseminated Intravascular Coagulopathy; strokes, Ischemic and 
Hemorrhagic; strokes, Ischemic and Hemorrhagic; AML; Leukemia; Blood clot diagnosis; Sore lower leg; RDW 
Stand. Dev. H/RDW Coeff Var H; Platelet Count L, Platelet Vol L; Neutrophils L; Band Neutrophils H; Monocytes 
H; Metamyelocytes H; Myelocytes H; Absolute Neutrophils L; Other Cell Type Blast Like Cells H; This is a 
spontaneous report from a contactable consumer. A 70-year-old female patient received the second dose of 
bnt162b2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE) lot number: EL9261, via an unspecified route of 
administration, administered in Arm Right on 02Feb2021 08:30 (Batch/Lot Number: EL9261) as SINGLE DOSE 
for covid-19 immunisation. Medical history included breast cancer (8 years ago no chemo just radiation). 
Historical vaccine included first dose of BNT162B2 (lot number: EL0140) on 11Jan2021 for Covid-19 
immunization. Concomitant medication included vitamin c [ascorbic acid] (VITAMIN C [ASCORBIC ACID]), calcium 
citrate, colecalciferol (CALCIUM CITRATE + D3), glucosamine, magnesium citrate, docosahexaenoic acid, 
eicosapentaenoic acid, tocopheryl acetate (OMEGA 3 [DOCOSAHEXAENOIC ACID;EICOSAPENTAENOIC 
ACID;TOCOPHERYL ACETATE]) and curcuma longa (TURMERIC [CURCUMA LONGA]). On 04Feb2021, the patient's 
blood work result showed red cell distribution width (RDW) stand. dev. high; RDW coeff var high, platelet 
count low, platelet vol low; neutrophils low; band neutrophils high; monocytes high; metamyelocytes high; 
myelocytes high; absolute neutrophils low; other cell type blast like cells high. On 15Feb2021, the patient 
experienced sore lower leg. On 16Feb2021, the patient was diagnosed with blood clot. On 19Feb2021, the 
patient was diagnosed with leukemia. On 20Feb2021, the patient was diagnosed with acute myeloid 
leukemia (AML). On 21Feb2021, the patient had tow types of stroke, ischemic and hemorrhagic, the patient 
was intubated. On 23Feb2021, the patient was extubated and died due to multifocal intracerebral 
hemorrhage, disseminated intravascular coagulopathy, acute myeloid leukemia with blast crisis. The patient 
received chemotherapy and leukapheresis as treatment. The patient died on 23Feb2021.  An autopsy was not 
performed.; Reported Cause(s) of Death: Disseminated Intravascular Coagulopathy; Acute Myeloid Leukemia 
With Blast Crisis; Multifocal Intracerebral Hemorrhage



COVID19 VACCINE PFIZER\BIONTECH 1144567-1 65+ years 2 days

stroke; Left side stroke which affected his speech, and right side; This is a spontaneous report from a 
contactable consumer. A 69-years-old male patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, 
Solution for injection, lot number En6199 and expiration date unknown), via an unspecified route of 
administration in the left arm on 07Mar2021 at 11:00 at a single dose for COVID-19 immunization. Medical 
history included myasthenia gravis, rheumatoid arthritis, and high blood pressure. Concomitant medications 
included pyridostigmine (PYRIDOSTIGMINE), metoprolol (METOPROLOL), tamsulosin (TAMSULOSIN) and 
amlodipine (AMLODIPINE). The patient had known allergies with aspirin [acetylsalicylic acid]. The patient had 
no other vaccine in four weeks. The patient had a left side stroke which affected his speech and right side, on 
Tuesday morning 48 hours after taking the vaccine (on 09Mar2021 at 05:00). The event resulted in emergency 
room/department or urgent care, hospitalization, disability or permanent damage. It was also reported that 
treatment was administered for the events and the patient was still in the hospital. The patient had no 
COVID-19 prior vaccination and has tested post vaccination (09Mar2021), with a pending result. The patient 
was recovering from the events at the time of the report.

COVID19 VACCINE PFIZER\BIONTECH 1145219-1 65+ years 2 days Left-sided weakness, slurred speech

COVID19 VACCINE PFIZER\BIONTECH 1150374-1 60-64 years 2 days

loss of taste; possible allergic reaction to the drug; Can't pronounce words right; can't close right eye; eyes 
started to tear a lot; can't smile; right side of his face started drooping like that of a stroke; right side of his 
face started drooping like that of a stroke; headache at the back of his head; mouth started to feel numb; 
mouth started to feel numb; This is a spontaneous report from a contactable consumer (patient) via Medical 
information team. A 61 year old male patient received first dose BNT162B2 (PFIZER-BIONTECH COVID-19 
MRNA VACCINE) at the age of 60 years old, via an unspecified route of administration, administered in Arm 
Left on 10Mar2021 (Lot Number: EL6205) as SINGLE DOSE for COVID-19 immunization. Medical history included 
high blood pressure, mouth started to feel numb and allergies to tree pollen; and family history of diabetic 
and heart disease (father); all from an unknown date and unknown if ongoing. Concomitant medication 
included losartan potassium (TEMISARTAN), gabapentin, escitalopram oxalate (LEXAPRO), furosemide, 
potassium, valproate semisodium (DIVALPROEX) and tizanidine; all taken for an unspecified indication from an 
unspecified start date and ongoing. The patient received the first dose of BNT162B2. The next day, he said his 
mouth started to feel numb, and he had a loss of taste. Then on Saturday, his eyes started to tear a lot, and 
the right side of his face started drooping like that of a stroke. He also said he had headache on the back of his 
head, and his eyes do not. The patient wanted to know if he should go to the emergency room or if this is a 
normal reaction to the vaccine. The patient did have a sensation starting on Thursday of numbness in his 
mouth. The patient describes it as a feeling like when he was younger and would use chloraseptic spray, it 
feels like same numbness. He states that on Saturday his eyes started tearing up, and he does have allergies 
to tree pollen. The right side of his face feels and looks like he had a stroke, it is droopy on right side. The 
patient can't pronounce words right, can't smile, and can't close his right eye. The patient was checked with 
heart rate and EKG with his little machine and his temperature, and they all seem fine. The patient was also 
getting headaches at the back of his head. The patient took Advil for headaches, but it is not improving. The 
patient ran out of the Advil and doesn't have the bottle anymore. The patient took allergy pills, a knock off 
Benadryl, because he thought his eye tearing was possibly from allergies to tree pollen allergy or possible 
allergic reaction to the drug. The patient underwent lab tests and procedures which included body 
temperature: fine, CAT: not reported, EKG: fine, complete blood work: not reported and heart rate: fine; all on 
15Mar2021. The outcome of loss of taste was unknown. The outcome of the rest of the events was not 
recovered.  Information on the lot/batch number has been requested.

COVID19 VACCINE PFIZER\BIONTECH 1152698-1 65+ years 2 days stroke -venous thrombosis

COVID19 VACCINE PFIZER\BIONTECH 1156352-1 65+ years 2 days

Patient's wife returned for second Pfizer CoVid vaccine on 4/1/2021 she told the vaccinator, that her husband, 
died two days after he received the first Pfizer vaccine. Date of Death - 03/13/2021.  Wife states that husband 
had a ""massive stroke.""  EEG indicated no brain activity and it was decided to remove him from life 
support.""

COVID19 VACCINE PFIZER\BIONTECH 1158779-1 60-64 years 2 days
Stroke. 48 hours after second vaccination.  Because we thought his symptoms were just a result of the vaccine 
(extreme weakness in his legs, slurring of his words) we did not rush him to the ER as we should have. He is 
home from the hospital now. We are lining up physical and occupational therapy.



COVID19 VACCINE PFIZER\BIONTECH 1159559-1 65+ years 2 days

I had a stroke while doing yoga. My wife called the ambulance, I was taken to medical center where the 
stroke was treated within an hour or so of the event. I stayed in hospital for 2 nights and was released with 
good prognosis. Since the stroke I am almost back to normal, with some memory issues and some loss of 
energy.

COVID19 VACCINE PFIZER\BIONTECH 1174003-1 65+ years 2 days

non-arteritic anterior ischemic optic neuropathy; This is a spontaneous report from a contactable physician. A 
78-year-old male patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), second dose 
intramuscular, administered in the left arm on 27Feb2021 11:00 (lot number was not reported) at a single 
dose for COVID-19 immunisation, vaccinated in a hospital. Medical history included sinus inverted papilloma, 
hypercholesterolemia, gastrooesophageal reflux disease (GERD), coronary artery disease (CAD), and benign 
prostatic hyperplasia (BPH). Concomitant medication included aspirin [acetylsalicylic acid] (ASPIRIN 
[ACETYLSALICYLIC ACID]); azelastine hydrochloride (ASTELIN [AZELASTINE HYDROCHLORIDE]); colecalciferol 
(VITAMIN D [COLECALCIFEROL]); fluticasone propionate (FLONASE [FLUTICASONE PROPIONATE]); metoprolol 
taken; naproxen; omeprazole (PROTONIX [OMEPRAZOLE]); ranitidine; rosuvastatin calcium (CRESTOR); 
solifenacin (SOLIFENACIN); all taken for an unspecified indication, start and stop date were not reported.  The 
patient previously took the first dose of BNT162B2 for COVID-19 Immunisation on 06Feb2021 at 11:00 
intramuscularly on the left arm (lot number not reported); and has known allergies with tamsulosin. The 
patient had no other vaccine in four weeks. The patient had no COVID prior to vaccination. On 01Mar2021, 
the patient experienced non-arteritic anterior ischemic optic neuropathy. The event resulted in a physician 
visit, emergency room/urgent care, hospitalization and disability or permanent damage. The patient was 
hospitalized for four days. The patient was not COVID tested post vaccination. The patient received a steroid 
as treatment. The patient was recovering from the event.   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 1175716-1 65+ years 2 days

1st symptom 3/19/21 at 5:30 am - Weakness in fingers on right hand. Called nurse line, they recommended 
calling EMT. EMT said no stroke but could go to urgent care for further evaluation. Urgent care recomended 
ER. ER recommended appointment with Neurology 2nd symptom 3/21/21 slight droop on right side of mouth. 
Went to ER in Hospital. MRI revealed clot. Additional ultra sound of heart and carotid arteries clear. Final 
diagnosis: Subacute CVA-Lt Centrum Semiovale w/ right facial droop and right hand deficits. Recomendations: 
Nuerology evaluation, Outpatient PT/OT  for right hamd deficits. Hospitilization: 1 day Hospital Name: 
Unnamed City: Unnamed     State: Unnamed

COVID19 VACCINE PFIZER\BIONTECH 1180356-1 65+ years 2 days CVA 2 days after 2nd COVID vaccine, with hospitalization. Pt comatose and still hospitalized.

COVID19 VACCINE PFIZER\BIONTECH 1190374-1 50-59 years 2 days I hadn't been feeling well. Called my Doctor the day after receiving the shot and made an appointment for the 
first available time (Friday April 2). On Thursday morning I was having vision problems, high blood pressure, 
weakness on left side. I was rushed to the hospital administered tPA and was diagnosed with a stroke.

COVID19 VACCINE PFIZER\BIONTECH 1191958-1 65+ years 2 days

Slurring speech and then exhaustion. So on March 22nd ER visit. Tests taken: Blood test and CAT Scan. All 
came back normal. March 26, MRI done. That showed a stroke.  Then on March 31st, saw Drs.  (neurologist). 
Confirmed the stroke and suggested Speech Therapy.  Starting on April 19, Sppech Therapy begins.  Since 
Stroke, I have to sleep 12-15 hours a day.



COVID19 VACCINE PFIZER\BIONTECH 1191989-1 30-39 years 2 days

Potential TIA or migraine with aura; Potential TIA or migraine with aura; This is a spontaneous report from a 
contactable consumer (patient). A 37-year-old male patient received the first dose of BNT162B2 (PFIZER-
BIONTECH COVID-19 VACCINE, lot number and expiry date unknown), via an unspecified route of 
administration in the left arm, on 23Mar2021 15:15, as single dose, for COVID-19 immunisation, at a 
pharmacy. There were no medical history and concomitant medications (no other medications received within 
2 weeks of vaccination). The patient was not diagnosed with COVID-19 prior to vaccination and was not 
tested for COVID-19 post vaccination. The patient has no allergies to medications, food, or other products. On 
25Mar2021 at 09:30, the patient experienced transient ischaemic attack (TIA) or migraine with aura which 
resulted to physician office and emergency room visits, and hospitalization for 1 day (unspecified date). The 
events were reported as life-threatening illnesses (immediate risk of death from the events). The patient did 
not receive treatment for the events. The patient recovered from the events on an unspecified date.  
Information on lot/batch number was available. Additional information has been requested.

COVID19 VACCINE PFIZER\BIONTECH 1204557-1 60-64 years 2 days
Morning of 4/8 at 0615, patient was in shower, started feeling pressure on top of head, was struggling to use 
arms, trouble using legs, unable to stand well.  Wife noticed slurred speech, drooping left side of face.  Called 
911.  Was taken ED and transferred to another Hospital.  Was found to be having ischemic Stroke.

COVID19 VACCINE PFIZER\BIONTECH 1207929-1 30-39 years 2 days Vaccine on Monday 4/5, Stroke like symptoms on 4/7 headache, confusion, couldn't find her words, fatigue. ED 
visit early 4/8 determined TIA and ASD

COVID19 VACCINE PFIZER\BIONTECH 1224419-1 50-59 years 2 days

passed out; ischemic colitis; This is a spontaneous report received from a contactable consumer (patient). This 
51-year old female patient (not pregnant) received 1st dose of BNT162B2 (PFIZER-BIONTECH COVID-19 
VACCINE, lot number ER8727) at single dose via an unknown route in left arm on 22Mar2021 09:45 for Covid-
19 immunization. Prior to vaccination, the patient was diagnosed with COVID-19. Patient had no allergies to 
medications, food, or other products. Other medications the patient received within 2 weeks of vaccination 
included fluoxetine hydrochloride (PROZAC), levothyroxine, colecalciferol (VITAMIN D 3), cetirizine 
hydrochloride (ZYRTEC), and fish oil.  The patient did not receive any other vaccines within 4 weeks prior to 
the COVID vaccine. Patient passed out on Weds evening 24Mar2021 at 09:00 PM, followed by nausea, 
vomiting, passing of blood, and stomach cramping and was admitted to the hospital on 25Mar2021. Duration 
of hospitalization was 5 days. Patient was diagnosed with ischemic colitis. This was a condition she had never 
had before and considered herself completely fine before this incident. A battery of tests uncovered no reason 
for the passing out to have happened. Lab data included nasal swab on 26Mar2021: negative. The adverse 
event result in Emergency room/department or urgent care. It was unknown if treatment received for the 
adverse event. Outcome of the events was resolving.

COVID19 VACCINE PFIZER\BIONTECH 1232709-1 65+ years 2 days Mother had a stroke 2 days later.

COVID19 VACCINE PFIZER\BIONTECH 1261817-1 40-49 years 2 days

Possible TIA (diagnosed in Urgent Care); loss of balance; dizziness; headaches; neck pain; blurred vision/blurry 
eye (right); right arm/leg weakness; This is a spontaneous report from a contactable consumer (the patient). A 
40-year-old non-pregnant female patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 
VACCINE, lot number unknown due to it was never shown vial, just administered injection by nurse) via an 
unspecified route of administration in left arm on 16Apr2021 18:00 at age of 40-year-old at single dose for 
COVID-19 immunisation. Relevant medical history was ""none"". No known allergies. Concomitant medications 
included levocabastine hydrochloride (ZYRTEC) taken for an unspecified indication from an unspecified date, 
and multivitamin. The patient did not take other vaccine in four weeks. No COVID prior vaccination. COVID 
not tested post vaccination. The patient experienced Possible TIA (diagnosed in Urgent Care), loss of balance, 
dizziness, headaches, neck pain, blurred vision, right arm/leg weakness, blurry eye (right). The events onset 
date was provided as ""18Apr2021 10:00 a.m."". 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). No treatment received for the events. The outcome of the events was not 
recovered.  Information about lot/batch number has been requested.""



COVID19 VACCINE PFIZER\BIONTECH 1265918-1 65+ years 2 days

lost partial vision in my right eye which has been determined to be a AION; blood pressure elevated; weak; 
dizzy; nauseated; fever; headache; This is a spontaneous report from a contactable consumer (patient). This 71- 
year-old female patient received the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE 
Lot number: EN6208), via an unspecified route of administration, on 11Mar2021 at 16:00 (at the age of 71-
years-old) as a single dose for COVID-19 vaccination, in left arm. The facility where COVID-19 vaccine was 
administered was Public Health Clinic facility. Historical vaccine included: bnt162b2 (COMIRNATY, Solution for 
injection, Lot number EN6200) dose 1 on 18Feb2021 04:00 PM, for covid-19 immunization, left arm. No known 
allergies. The medical history included: Blood pressure abnormal. Concomitant medications included: Prozac, 
Inderal, Atorvastatin. 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. On 13Mar2021 09:00 am, Day after 
2nd injection, she felt weak, dizzy, nauseated, fever, blood pressure elevated and had an extremely severe 
headache. That evening I lost partial vision in my right eye, which has been determined to be AION. Vision 
has not returned at one month out. Event resulted in: Doctor or other healthcare professional office/clinic 
visit, Emergency room/department or urgent care, Disability or permanent damage. Treatment included: 
Blood pressure monitoring and return 13Apr2021. The clinical outcome of the events was not recovered. The 
patient was not tested for COVID-19 after the vaccination.  No follow-up attempts are possible. No further 
information is expected.

COVID19 VACCINE PFIZER\BIONTECH 1266034-1 65+ years 2 days

This is a spontaneous report from a contactable consumer (patient's wife). A 74-year-old male patient received 
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Batch/Lot Number: EN6203), dose 2 via an unspecified route 
of administration on 19Feb2021 (at the age of 74years) as single dose for COVID-19 immunization. The patient 
received the first dose of BNT162B2 (lot number: EL9262) on 28Jan2021 (at the age of 74years) for Covid-19 
immunization and stated no reactions. Medical history included high blood pressure and diabetes but are all 
currently under control and feeling some leg pain before the vaccine was administered. It was reported that 
in the past the doctors thought he experienced TIA (transient ischemic attack) but wasn't sure if that was 
accurate. Concomitant medications included lisinopril (LISINOPRIL), trazodone (TRAZODONE), insulin (INSULIN), 
bupropion hydrochloride (WELLBUTRIN), and prednisone (PREDNISONE); all taken for an unspecified indication, 
start and stop date were not reported. It was reported that on 19Feb2021 the patient received the 2nd dose 
of Pfizer Covid vaccine and stated he remember feeling some leg pain before the vaccine was administered 
earlier. On Sunday 21Feb2021, the reporter (patient's wife) began noticing that the patient was showing 
symptoms of a stroke. The patient's one leg was rapidly kicking, and his speech began to slur. The patient was 
then rushed to ER (emergency room) and hospitalized. At the hospital it was confirmed that the patient was 
having a stroke. The patient recovered and was doing rehab for his leg. Few weeks later, the patient had an 
accident in his home while getting up to go to the bathroom and fell. The patient was rushed to the Trauma 
center. The patient's wife was upset as she carried their vaccine cards to the trauma center to confirm to staff 
that the patient did not need another Covid vaccine shot and later found out that the patient was given a 3rd 
(Moderna Covid vaccine) at the trauma center. The patient stated that he does not think the vaccine was 
related but was upset that the trauma center did not listen to her to take the info with the complete vaccine 
card present to avoid 3rd shot from another brand. The patient's insulin levels are under control, but the 
reporter was concerned when the patient does not eat within a certain timeframe. The outcome of events 
stroke and speech disorder was recovered on an unspecified date; outcome of event fall was unknown.



COVID19 VACCINE PFIZER\BIONTECH 1269513-1 50-59 years 2 days

Diagnosed with cryptogenic posterior cerebellar CVA; severe dizziness; vomiting; arm pain; severe general 
back pain; This is a spontaneous report from a contactable healthcare professional (patient). A 57-year-old 
female patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Batch/Lot Number: 
EL9261), via an unspecified route of administration, administered in left arm on 20Jan2021 13:30 (at the age of 
57 years old) as single dose for COVID-19 immunisation, at a workplace clinic. Medical history included 
hypertension (HTN) and depression, both from an unknown date and unknown if ongoing. The patient has no 
history of COVID prior vaccination. The patient has no known allergies. Concomitant medications included 
sertraline hydrochloride (ZOLOFT); and benazepril hydrochloride, hydrochlorothiazide (BENAZEPRIL/HCTZ) both 
taken for an unspecified indication. On 22Jan2021 the patient experienced arm pain and severe general back 
pain. On 23Jan2021, the patient experienced severe dizziness and vomiting. She went to urgent care and 
symptoms were treated. The patient was advised to have follow-up with the patient's professional care 
provider; she had MRI and CT angio of head on an unknown date with unknown results. The patient was 
diagnosed with cryptogenic posterior cerebellar CVA on 23Jan2021. Due to the events, the patient was 
recommended to have full diagnostic working including cardiac and neuro workup as treatment. The events 
resulted in doctor or other healthcare professional office/clinic visit, emergency room/department or urgent 
care, and hospitalization for three days. The patient underwent lab tests and procedures which included CT 
angio of head and magnetic resonance imaging (MRI): both with unknown results on an unknown date, and 
Nasal Swab: negative on 12Apr2021. The patient was recovering from the events.; Sender's Comments: Based 
on the information provided by the reporter, it appears unlikely that vaccine BNT162B2 contributed to the 
reported events; these are likely intercurrent medical conditions in this patient with underlying hypertension. 
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 1284816-1 Unknown 2 days

suffered from a TIA post covid shot; This is a spontaneous report from a contactable consumer (reporter's 
family member). A male patient of an unspecified age (reported as 65 +) received BNT162B2 (PFIZER-BIONTECH 
COVID-19 VACCINE) via an unspecified route of administration on 17Apr2021 (Batch/Lot number was not 
reported) at single dose for COVID-19 immunization. The patient's medical history and concomitant 
medications were not reported. The patient suffered from a transient ischemic attack (TIA) post COVID shot 
this morning on 19Apr2021 with outcome of unknown. He was doing well, but was warned her could suffer 
from another stroke up to 4 months after his vaccination. The outcome of the event was unknown.  
Information about the Lot/batch number has been requested.

COVID19 VACCINEUNKNOWN MANUFACTURER 1058033-1 65+ years 2 days
Patient had a stroke two days after vaccine.  Recevied TPA for treatment of stroke due to acute onset of 
altered mental status.  Had a history of afib, not on anticoagulation, which is likely cause of stroke. Family 
opted for comfort measures given poor neurologic status. Passed awaiting hospice placement

COVID19 VACCINEUNKNOWN MANUFACTURER 1205639-1 60-64 years 2 days

3-7-2021 woke up with double vision.  Possible stroke 3-13-21 headache, nausea, left side numbness and 
tingling. 3-17-2021 ER visit to Hospital ER. Bloodwork, ekg, chest xray, ct scan, MRI w/contrast. All test 
negative.  Saw Dr. at Eye Center 3-17-2021.  After examination determined estropia in both eyes w/ mild 
CNVI of left eye.  No specialty send to Dr. Neuro-Opth 4-7-21.  After examination determine stroke in CNVI 
(crainal nerve 6 attaching to the brain in region 8 on left side) Possible 3 months improvement and hopefully 
gone in 6 months and if not will not go away and further testing at that time.

COVID19 VACCINE JANSSEN 1116598-1 65+ years 3 days Occipital stroke involving vision on 3/14/21, was seen at ophthalmologist and sent to Hospital and stroke 
confirmed on MRI.

COVID19 VACCINE JANSSEN 1132777-1 65+ years 3 days They found her unconscious and rushed to ER and MRI showed mild stroke
COVID19 VACCINE JANSSEN 1134651-1 60-64 years 3 days The patient had a hemorrhagic stroke approximately 3 days after receiving the vaccine and died.

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 JANSSEN 1171746-1 65+ years 3 days Patient vaccinated by EMS on 3/29/21,  EMS notified clinic that patient was taken to the Hospital for a stroke 
on 4/1/21

COVID19 VACCINE JANSSEN 1200780-1 65+ years 3 days

On 4/8/21 my mother was confused and non-communicative. She couldn't remember events from earlier in the 
day. We thought she was dehydrated.  On 4/10 she had a second event where she was confused and had a 
delusion. She was hospitalized that night. She had an mri on her brain and I was informed yesterday that she 
had a stoke in the last 5 days.

COVID19 VACCINE JANSSEN 1201378-1 40-49 years 3 days Approximately three days after vaccine, I experienced a blood clot.  This caused  an acute ischemic stroke in 
my left frontal lobe, resulting in muscle weakness and partial loss of use in my right leg.

COVID19 VACCINE JANSSEN 1207784-1 50-59 years 3 days

4/4/2021 - feeling off, somewhat run down /// 4/5/2021 - feeling more run down /// 4/6/2021 - exhibiting sore 
throat and swollen glands throughout the day then at 5:45 was eating cocktail shrimp when I lost function 
and control of my right arm as well as a slight problem with my gait. As soon as the event took place my sore 
throat and swollen glands stopped immediately. My wife took me to the hospital where I was entered into 
stroke protocol. I was subjected to a series of tests including: EKG, ECHO, Platelet Cnt, Lipid Panel w direst LDL 
reflex, Hemoglobin, MRI Brain w/o contrast, CTA Stroke Alert (head/neck), CT Stroke Alert Brain, ECG, Basic 
Metabolic Panel, CBC, Protime - INR, APTT, Troponin I, Covid19, Influenz Influenza A/B, RSV PCR, and POCT 
GLUCOSE. I was kept for observation and determined I had suffered a small stroke. Released from the hospital 
4/7/2021.

COVID19 VACCINE JANSSEN 1211041-1 50-59 years 3 days Had a stroke April 8th 2021 8 a.m.
COVID19 VACCINE JANSSEN 1214739-1 40-49 years 3 days I had the the vaccine on Friday then Monday i had a stroke from a blood clot

COVID19 VACCINE JANSSEN 1218382-1 65+ years 3 days My father had a massive stroke 3 days after taking his shot. He is now currently paralyzed on his right side 
and not speaking

COVID19 VACCINE JANSSEN 1219186-1 65+ years 3 days
recurrent acute embolic stroke noted on MRI brain. Received vaccine on 4/10. Seen in ER 4/11 with confusion. 
CT head negative and discharged home. Admitted 4/13 with worsening L weakness and fall at night. Acute 
stroke noted on MRI imaging.

COVID19 VACCINE JANSSEN 1221578-1 60-64 years 3 days
Received the vaccine friday then monday has numbness to the tongue , near syncope, dizziness, ems called 
taken to ER and admitted to hospital for TIA. CT of neck, head, abd done, chest xray, full blood work, echo, 
results sent to primary care said all test ok

COVID19 VACCINE JANSSEN 1237108-1 65+ years 3 days
3 days after receiving injection i lost my sense of smell and taste. no fever or chest congestion. taste and smell 
returned i 5 days 03/19/2021 woke up with vision loss i left eye. eye care assoc. diagnosis is NAION, optic 
neuropothy due to lack of blood flow to optic nerve damaged.

COVID19 VACCINE JANSSEN 1242847-1 50-59 years 3 days Cerebellum Stroke 4/11/2021.  Presented in the Emergency Room of both hospitals with dizziness, nausea, 
unable to walk.  Treated 4/12-4/14 and then again 4/15-4/19.

COVID19 VACCINE MODERNA 0919546-1 50-59 years 3 days thrombotic stroke -necessitating hospitalization; and craniotomy; required mechanical ventilator for 2 days. 
Patient now extubated, breathing on her own. Patient remains hospitalized with marked deficits (aphasic)

COVID19 VACCINE MODERNA 0926433-1 65+ years 3 days
Hemmoragic Stroke. Began with vision difficulty in the morning. Then I noticed she had left sided neglect. 
Went to ER. Treated with Andresxa (to counteract Elaquis). In SICU for 2 nights then telemetry unit for 3 
nights.  CUrrently in Rehab.

COVID19 VACCINE MODERNA 0956075-1 30-39 years 3 days

38 year old female - healthy with no significant past medical history. Morning of 1/15/21, pt woke up with 
difficulty speaking  (would be talking and then unable to articulate words which were replaced by grunting 
sounds) and tingling to her face. No changes to breathing, no numbness/tingling to extremities, equal facial 
symmetry. Slow onset of symptoms. Pt went to the ED, where she received a CT, MRI (inconclusive reading), 
lab work reported as normal per pt, EKG and chest x-ray. Symptoms self resolved while in the ED, however 
MD staff wanted to admit patient for 24 hours of observation and to complete an echocardiogram. Pt left 
AMA the evening of 1/15/21 due to resolution of symptoms and wanting to follow up with her cardiologist for 
the echocardiogram. Pt told by MD staff symptoms were likely caused by either TIA, possible reaction to 
vaccine or migraine presentation (no report of headaches/auras). Plan was to have patient on blood thinners x 
30 days then baby Aspirin thereafter. Pt still needing to follow up with PCP and cardiologist for further work 
up.

COVID19 VACCINE MODERNA 0969093-1 65+ years 3 days Pt received vaccine and within 72 hrs developed a stroke. Low platelet count. Endocarditis. Emboli to liver, 
spleen, kidney.



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 0981406-1 65+ years 3 days Stroke, death

COVID19 VACCINE MODERNA 0996956-1 65+ years 3 days

Positive Covid case investigation with the PA DOH. Spoke with case's daughter. States her mother recieved 
vaccine at clinic on 01/27/21. Had no complaints of illness or exposure to a positive case prior to vaccine. 
Daughter states she's independent and stays alone at night. Felt fine the day and the day after of the vaccine. 
Per daughter, case's last known well time was Friday 1/29/21 at 730pm. Daughter states they found her 
Saturday morning with stroke like symptoms and was admitted to Hospital step down unit. She was also 
informed by the doctor that her heart was irregular with atrial fibrillation.

COVID19 VACCINE MODERNA 1006934-1 65+ years 3 days

Day 3 -experienced depth perception issues Day 4- double vision Day 4 - possible stroke, double vision, 
admitted into hospital and treated stroke protocol Day 6 - released from hospital w double vision and depth 
perception issues added blood thinners and 3 meds to help prevent future strokes. Met w optimalmologist 
starting vision therapy. Still waiting to meet w neutrogist

COVID19 VACCINE MODERNA 1033426-1 65+ years 3 days Stroke with right upper extremity weakness.  Weakness improved, has mild residual weakness at this time.  
That still may improve in the coming months.

COVID19 VACCINE MODERNA 1038228-1 30-39 years 3 days 3 days after the second Moderna vaccine patient developed right arm and leg weakness, tingling over the 
whole body

COVID19 VACCINE MODERNA 1056011-1 65+ years 3 days

My grandpa had a stroke on the 15th of February. He claimed he had been feeling ""off"" for a few days, but 
didn't say anything. A blood clot had formed in his brain. He was doing better and about to go to rehab to 
strength his right side of his body. On the 22nd he took a turn for the worst. He was having trouble breathing 
and they sedated and partially paralyzed him to put a tube in his mouth. I believe another blood clot had 
formed and oxygen wasn't properly going through his body. They could not stabilize him, and he passed away 
the same day.""

COVID19 VACCINE MODERNA 1097458-1 60-64 years 3 days Vertigo, slurred speech, difficult swallowing, numbness on left side of face/chin area; extreme weakness in 
both arms and both legs but more pronounced in left arm & left leg; blurred vision, extreme fatigue

COVID19 VACCINE MODERNA 1104254-1 Unknown 3 days

transient ischemic attack episode; A spontaneous report was received from a Physician concerning a 71 year 
old, male patient, who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced transient ischemic 
attack episode.  The patient's medical history and products known to have been used by the patient were not 
reported.  The patient received the first of two planned doses of mRNA-1273 (Batch number: 029L20A) on 25 
Jan 2021, approximately four days prior to the onset of the symptoms intramuscularly  for prophylaxis of 
COVID-19 infection.  On 28 Jan 2021 the patient experienced transient ischemic attack episode and was 
hospitalized for 24 hours and then was discharged.  No treatment information was provided.  No relevant 
laboratory details were included.  Action taken with the drug in response to the events were not reported.  
The outcome of the event was unknown.; Reporter's Comments: Based on the current available information 
and temporal association between the use of the product and the start date of the event, a causal 
relationship cannot be excluded.

COVID19 VACCINE MODERNA 1108959-1 65+ years 3 days

Stroke resulting in death. Admitted to hospital 2/21/21 as transfer from first Hospital after found collapsed in 
his hotel room. Left M1 occlusion, thrombectomy performed, then had hemorrhagic trnasformation. Developed 
worsening respiratory status after extubation, was reintubated.  Given poor neurologic status, was extubated 
and started on palliative morphine drip.  Pt died 0100 3/1/21.



COVID19 VACCINE MODERNA 1129767-1 65+ years 3 days

Stroke; Passed out; Was flailing like a fish; Could not walk; lost motor skills and had to be fed; Could not 
speak; Did not understand where he was; was in La La land; A spontaneous report was received from a 
consumer concerning his father a 83˚ years-old male patient who received Moderna's COVID-19 vaccine 
(mRNA-1273) and experienced stroke, passed out, was flailing like a fish, was in la la land for many day, could 
not walk, he lost his motor skills and had to be fed, he could not speak, did not understand where he was and 
he was wheelchair bound.  The patient's medical history, as provided by the reporter, included blindness in 
one and lost some hearing. Concomitant medications reported included diazepam, bisacodyl and oxycodone.  
On 12 Feb 2021, approximately three days prior to the onset of the events, the patient received his first of 
two planned doses of mRNA-1273 (batch 013m20a) via unknown route for prophylaxis of COVID-19 infection.  
On 15 Feb 2021, the patient experienced stroke, passed out, was flailing like a fish, was in la la land for many 
days, could not walk, he lost his motor skills and had to be fed, he could not speak, did not understand where 
he was and he was wheelchair bound. No tests were done, and it was previously agreed that he would not go 
to the hospital if anything should happen to him. No treatment information was provided.   Action taken with 
mRNA-1273 in response to the events was not reported.  The outcome of event, he lost his motor skills and 
had to be fed, was considered resolving. The outcome of the events, stroke, passed out, was flailing like a fish, 
was in la la land for many days, could not walk, he could not speak, did not understand where he was and he 
was wheelchair bound were unknown.; Reporter's Comments: Based on the current available information and 
temporal association between the use of the product and the start date of the events, a causal relationship 
cannot be excluded.

COVID19 VACCINE MODERNA 1138035-1 65+ years 3 days became dehydrated in spite of drinking water and started  Pedialyte right before the stroke Admitted into 
the hospital on March 19th  late morning early afternoon.  via ambulance to helicopter At hospital

COVID19 VACCINE MODERNA 1139814-1 65+ years 3 days

Three days after vaccination my sister, suffered 2 Mini-strokes.  She was taken to the hospital and is now in 
an Acute Rehabilitation Facility for one more week.  She is unable to walk without assistance and has some 
speech and vision problems. Not sure is there is any connection with this and the vaccination, but just wanted 
to give the information in case.....

COVID19 VACCINE MODERNA 1146431-1 65+ years 3 days
Patient received dose 1 of Moderna vaccine on 3/2/2021.  She returned for a second dose on 3/30/2021 and 
notified team she had a stroke 3 days after receiving the vaccine.     Vaccine not given today.   Patient 
admitted to another healthcare system for stroke.

COVID19 VACCINE MODERNA 1148350-1 65+ years 3 days Pt was having slurred speech and went to ER on Sunday and was admitted for an acute CVA

COVID19 VACCINE MODERNA 1154436-1 65+ years 3 days Patient developed a Right Basal Ganglia CVA about 3 days after first dose of Moderna.  She developed left leg 
weakness which was stable at the time of hospital discharge.  She notified us at the time of her appointment 
for her 2nd vaccine and it was not given due to concerns about adverse reaction to initial dose.

COVID19 VACCINE MODERNA 1155234-1 65+ years 3 days Minor stroke
COVID19 VACCINE MODERNA 1157877-1 40-49 years 3 days Stroke

COVID19 VACCINE MODERNA 1167090-1 65+ years 3 days Hospital ER then admitted for right Pon?s Stroke, then transferred for rehab then discharged to home for 
rehab at outpatient therapy.  Continuing therapy now.

COVID19 VACCINE MODERNA 1168353-1 65+ years 3 days

On Saturday March 27,2021 the patient was fine on the actual day of second shot which she received at 
approximately 11:30am. The next day she had a fever of 102, chills, body aches, and severe  headache. Tylenol 
was given with little relief. Symptoms persisted until Monday morning and she reported feeling ?much 
better.? On Tuesday 3-30-21 at about 3pm she passed out n was taken to an urgent care center where a CT 
scan of the head was done and was negative. She was discharged to home. The next morning she felt ok but 
as the day went on she developed facial drooping and slurred speech. She was taken back to the ER and 
admitted where she remains. An MRI confirmed an ischemic stroke on 4-1 -2021

COVID19 VACCINE MODERNA 1200315-1 30-39 years 3 days I got the vaccine on Tuesday. I had terrible headaches Wednesday, Thursday and the start of a migraine 
Friday. Friday night I suffered a stroke.

COVID19 VACCINE MODERNA 1204411-1 65+ years 3 days Stroke, nausea, numbness, dizziness, fatigue,



COVID19 VACCINE MODERNA 1205849-1 65+ years 3 days

3/13/2021: Red rash/hives on arms, neck, scalp, chest, back / was treated at ER with benedryl, given albuterol 
inhaler to take 2 puffs, 4X day for 7 days; prednisone, 40mg daily for 5 days 3/16/21: had mini stroke at home, 
called ambulance, they administered a series of tests and determined that all his vital signs were normal and 
asked if he wanted to go to hosp for addt'l testing and pt refused. 3/17/21: had 2nd mini stroke in vehicle, 
went straight to Hosp ER and was admitted. CT scan and MRI determined that I had suffered 2 strokes due to 
blood clots in the rt side of brain.  Was told to take 325 mg of aspirin a day and released on 3/19/21 with 
instructions to f/u with PCP and Neurologist. PCP recommends that I should NOT take the 2nd dose of the 
Moderna vaccine.

COVID19 VACCINE MODERNA 1207086-1 65+ years 3 days Thrombotic CVA of L hemisphere and spleen.  CVA occurred overnight and was complete when patient found. 
Therefore, no treatment.  Result R side paresis arm and leg and aphasia/apraxia.

COVID19 VACCINE MODERNA 1208887-1 40-49 years 3 days Stroke
COVID19 VACCINE MODERNA 1212983-1 65+ years 3 days stroke

COVID19 VACCINE MODERNA 1213415-1 50-59 years 3 days 56 year old gentleman with only medical history being COVID-19 infection in October. Admitted on 4/13/2021 
for a cerebral vascular accident due to thrombosis of right posterior cerebral artery hemorrhagic conversion 
(I63.331). Has left-sided weakness.  Patient also tested positive by PCR (Panther Aptima) on 4/14/2021.

COVID19 VACCINE MODERNA 1214149-1 50-59 years 3 days Acute stroke (left basal ganglia).

COVID19 VACCINE MODERNA 1218829-1 65+ years 3 days

Patient reports she started to experience feeling a sense of doom, stool incontinence, left-sided numbness, 
altered mental status in the early hours of 3/28/21. Of note, patient received her second dose of the Moderna 
vaccine on 3/25/2021 and felt poorly the day after with body aches and fatigue. The patient was admitted to 
ED with suspected stroke, but no ischemia or hemorrhage was shown on MRI. In addition, her blood pressure 
at the ER was 196/104 and her troponin was elevated and reached a peak of around 5. Cardiac 
Catheterization showed no acute disease but chronic and unsubstantial changes that did not require 
intervention.  An EEG from 3/29 was concerning for subacute seizure like activity and She was started on IV 
Keppra. MRI at the same time, also revealed a right-sided cavernoma. During her hospital stay, she had 
ongoing confusion and disorientation with hallucinations, concerning for an encephalitis. She also received 3 
days of ceftriaoxone for a potential unseen infection, but cultures were negative and PCR for viral pathogens 
was also normal. She was seen to have leukocytosis but the cause was not determined. Eventually, she 
regained her baseline mentation with no residual deficits and was discharged on Keppra to follow up with 
neurology.

COVID19 VACCINE MODERNA 1218984-1 50-59 years 3 days admitted for CVA 4/13/21
COVID19 VACCINE MODERNA 1219667-1 60-64 years 3 days Patient had a Hemorrhagic stoke and passed away.

COVID19 VACCINE MODERNA 1220880-1 65+ years 3 days

Stroke due to a blood clot on the left side of my brain; had a dizzy spell; felt very tired; This spontaneous case 
was reported by a patient (subsequently medically confirmed) and describes the occurrence of 
CEREBROVASCULAR ACCIDENT (Stroke due to a blood clot on the left side of my brain) in a 71-year-old female 
patient who COVID-19 vaccination. The occurrence of additional non-serious events is detailed below.   The 
patient's past medical history included No adverse event.    On 02-Mar-2021, the patient received first dose 
(Intramuscular) at an unspecified dose. On 05-Mar-2021, the patient experienced DIZZINESS (had a dizzy spell) 
and FATIGUE (felt very tired). On an unknown date, the patient experienced CEREBROVASCULAR ACCIDENT 
(Stroke due to a blood clot on the left side of my brain) (seriousness criteria medically significant). At the time 
of the report, CEREBROVASCULAR ACCIDENT (Stroke due to a blood clot on the left side of my brain), 
DIZZINESS (had a dizzy spell) and FATIGUE (felt very tired) outcome was unknown.               No concomitant 
medications were reported. Treatment information was not provided.  Based on the current available 
information and temporal association between the use of the product and the onset date of the reported 
events, a causal relationship cannot be excluded. Further information has been requested.; Sender's 
Comments: Based on the current available information and temporal association between the use of the 
product and the onset date of the reported events, a causal relationship cannot be excluded. Further 
information has been requested.



COVID19 VACCINE MODERNA 1245460-1 65+ years 3 days

I had a stroke; Blood clot; Speak was bad, couldn't form words, speak was impaired; Missed her dose due to to 
the decision not to get it; This spontaneous case was reported by a consumer (subsequently medically 
confirmed) and describes the occurrence of CEREBROVASCULAR ACCIDENT (I had a stroke) and THROMBOSIS 
(Blood clot) in a 73-year-old female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 
010M20A) for COVID-19 vaccination. The occurrence of additional non-serious events is detailed below.     The 
patient's past medical history included No adverse event (No medical history was reported.).    On 10-Feb-
2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage 
form. On 13-Feb-2021, the patient experienced CEREBROVASCULAR ACCIDENT (I had a stroke) (seriousness 
criterion hospitalization). On an unknown date, the patient experienced THROMBOSIS (Blood clot) (seriousness 
criterion medically significant), SPEECH DISORDER (Speak was bad, couldn't form words, speak was impaired) 
and INTENTIONAL DOSE OMISSION (Missed her dose due to to the decision not to get it). On 16-Feb-2021, 
CEREBROVASCULAR ACCIDENT (I had a stroke) had resolved. At the time of the report, THROMBOSIS (Blood 
clot) and SPEECH DISORDER (Speak was bad, couldn't form words, speak was impaired) outcome was unknown 
and INTENTIONAL DOSE OMISSION (Missed her dose due to to the decision not to get it) had resolved. Not 
Provided    The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown.   
Concomitant product use was not provided.  The patient was receiving treatment with clopidogrel (Plavix) 
75mg since the stroke (which is a stronger blood thinner TPA drug that resolve the blood clot). Reportedly, 
the patient was hospitalized for 3 days. Patient also stated that she was nervous about getting her 2nd dose 
so she missed her dose due to the decision not to get it with regards to the fear of having another stroke.  
Company comment Based on the current available information and temporal association between the use of 
the product and the start date of the events, a causal relationship cannot be excluded.   This case was linked; 
Sender's Comments:

COVID19 VACCINE PFIZER\BIONTECH 0938118-1 50-59 years 3 days on 1/8/2021 17:30 patient taken to ER, cerebellar hemorrhage, stroke,  aneurysm

COVID19 VACCINE PFIZER\BIONTECH 0951101-1 65+ years 3 days

PATIENT GOT HER FIRST COVID PFIZER VACCINE AT 12/31 IN THE AM. HAD GOTTEN FLU LIKE SYMPTOMS 
AND HAD BEEN SICK FOR A COUPLE OF DAYS. HAD NAUSEA AND VOMITTING DURING THIS TIME AS WELL. 
ON 1/3 THE CARE GIVER WENT TO CHECK ON HER PT AT HER LTC FACILITY WHERE SHE LIVES AND SHE 
WASN'T ACTING RIGHT. SHE WAS UNABLE TO DO A STROKE EXAM. PT HAD NO MOVEMNET IN ARMS OR 
LEGS AND WAS UNABLE TO SPEAK. PT WAS VITALLY STABLE AT THE TIME. EMS RECORDED THAT THEY 
THOUGHT DIAGNOSIS WOULD BE STROKE, PNEUMONIA OR SEPSIS. AFTER ARRIVAL AT THE HOSPITIAL 
DETERMED THAT SHE HAD A STORKE, ACUTE KIDNEY INJURY, ABNORMAL LFTS.

COVID19 VACCINE PFIZER\BIONTECH 0951412-1 65+ years 3 days

Vaccine was administered on 1/12/21 at Memory Care. On 1/15/21 at 12:30 he developed slurred speech at 
his facility and slumped to his left side. Out of concern for stroke he was sent by ambulance to Hospital. There 
he was found to have no evidence of stroke on MRI or CT angiogram. He was admitted to the hospital due to 
fever and  elevated inflammatory markers (ferritin, CRP) and transaminases. He was found to have a positive 
SARS-CoV-2 PCR and IgG. His symptoms resolved the following morning and may have represented a TIA. He 
had many markers consistent with COVID-19 and his CT pulmonary angiogram did show ground glass opacities 
but no pulmonary embolism. It was difficult to assess if this was a reinfection with COVID-19, persistent PCR 
positivity from November, or an adverse event to the vaccine.

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 0992762-1 65+ years 3 days Basal Ganglia Stroke



COVID19 VACCINE PFIZER\BIONTECH 1002693-1 65+ years 3 days Sudden onset of left arm heaviness and problems working 3rd and 5th digits of left hand. Admitted overnight 
for suspected TIA. MRI subsequently confirmed acute to subacute right frontoparietal infarct

COVID19 VACCINE PFIZER\BIONTECH 1008637-1 65+ years 3 days

on 2/1/21 at ~7AM pt was noted by the RN to have rt sided weakness & was sent to Hospital ED for 
evaluation.  They felt he could have had a TIA, or extension of a prior CVA (nothing new on MRI, has small 
vessel ischemic disease), or a COVID vaccine reaction. Symptoms have mostly resolved, he is not always 
cooperative so subtle weakness is difficult to detect. He was hospitalizaed, started on ASA & increased BP 
meds, and returned to his home, where he has resided for several years.

COVID19 VACCINE PFIZER\BIONTECH 1026699-1 65+ years 3 days Had a stroke 3 days after round one of Covid vaccine and subsequently died the next week due to 
complications of stroke. Upon admission to hospital, was in afib.

COVID19 VACCINE PFIZER\BIONTECH 1036647-1 65+ years 3 days On Monday, 15 February my mother in law suffered a stroke. She has been hospitalized since the stroke at 
Hospital.

COVID19 VACCINE PFIZER\BIONTECH 1043099-1 40-49 years 3 days 24-48 hours after receiving dose, had low grade fever, headache, and malaise. On Tuesday morning (3 days 
after vaccine), woke up with vertigo, visual changes, severe nausea, diagnosed with cerebrovascular accident

COVID19 VACCINE PFIZER\BIONTECH 1044569-1 65+ years 3 days THROMBOTIC STROKE IN THE DISTRIBUTION OF THE LEFT MCA DISTRIBUTION

COVID19 VACCINE PFIZER\BIONTECH 1046909-1 65+ years 3 days Patient was admitted for acute CVA, hyperglycemia, and mild thrombocytopenia. Patient was treated and 
discharged on appropriate medications

COVID19 VACCINE PFIZER\BIONTECH 1065160-1 Unknown 3 days

Stroke; This is a spontaneous report from a contactable consumer reporting on behalf of the mother.  An 
approximately 81-year-old female patient received the second single dose of BNT162B2 (PFIZER-BIONTECH 
COVID-19 VACCINE; lot EL9264) on 10Feb2021, for COVID-19 immunisation. The patient received the first dose 
of BNT162B2 vaccine on 23Jan2021 (Batch/lot number: EL3302). Medical history was not reported. 
Concomitant medications included two unspecified prescriptions. On 13Feb2021 the patient experienced 
stroke which required hospitalization on the same day. The reporter was not sure of the name but they did a 
'CAT' where they went up and pull the clot out of the brain. Event outcome was unknown. The patient was 
still in the hospital at the time of report. No investigation was performed before the event.

COVID19 VACCINE PFIZER\BIONTECH 1069829-1 65+ years 3 days
Clients spouse, called to report adverse event.  She reported that Medical Center directed her to call and 
make a report.  Her spouse experienced a stoke 3 days following booster vaccination.  Is currently hospitalized 
at Medical Center.

COVID19 VACCINE PFIZER\BIONTECH 1099173-1 65+ years 3 days

1/24/20211 unresponsive, sent to Hospital.  Admitted with diagnosis: Acute Ischemic left MCA stroke. 
1/26/2021 Transferred to Hospice care. 01/30/2021 died.  I don't believe the hospital was aware of her 
vaccination date as it is not recorded in her records, therefore I assume that a previous VAERS report has not 
been submitted. My relationship to the patient is that I am her daughter.

COVID19 VACCINE PFIZER\BIONTECH 1104607-1 65+ years 3 days Stroke on 2/11/2021 caused by a blot clot
COVID19 VACCINE PFIZER\BIONTECH 1112649-1 65+ years 3 days Stroke, Acute Ischemic Left MCA Stroke

COVID19 VACCINE PFIZER\BIONTECH 1122739-1 65+ years 3 days

3 days after 1st shot, I suffered a stroke; This is a spontaneous report from a contactable consumer (patient 
himself). This 77-year-old male patient received his first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA 
VACCINE), via unspecified route of administration on the left arm on 02Feb2021 at 09:30 AM (at the age of 77-
year old) at single dose for COVID-19 immunization. Relevant medical history included type 2 diabetes, kidney 
disease, heart failure, cutaneous T-cell lymphoma (CTCL) and allergy to lisinopril. Concomitant medications 
included atorvastatin (LIPITOR), metformin, losartan, potassium and acetylsalicylic acid (ASPIRIN). On 
05Feb2021 at 01:30 PM, after 3 days from the first dose of vaccine, the patient experienced a stroke that 
resulted in hospitalization for 4 days. Treatment included CAT scan, MRI (with unknown results) and 
intravenous blood thinner. The outcome of the event was recovering. The event was serious due to 
hospitalization and life threatening illness (immediate risk of death from the event).  Information on the 
lot/batch number has been requested.

COVID19 VACCINE PFIZER\BIONTECH 1129122-1 65+ years 3 days

pt states about 3 days after taking vax he started having severe lower back pains that lasted about 4 days.  
On 3/15/2021 he went to ER in because his heart was racing.  His heart rate went from 64 to 176.  He was 
treated as if he was having a heart attack or stroke.  Labs showed he had not had a heart attack.  He was 
admitted for AFIB and irregular heart beat and stayed for 4 days.  Pt was discharged to FU w/PCP and 
Cardiologist.  Appt w/ Cardiologist is on 3/26/2021.  On 3/24/21 Pt still has a heart rate of 102.



COVID19 VACCINE PFIZER\BIONTECH 1146036-1 65+ years 3 days

2/17 received 1st dose vaccine, Pfizer 2/20-3/9 admitted. Found to have seizures (twitching of upper 
extremities, aphasia). 2/24 RML pneumonia. Found to have MSSA bacteremia and bacteriuria. Transition from 
vanco/pip-tazo to cefazolin Mental status improved and he was sent on cefazolin which he was to complete on 
3/26/21. Was not sent out on seizure prophylaxis.  3/23 second dose Moderna. Had recurrent seizure on 3/27. 
Evidence of post central stroke. Expressive and receptive aphasia.

COVID19 VACCINE PFIZER\BIONTECH 1147782-1 65+ years 3 days
Pt had occipital occlusion stroke (Rt anterior medial thalamus) and was treated at Hospital and then 
transferred to level 3 facility. He was in-patient for 4 days at which time he had almost complete resolution of 
sxs. He was referred to a neurologist with stroke specialty at the Hospital and clinics.

COVID19 VACCINE PFIZER\BIONTECH 1148777-1 65+ years 3 days

Experienced blindness after first shot in right eye after first shot; TIA; headaches; This is a spontaneous report 
from a contactable consumer.  A 70-year-old male patient received the first dose of bnt162b2 (PFIZER-
BIONTECH COVID-19 VACCINE), via an unspecified route of administration, administered in  the left arm on 
21Jan2021, 13:00 (Batch/Lot Number: EL 3249) as a single dose for covid-19 immunization. The patient's 
medical history included diabetes from an unknown date and unknown if ongoing. The patient was generally 
in good health. Concomitant medications included apixaban (ELIQUIS); pravastatin (PRAVASTATIN); and 
vitamin d [vitamin d nos] (VITAMIN D [VITAMIN D NOS]) all taken for an unspecified indication, start and stop 
date were not reported. The patient previously took morphine and ceclor and experienced allergies. On 
24Jan2021 at 13:00, the patient experienced blindness after first shot in right eye after first shot for about 20 
minutes (Most likely a transient ischemic attack (TIA)). Have had headaches every day since the first shot. The 
patient underwent lab tests and procedures which included negative test for Covid-19 on 11Feb2021 (via 
nasal swab). The outcome of the event was not recovered.

COVID19 VACCINE PFIZER\BIONTECH 1150368-1 40-49 years 3 days

Had a stroke; This is a spontaneous report from a contactable consumer (patient). A 47-years-old male patient 
received the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of 
administration on 11Jan2021 at 09:00 (age at vaccination: 47-years) at a single dose for COVID-19 
immunization. Medical history included diabetes, high blood pressure, kidney disease, Penicillin allergy and 
Covid-19 prior vaccination. Concomitant medications included venlafaxine hydrochloride (EFFEXOR); trazodone; 
insulin aspart (NOVOLOG); insulin lispro (HUMALOG); and pantoprazole. The patient previously took the first 
dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) for COVID-19 immunization. The patient did not 
receive any other vaccines within 4 weeks prior to the COVID vaccine. On 14Jan2021 at 08:00, the patient 
had a stroke. The event resulted to hospitalization on an unspecified date. The patient received an unspecified 
treatment for the event. Since the vaccination, the patient has not been tested for COVID-19. The outcome of 
the event was recovering.  Information about the lot/batch number has been requested.

COVID19 VACCINE PFIZER\BIONTECH 1151279-1 65+ years 3 days 3 days after receiving Pfizer COVID 19 vaccine dose #1 pt was admitted with new stroke

COVID19 VACCINE PFIZER\BIONTECH 1151420-1 65+ years 3 days

blurry vision- right eye; BRVO; A localized clot (thrombus) development in a branch retinal vein.; This is a 
spontaneous report from a contactable consumer (patient). This 67-year-old female patient received second 
dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: EL9266) on 12Feb2021 02:15 PM in left 
arm at single dose for COVID-19 immunisation. Medical history included slight asthma, known allergies: sulfa, 
penicillin. No COVID prior vaccination. Concomitant medications included Vitamins (over-the-counter, other 
medications in two weeks). No other vaccine in four weeks. The patient previously received first dose of 
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: EL9262) on 22Jan2021 03:30 PM in left arm at 
single dose for COVID-19 immunisation at the age of 67-year-old. The patient was not pregnant, was not 
pregnant at time of vaccination. No COVID tested post vaccination. On 15Feb2021, within a few days of 
receiving second dose of vaccine, the patient developed blurry vision of right eye. After seeing a retina 
specialist, patient was diagnosed with BRVO (retinal vein branch occlusion). The cause of BRVO is a localized 
clot (thrombus) development in a branch retinal vein. The events resulted in disability or permanent damage. 
The patient received treatment as anti-VEGF drug - Avastin for the events. Outcome of the events was not 
recovered.



COVID19 VACCINE PFIZER\BIONTECH 1191804-1 65+ years 3 days

Central Retinal Vein Occlusion; This is a spontaneous report from a contactable consumer (patient). A 71-year-
old male patient received the first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE, lot number: 
El9261), via an unspecified route of administration administered in left arm on 01Feb2021 (at the age of 71-
year-old) as SINGLE DOSE for COVID-19 immunisation. The patient had no other vaccine in four weeks. The 
patient had no COVID prior vaccination and was not COVID tested post vaccination. Medical history included 
high blood pressure, premature ventricular contractions (PVC's), and cholesterol. The patient has a known 
allergy with meclizine. Concomitant medications included acebutolol, aspirin [acetylsalicylic acid] (ASPIRIN), 
atorvastatin, valsartan, and unspecified vitamin. On 04Feb2021, the patient experienced central retinal vein 
occlusion. Therapeutic measures were taken as a result of central retinal vein occlusion which included 
intravitreal avastin injection. The patient had not yet recovered from the event.

COVID19 VACCINE PFIZER\BIONTECH 1213056-1 65+ years 3 days I63.9 - Acute CVA (cerebrovascular accident) (CMS/HCC) E87.6 - Hypokalemia R45.86 - Emotional lability
COVID19 VACCINE PFIZER\BIONTECH 1213177-1 40-49 years 3 days Stroke in the brain (left side) Affected right side  of body ( right leg and right arm)
COVID19 VACCINE PFIZER\BIONTECH 1219354-1 65+ years 3 days experienced a stroke three days after receiving the first Pfizer shot and was treated at Hospital.

COVID19 VACCINE PFIZER\BIONTECH 1224417-1 50-59 years 3 days

bleeding on the brain; she had a stroke; couldn't hardly remember anything; smile was stuck; she's walking, 
but her right leg is hard to lift up; still in a lot of pain; This is a spontaneous report from a contactable 
consumer. A 56-year-old female patient received first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE; 
lot number and expiry date: unknown), via an unspecified route of administration, administered in Arm Left on 
22Mar2021 11:30 (at 56-year-old) as single dose for COVID-19 immunization. Medical history included ongoing 
high blood pressure. Vaccination Facility Type: Hospital. Concomitant medication included lisinopril 
(LISINOPRIL) taken for high blood pressure from an unspecified start date and ongoing.  Caller states he is 
calling for his fiance, she's in the hospital. Caller states she had this vaccine done on the 22MAR2021 and had 
some side effects. Caller states she had a stroke (27Mar2021, hospitalized) and when he went online, he 
googled it about the shots, it actually said that COVID, the medicine, can cause the stroke, he actually 
watched a video about it. Caller states patient did good for two days then after two days, she woke up and 
couldn't remember hardly anything (25Mar2021, hospitalized) and he was questioning her like what month it 
was. Caller states he thought patient was playing with him, he waited a day and then her smile was stuck 
(25Mar2021, hospitalized) and when he got to the hospital, the doctor told him what happened. Caller states 
they actually want to keep her in a facility for therapy or rehab but she doesn't want to stay in the hospital 
and so they are seeing about getting therapy to come to the house. Caller states he works as a security 
officer. Prescribing Healthcare Professional: Caller states the healthcare she has is (state). Caller states he set 
up an appointment for her that she will be going. Caller states the patient hasn't gone there yet, she will be a 
new patient, on the 06 or 07. Caller states they are still at the hospital right now and all the information is at 
home. That doctor will be her new family physician. Caller states patient had the vaccine 22Mar2021 and she 
did good. Caller states then the next days she was not herself. He later clarified it was 25Mar2021 where she 
couldn't hardly remember anything, she was talking real funny.  Caller states he's been around someone with 
strokes and he just wasn't sure so he told her he was going to take her to the hospital if she didn't get no 
better. Caller states she didn't get any better so she had bleeding on the brain (27Mar2021, hospitalized) and 
a stoke. Caller states the doctors told us what was going on and she was fine until she got the shot. Caller 
states it was about three days out from the shot. Caller states he would say she's not improving. Caller states 
the speech therapist came in, and wanted her to have therapy, they are really wanting to admit her. Caller 
states they told her she would have to get better. Caller states they talked to them about 40 minutes ago 
and he told them she didn't want to agree to that and they were trying to set it up where someone can come 
to the house for speech therapy and for her walking, she's walking but her right leg is still hard to lift up and 
just her memory, she doesn't remember her age. Caller states they said it could be up to six months before it 
gets better and if it don't, it's not gonna get better. Caller states on 27Mar2021, that's when they went to 
the ER and they did the CAT scan, that is when found out had a stroke and bleeding on the brain. Caller states 
he doesn't have the card she was given when she was received the shot, caller states that's at home. 
Outcome of stroke, bleeding on the brain, cannot remember anything : Caller states she has improved a little 

COVID19 VACCINE PFIZER\BIONTECH 1225903-1 65+ years 3 days Brain Bleed - Hemorrhaging Stroke



COVID19 VACCINE PFIZER\BIONTECH 1227956-1 50-59 years 3 days

Stroke symptoms; Facial drooping; weakness in legs; difficulty walking; speech difficulty; loss of use of left arm; 
rash on hands; This is a spontaneous report from a contactable consumer (patient herself). A 54-year-old 
female patient received BNT162B2(Pfizer-BioNTech COVID-19 mRNA vaccine), dose 2 via an unspecified route of 
administration, at age 54 years, administered in the right arm on 10Mar2021 11:15 (Batch/Lot Number: 
EN6199) as single dose for COVID-19 immunization. Relevant medical history include Hashimoto's thyroiditis 
from an unspecified date, allergies to shellfish and tree nuts. Patient is not pregnant. Patient did not have 
COVID prior to vaccination. Concomitant medication include levothyroxine sodium (SYNTHROID). No other 
vaccines administered in four weeks. Patient previously took amoxicillin and cefalexin and experienced 
allergies. The patient historically took first dose of BNT162B2 (lot number: EM9810) at age 53 years on 
17Feb2021 at 10:45 AM on the right arm for COVID-19 immunization. On 13Mar2021 at 19:45, evening, 
patient experienced stroke symptoms, facial drooping ,weakness in legs, difficulty walking, speech difficulty, 
loss of use of left arm, rash on hands. Treatment for the events was TPA. The patient was hospitalized for 4 
days. COVID was not tested post-vaccination. Vaccination facility type was at a public health department. The 
outcome of the events was recovered on an unspecified date.

COVID19 VACCINE PFIZER\BIONTECH 1261826-1 50-59 years 3 days

Cerebellar Stroke; This is a spontaneous report from a contactable consumer (patient). A 51-year-old male 
patient received the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Lot Number: EW0161) 
via unspecified route of administration in the left arm on 15Apr2021 11:30AM at age of 51-year-old at single 
dose for COVID-19 immunisation. Medical history included known allergies to Mango. Other Medical history 
included neuropathy and benign prostatic hyperplasia (BPH). There was no covid prior vaccination. There was 
no other vaccine in four weeks. There were concomitant medications in two weeks: pregabalin (LYRICA), 
morniflumate (FLOMAX) and nortriptyline. Patient received the first dose of BNT162B2 (PFIZER-BIONTECH 
COVID-19 VACCINE, Lot Number: ER8730) in left arm on 25Mar2021 04:30PM at 51-year-old at single dose for 
COVID-19 immunisation. Patient experienced adverse event: cerebellar stroke on 18Apr2021 06:45PM. 
Patient resulted in Doctor or other healthcare professional office/clinic visit, Emergency room/department or 
urgent care, Hospitalization, Life threatening illness (immediate risk of death from the event). Hospitalization 
for 2 days. Patient received treatment included computerised tomogram (CT scan), magnetic resonance 
imaging (MRI), Echocardiogram (TEE) and MyCare Link. Covid test post vaccination included: Nasal Swab on 
18Apr2021: Negative. Patient was recovering from event.

COVID19 VACCINE JANSSEN 1114540-1 65+ years 4 days Transient ischemic attack  confusion, mouth droop, delay in responses

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 JANSSEN 1148591-1 50-59 years 4 days Was reported by the patients primary care provider that the patient experienced a stroke approximately 4 
days post vaccination.

COVID19 VACCINE JANSSEN 1155956-1 65+ years 4 days not an adverse event, but we thought someone should know about this, as it was 3-4 days after  he received 
his vaccine, that he had an embolic stroke

COVID19 VACCINE JANSSEN 1175282-1 50-59 years 4 days
had severe onset diarrhea with bright red blood shortly after taking Vicks sinus medication - have taken that 
medication with no effects prior to having had the vaccine. ischemic colitis seemed like what I was 
experiencing  with sever cramping

COVID19 VACCINE JANSSEN 1202290-1 18-29 years 4 days

Patient presented to hospital on 4/9/21 - 4 days post vaccination - with new onset left sided weakness.  Brain 
CTA showed a M1 branch occlusion.  Patient was given TPA and transferred to Medical Center for further 
management and mechanical thrombectomy.   Successful thrombectomy done. Etiology of stroke cryptogenic 
but suspect emoblic event.  Questionable moyamoya disease - notes state ""if moyamoya suspect, patietn will 
get neurosurgery survice on board/appreciate neuro recommendations""""

COVID19 VACCINE JANSSEN 1203342-1 65+ years 4 days

Patient's daughter called phamacy today 4/13/21 to report that her father suffered a fall at his home on 
4/4/21, the following day after patient received Janssen covid vaccine at pharmacy. Patient's daughter stated 
on phone that she took her father to hospital after she learned that he fell on 4/7/21 to be examined. 
Patient's daughter stated that he was diagnosed at hospital with having a stroke and discharged to return 
home on 4/8/21.



COVID19 VACCINE JANSSEN 1209151-1 60-64 years 4 days

Patient states that she developed altered mental status approximately 4 days after receiving the vaccine as 
witnessed by family and friends. Her mental status continued to decline over 2 week period, at which time 
she was brought to the hospital on April 13th. At that time, it was determined the patient had suffered an 
age-indeterminant ischemic stroke with hemorrhagic conversion. No neurosurgical interventions were done at 
this time as patients symptoms have appeared to improve after observation.

COVID19 VACCINE JANSSEN 1210274-1 18-29 years 4 days Had a stroke, left side affected. Received TPA upon hospital arrival

COVID19 VACCINE JANSSEN 1212390-1 65+ years 4 days Within 4 days of the vaccine she became weak, nauseous, body pain and developed a fever. She was unable to 
get out of bed at all. One week after vaccine she suffered a stroke.

COVID19 VACCINE JANSSEN 1214127-1 65+ years 4 days
New embolic strokes requiring hospitalization and mechanical ventilation due to mental status.  New lower 
and upper DVT, unable to anticoagulated due to new strokes. Symptoms started acutely on day of admission, 
4 days after vaccination

COVID19 VACCINE JANSSEN 1232951-1 30-39 years 4 days

On April 8, 2021, I received the J&J vaccine. Initially, I only had the chills and body aches. Then, on Monday 
April 12, 2021, I went to the gym where I worked out. When I came home and after showering, I returned a 
phone call shortly after 8 P.M. While speaking on the phone, I could tell after a few minutes of talking 
something was off, and then all of a sudden, the words stopped coming out. After a few more seconds, I was 
trying to yell upstairs to my wife for help. I sounded like a goat while trying to yell that word. I then snapped 
out of it, and was able to speak clearly and normal again. I told my wife and called back my friend. My friend 
said I sounded like I was getting sick when I had the attack. The next morning I went to the hospital. I was 
diagnosed with a Transient Ischemic Attack ""TIA.""""

COVID19 VACCINE JANSSEN 1247948-1 65+ years 4 days

89 yo female received J&J COVID-19 vaccination on 3/20/2021. On 3/24, pt determined to have cardioembolic 
stroke. CTA showed acute R M1/ICA occlusion. She went for thrombectomy where TICI2b revascularization 
was achieved. Patient was taking apixaban 2.5mg BID prior to admission. History of cancer and DVT, on 
chronic anticoagulation. LKW 3/22 (2 days after vaccine) with intermittent spells of expressive aphasia an L 
sided shaking. CTH neg. BL duplex with no DVT.

COVID19 VACCINE MODERNA 0913010-1 40-49 years 4 days presented to office with a 2 day history of blurred vision of his right eye.  He has been diagnosed with an 
acute Central Retinal Vein Occlusion of his right eye. (H34.8112).  No treatment at this time.

COVID19 VACCINE MODERNA 0974068-1 65+ years 4 days

Sudden onset of severe abdominal pain with diarrhea and bloody stool/fluid on Wednesday 1/20/21.  Very 
weak/lightheaded. To ER on evening of 1/21 - CT noted 2 Thrombi in each branch of portal vein and ischemic 
colitis of descending colon. No risk factors determined.  Only change in life was Covid-19 Moderna vaccine.   
Other side effect from vaccine was only a sore are at injection site.  Seen by surgery and hematology.   Rapid 
Covid test was negative and wife's pcr  Covid test was negative. As of today is feeling significantly improved 
but not yet taking PO and remains on heparin drip.

COVID19 VACCINE MODERNA 0996150-1 65+ years 4 days TRANSIENT ISCHEMIC ATTACK= AFFECTED FACE, WITH PARESTHESIAS, BLURRY VISION, GENERAL WEAKNESS, 
WHICH RESOLVED IN A FEW MINUTES.

COVID19 VACCINE MODERNA 1056483-1 Unknown 4 days

cardiomyopathy; A spontaneous report received from a Healthcare Professional concerning, 72-year-old 
female patient who received the second dose of Moderna COVID-19 vaccine and develop cardiomyopathy.   
The patient's medical history was not included. Patient's concomitant was not included.    On 01-FEB-2021, the 
patient received their second of two planned doses of mRNA-1273 (Batch #: unknown) intramuscularly for 
prophylaxis of COVID-19 infection.   Physician called and stated that his wife received the second Moderna 
COVID-19 vaccination on 01-FEB-2021 and on 05-FEB-2021 she developed cardiomyopathy. He stated that he 
would like for someone in the medical department to call him back.   Treatment information was not 
provided/ unknown.   Action taken with mRNA-1273 in response to the event was not provided/unknown.   
The outcome of the event was unknown/not reported.; Reporter's Comments: Very limited information 
regarding this events has been provided at this time.  Further information has been requested. Company 
assessed the events to be unlikely related to company product.

COVID19 VACCINE MODERNA 1056842-1 65+ years 4 days
The medical facility did not treat patient as her primary care, but were informed that she passed away on 15 
February 2021 of a stroke.  I do not have further information on the medical aspect of this as we were not her 
treating provider but did administer the vaccine on 12 February.



COVID19 VACCINE MODERNA 1061434-1 65+ years 4 days

I am the patient's daughter as well as an RN-BSN. My mother was given the Moderna vaccine on Feb 11, 2021 
and on Feb 15, 2021 she had a CVA and MI. She was found on her apt. floor unconscious. She was transferred 
to the Hospital by ambulance where a CT scan and other tests were done. It was determined she had a stroke 
and heart attack. My mother was in great health, took no medications, and lived alone in her apt. before this 
incident. The medical professionals determined she would not recover so she was admitted to hospice and 
died on Feb. 21, 2021. I believe there is a relationship between the vaccine and the CVA and MI.

COVID19 VACCINE MODERNA 1074003-1 18-29 years 4 days

Vaccine was Moderna COVID-19 Vaccine EUA 4 days after receiving the vaccine, two hours after I woke up, I 
began to have mild chest pain in the center of my chest. After that, the pain started to grow and grow until it 
was extreme pain, at around an 8/10. The pain radiated from my chest to the undersides of my arms. After 
two hours of pain, it started to subside and eventually was gone. There was no pain for the rest of the day. 
The next day, two hours after I woke up again, the mild chest pain returned. Still in the center of my chest, 
the pain grew into extreme pain again. This time however, it was slightly to the right and as the pain 
progressed it moved right until after two hours it went away again.  The treatment I got at the Urgent Care 
was an EKG and they told me to go to a hospital. At the hospital, I got Toradol, aspirin and propanolol.  My 
initial Troponin levels at admission to the hospital were 900 and grew to 1300. It lowered for a time, but at 
the last check, it rose again to 1420 after not getting Toradol for at least 12 hours.

COVID19 VACCINE MODERNA 1075996-1 65+ years 4 days Hospitalized February 28, 2021 with acute cerebrovascular accident with left hemiparesis, 4 days after 
vaccine

COVID19 VACCINE MODERNA 1084387-1 65+ years 4 days Stroke/ TIA
COVID19 VACCINE MODERNA 1105045-1 65+ years 4 days Acute stroke. Left facial droop with dysarthria. Admitted to the hospital and received tPA.

COVID19 VACCINE MODERNA 1111889-1 65+ years 4 days The patient reported feeling tired and diziness beginning February 20, 2021 and had a stroke later that day. 
She was treated in the hospital for 4 days and later released. She did not get her second dose.

COVID19 VACCINE MODERNA 1123167-1 65+ years 4 days Stroke

COVID19 VACCINE MODERNA 1128617-1 65+ years 4 days 2/22/21- Resident began falling multiple time and reporting loss of feeling in her Rt leg. Sent to ER. Diagnosis 
with multiple acute CVA and Rt sided hemiplegia

COVID19 VACCINE MODERNA 1148878-1 65+ years 4 days

VACCINE ADMINISTERED ON MONDAY MARCH 22ND AND  .SUFFERED A STROKE TO THE PONS REGION OF 
THE BRAIN ON FRIDAY MARCH 26TH. SYMPTOMS WERE RT SIDED WEAKNESS/SLURRED SPEECH AND 
UNSTABLE GAIT. HOSPITALIZED AT  HOSPITAL, CT/MRI/ECHOCARDIOGRAM/LABS/CHEST XRAY DONE. IS 
CURRENTLY HOSPITALIZED AND AWAITING TRANSFER TO 2 WEEK INTENSIVE REHABILITATION CENTER FOR 
COMPLETE RT SIDED HEMIPLEGIA/APHASIA. OUTCOME TO BE DETERMINED.

COVID19 VACCINE MODERNA 1152521-1 40-49 years 4 days

PT STARTED HAVING A FEELING OF HEAVINESS, MALAISE, FATIGUE, HEADACHES ABOUT AN HOUR OR TWO 
AFTER THE SHOT WAS ADMINISTERED. THE SIDE EFFECTS CONTINUED THRU THE WEEKEND AND SHE TOOK 
TYLENOL TO HELP WITH SYMPTOMS.  ON MONDAY, 3/15/21 AROUND 720PM SHE COLLAPSED AT HOME AND 
WAS RUSHED TO THE HOPSITAL E.R. CT SCAN WAS ORDERED BECAUSE DR WANTED TO RULE OUT STROKE 
DUE TO WEAKNESS ON RIGHT SIDE,SPEECH IMPAIRMENT,HEADACHE,WEAKNESS, AND SHE HAD BITTEN HER 
TONGUE. SHE WAS ADMITTED INTO THE HOSPITAL. TUESDAY 3/16/21 - DR ORDERED CT SCAN AND MRI TO 
RULE OUT STROKE...PT WAS CONFIRMED TO HAVE HAD STROKE WEDNESDAY 3/17/21- EEG ORDERED AND PT 
POSITIVE FOR SEIZURES PT DISCHARGED FROM HOSPITAL 3/17/21 AND PRESCRIBED CLOPIDIGREL AND 
ATORVASTATIN AS TAKE HOME MEDS.

COVID19 VACCINE MODERNA 1160308-1 65+ years 4 days

As I was driving at 70 mph along the highway 4 days after I had my second dose of the COVID-19 vaccine, 
suddenly I went blind in my right eye. I was blind in that eye for about 10 minutes. We drove  right away to 
my eye doctor, who sent me to the ER. The hospital is Stroke Certified. They admitted me and did a stroke 
workup. I was in the hospital for 1 day (24 hours) which included overnight.  The treating HCP concluded that I 
had experienced an ocular stroke. Since it was exactly 4 days after my second dose of the Moderna COVID-19 
vaccine, it most likely was caused by that vaccine.

COVID19 VACCINE MODERNA 1167768-1 65+ years 4 days On 3/7/2021, the patient experienced a cerebrovascular accident, was hospitalized for acute care then 
rehabilitation until 4/1/2021.  Patient has a previous history of CVA.

COVID19 VACCINE MODERNA 1207764-1 65+ years 4 days Massive stroke, given tPA, severe reaction, had to be intubated for 3 days
COVID19 VACCINE MODERNA 1209879-1 65+ years 4 days stroke



COVID19 VACCINE MODERNA 1210492-1 65+ years 4 days

On the morning February 22nd I was outside with my family in our backyard. I was checking our plant when I 
started to feel that I needed to sit down. By the time I sat down, I realized I had no feeling or use from the left 
side of my body including my face. I also had trouble communicating. Could not form complete sentences. The 
entire left side of my face was drooping. At that moment my husband immediately called 911.  I was taken to 
the hospital by ambulance where i was immediately treated and diagnosed with a stroke. They administered 
TPA. I spent 3 days in the ICU. I have since been treated with blood pressure medication, blood thinners and 
statins.

COVID19 VACCINE MODERNA 1213061-1 65+ years 4 days

On Tuesday, February 16, I received my 1st Moderna Covid vaccine. On Tuesday, March 16, I received my 2nd 
Moderna Covid vaccine at 11AM and Eylea shots (one in each eye) at 2PM. I have been receiving Eylea every 
3 months for about 3 years in one or both eyes.   On Saturday, March 20 at about 11:30AM, while sitting at 
traffic light, I saw what appeared to be a translucent sheet of plastic cover the left driver's window and the 
left half of the windshield. This was only visible in the left eye. Twenty seconds later, a yellow opaqueness 
developed in the left eye, which eventually cleared, but vision was still blurry. When I got home, I called my 
retinologist. He recommended I go into a dark room and close my eyes. At this time, I had white translucent 
vision in the lower left quadrant of vision in both eyes. My retinologist sent me to Eye Hospital Emergency 
Department, which is part of Hospital. After being assess at Eye Emergency Room, I was admitted to Hospital 
for a right occipital lobe stroke that was confirmed by multiple MRIs of the head. I was told that I was 
experiencing an ocular migraine (although I had no pain.) I was discharged on Monday, March 22, on Eliquis. 
As of April 15, all of the yellow opaque and white translucent visions are gone. However my left eye vision 
remains blurred and hazy. I have since been diagnosed with age-related cataracts in both eyes and a fast-
moving cataract in top portion of left lens. I will also report this occurrence to the reporting system.

COVID19 VACCINE MODERNA 1218725-1 18-29 years 4 days

pt had a massive stroke at 6:15 pm on 3/23/2021 when he was using the bathroom trying to have a bowl 
movement.  He used his phone to text his mom to tell her he had a seizure.  He was slurring, vomiting, and 
falling down.  Ambulance was called.  He was transport him to Hospital.  Pt was aspirating.  He was never 
treated as a stroke patient.  He was monitored overnight.  On 3/24/2021 the ER physician had a phone 
consult w/ a neurologist.  He was referred to be transferred to another hospital.  He was was being bagged in 
transit to hospital.   He went into the ER stroke unit.  Dr.  called mother to let her know that if he didn't have 
emergency brain surgery he would die.  Mother told him to save her son.  He survived brain surgery and was 
put in the Neuro ICU.  On 4/3 He was transferred to the Stroke Team floor.  On 4/8 he was transferred to 
Rehabilitation Hospital.  He will be at this location for weeks or months.



COVID19 VACCINE MODERNA 1249631-1 65+ years 4 days

I had a stroke; I now have weakness on my right leg; I now have weakness on my right arm; I now have 
weakness on my right face; This spontaneous case was reported by a consumer (subsequently medically 
confirmed) and describes the occurrence of CEREBROVASCULAR ACCIDENT (I had a stroke) in a 67-year-old male 
patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 045A21A) for COVID-19 vaccination. 
The occurrence of additional non-serious events is detailed below.   Concurrent medical conditions included 
Diabetes. On 20-Mar-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) 
(Intramuscular) 1 dosage form. On 24-Mar-2021, the patient experienced CEREBROVASCULAR ACCIDENT (I had 
a stroke) (seriousness criteria hospitalization and medically significant). On 19-Apr-2021, the patient 
experienced MUSCULAR WEAKNESS (I now have weakness on my right leg), MUSCULAR WEAKNESS (I now 
have weakness on my right arm) and FACIAL PARESIS (I now have weakness on my right face). At the time of 
the report, CEREBROVASCULAR ACCIDENT (I had a stroke), MUSCULAR WEAKNESS (I now have weakness on 
my right leg), MUSCULAR WEAKNESS (I now have weakness on my right arm) and FACIAL PARESIS (I now have 
weakness on my right face) outcome was unknown.      DIAGNOSTIC RESULTS (normal ranges are provided in 
parenthesis if available): On an unknown date, Computerized tomogram: results are not mentioned 
(Inconclusive) Results are not mentioned. On an unknown date, Electrocardiogram: results are not mentioned 
(Inconclusive) Results are not mentioned. On an unknown date, Magnetic resonance imaging: 1 inch spot in 
brain (Inconclusive) Admits that the MRI showed that he had a 1 inch spot in his brain that was killed. The 
action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown. For mRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not provide any causality assessments. 
Concomitant product use was not provided by the reporter. The patient was admitted, couldn't talk and 
started to drool. The patient was taken to the hospital by the paramedics. The patient's reports that he bites 
his lip every time he chewed. Patient was wearing a heart monitor for 30 days. Treatment information was 
not provided. Based on the current available information and temporal association between the use of the 
product and the start date of the events, a causal relationship cannot be excluded. However, the patient's 
past history of diabetes Miletus may remain as risk factor for this event.; Sender's Comments: Based on the 
current available information and temporal association between the use of the product and the start date of 
the events, a causal relationship cannot be excluded. However, the patient's past history of diabetes Miletus 
may remain as risk factor for this event.



COVID19 VACCINE MODERNA 1265883-1 Unknown 4 days

b/l pulmonary edema; new onset heart failure; Idiopathic non ischaemic cardiomyopathy; Non obstructive 
coronary artery disease; Medistinal lymphadenopathy; shortness of breath; This spontaneous case was 
reported by an other (subsequently medically confirmed) and describes the occurrence of PULMONARY 
OEDEMA (b/l pulmonary edema), CARDIAC FAILURE (new onset heart failure), CARDIOMYOPATHY (Idiopathic 
non ischaemic cardiomyopathy), DYSPNOEA (shortness of breath), CORONARY ARTERY DISEASE (Non 
obstructive coronary artery disease) and LYMPHADENOPATHY MEDIASTINAL (Medistinal lymphadenopathy) 
in a female patient of an unknown age who received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 
vaccination.     Concurrent medical conditions included Type 2 diabetes mellitus, Hypertension, Crohn's disease 
and Obesity.   On 24-Mar-2021, the patient received second dose of mRNA-1273 (Moderna COVID-19 Vaccine) 
(Intramuscular) dosage was changed to 1 dosage form. On an unknown date, the patient received first dose of 
mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 28-Mar-2021, the patient 
experienced DYSPNOEA (shortness of breath) (seriousness criterion hospitalization). On an unknown date, the 
patient experienced PULMONARY OEDEMA (b/l pulmonary edema) (seriousness criteria hospitalization and 
medically significant), CARDIAC FAILURE (new onset heart failure) (seriousness criteria hospitalization and 
medically significant), CARDIOMYOPATHY (Idiopathic non ischaemic cardiomyopathy) (seriousness criteria 
hospitalization and medically significant), CORONARY ARTERY DISEASE (Non obstructive coronary artery 
disease) (seriousness criterion hospitalization) and LYMPHADENOPATHY MEDIASTINAL (Medistinal 
lymphadenopathy) (seriousness criterion hospitalization). The patient was hospitalized on 11-Apr-2021 due to 
DYSPNOEA. At the time of the report, PULMONARY OEDEMA (b/l pulmonary edema), CARDIAC FAILURE (new 
onset heart failure), CARDIOMYOPATHY (Idiopathic non ischaemic cardiomyopathy), DYSPNOEA (shortness of 
breath), CORONARY ARTERY DISEASE (Non obstructive coronary artery disease) and LYMPHADENOPATHY 
MEDIASTINAL (Medistinal lymphadenopathy) had not resolved.      DIAGNOSTIC RESULTS (normal ranges are 
provided in parenthesis if available): In April 2021, Angiogram: abnormal (abnormal) minimal non obstructive 
CAD.. In April 2021, Chest X-ray: abnormal (abnormal) bilateral pulmonary edema.. In April 2021, 
Computerised tomogram thorax: abnormal (abnormal) mild cardiomegaly/ bilateral pleural effusions/ 
pulmonary edema. Also showed non specific mediastinal adenopathy.. In April 2021, Echocardiogram: 
abnormal (abnormal) Severe global hypokinesia and ejection fraction of 15%.. In April 2021, Fibrin D dimer: 
655 (Inconclusive) 655. In April 2021, Glycosylated haemoglobin: 6.3 (Inconclusive) 6.3.         Based on the 
current available information and temporal association between the use of the product and the events, a 
causal relationship cannot be excluded, although it is likely that underlying pathology existed with respect the 
cardiomyopathy, heart failure and associated symptoms.; Sender's Comments: Based on the current available 
information and temporal association between the use of the product and the events, a causal relationship 
cannot be excluded, although it is likely that underlying pathology existed with respect the cardiomyopathy, 
heart failure and associated symptoms.

COVID19 VACCINE PFIZER\BIONTECH 0916668-1 30-39 years 4 days TIA symptoms - difficulty speaking, reports leaning towards the left side and was dizzy for about 10min.

COVID19 VACCINE PFIZER\BIONTECH 0962764-1 65+ years 4 days

Patient did not have any adverse reaction to the COVID vaccine, but we were asked by our health dept to 
submit a VAERS report since the patient died between his first and second dose.  Received Pfizer Dose #1 
12/17/2020. No side effects or adverse events noted; lived in 24/7 care facility and monitored twice daily for 
reaction.  Date of death 12/23/2020 from aspiration pneumonia complicated by end-stage heart failure and 
ischemic cardiomyopathy. Death was anticipated and not sudden.

COVID19 VACCINE PFIZER\BIONTECH 0986749-1 65+ years 4 days

5:30 am I found husband by bed, babbling, Called 911, Had Lt Hemi Stroke. Aphasic, Rt side limp, given TPA. 
Sent to ICU. Recovered within 2hrs, speech, movement of extremities. lt hemi clot found on ct angiogram & 
mri. 2nd mri found clot busted with residual. transfered to telemetry next nite. echo unconclusive. 02 sats low, 
venogram done 3days later show lt dvt, lung ct wnl. ld asa & b/p meds were given. blood work to be drawn 
for baseline prior to anticoagulent therapy. possible d/c 9/30.

COVID19 VACCINE PFIZER\BIONTECH 0994613-1 65+ years 4 days
after shot i didn't have any problems and then i came home. On Monday I slipped getting out of bed and hit 
my head on the floor , i couldn't move or talk,  Wife called 911 and went to ER. had a Stint put in my head. 
Went into ICU discharged. I was diagnosed with Stroke

COVID19 VACCINE PFIZER\BIONTECH 1009884-1 65+ years 4 days Fell, head injury and vertebrae fractured.   Probable stroke.  Dizziness.



COVID19 VACCINE PFIZER\BIONTECH 1021027-1 65+ years 4 days

Patient was brought in by ambulance on 01/28/2021 with complaints of fever, chills, myalgias, shakiness, and 
severe hypotension. Patient was treated for severe sepsis and acute kidney injury.  Patient was given fluid 
resuscitation, but unresponsive to treatment; NE+ vasopressin, hydrocortisone IV, along with empiric 
antibiotic regimen were initiated. Patient later on developed pulmonary edema, Non-ST elevation MI with no 
chest pain and new onset of cardiomyopathy with EF 40-45% and clean coronary arteries shown on cardiac 
catheterization. Physician suspected cytokine release syndrome related to the COVID vaccine and congestive 
heart failure. Naranjo scale score of 2 indicates possible ADR.  MD indicated vaccine reaction unlikely.

COVID19 VACCINE PFIZER\BIONTECH 1022055-1 65+ years 4 days

Had a mild a heart attack and mild stroke; had a mild a heart attack and mild stroke; urinary tract infection; 
Blood infection; A1C was 6.5; there was a little blood in his urine; he fell out of bed and couldn't get up; he 
was flushed; he had a fever of 101; This is a spontaneous report from a contactable consumer (patient's wife). 
A 74-year-old male patient (husband) received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 
VACCINE, Batch/Lot number: EL1283) at 0.3 mL single on 20Jan2021 for COVID-19 immunization. Medical 
history included thyroid; hypertension, was under control with the medication; dementia, taking memantine 
as a treatment for dementia, no other impairment other than what he normally has from his dementia. 
Concomitant medications included levothyroxine; memantine for dementia; fish oil tablet; Vitamins. Patient 
had a mild heart attack and a slight stroke and he did have urinary tract and blood infection on 24Jan2021. 
They both had the first dose of the Pfizer covid vaccine on 20Jan2021, Saturday night into Sunday. He was a 
dementia patient, alert to his name. On 24Jan2021, he fell out of bed and couldn't get up, he was flushed, so 
patient's wife took his temperature, he had a fever of 101. Patient's wife couldn't move him, so called the 
paramedics and they took him to Hospital. Patient's wife just found out that he had a very mild heart attack 
and slight stroke, no impairment other than what he normally had from the dementia. Patient's wife was 
wondering should he get the second shot and what was the timing of the 2nd dose of vaccine. Reporter 
seriousness for mild heart attack, slight stroke, urinary tract and blood infection was hospitalization. They 
also have him on some sort of penicillin derivative for a urinary tract infection. Since he had been to the 
hospital, he had at his doctor's office about 2 weeks ago today, he had a blood test, a urine test. His A1C was 
6.5, there was a little blood in his urine. For that since Sunday (24Jan2021) he was having MRI, he had a 
couple of PET scans, he had an electrocardiogram. The neurologist came in to check on him. He was in hospital 
now. Hospitalization date was 25Jan2021 early in the morning. The outcome of events was unknown.

COVID19 VACCINE PFIZER\BIONTECH 1035529-1 Unknown 4 days

ischemic stroke; This is a spontaneous report from a contactable consumer. A 9-decade-old (reported as: ""in 
her 80's"") female patient received BNT162B2 (Pfizer-BioNTech COVID-19 mRNA vaccine), via an unspecified 
route of administration, first dose on 28Jan2021 at single dose for COVID-19 vaccination. Recent medical 
history included GI complications. The patient's concomitant medications were not reported. On 01Feb2021, 
the patient experienced ischemic stroke requiring hospitalization. Event took place after use of product. The 
outcome of the event was recovering.  Information about lot/batch number has been requested.""

COVID19 VACCINE PFIZER\BIONTECH 1035547-1 65+ years 4 days

left parietal CVA; left popliteal DVT; This is a spontaneous report from a contactable consumer (patient). A 71-
year-old male patient received first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number= el 
1284), via an unspecified route of administration on 22Jan2021 17:00 at single dose at left arm for covid-19 
immunization. Medical history included cholesterol. Concomitant medications in two weeks included 
atorvastatin (LIPITOR), esomeprazole sodium (NEXIUM), triazolam and OTC vitamin. The patient was not 
diagnosed with COVID-19 prior to vaccination. On 26Jan2021 05:30 AM, the patient experienced left parietal 
CVA and left popliteal DVT (hospitalization, life threatening) with outcome of recovering. The patient was 
hospitalized for both events for 5 days. The patient underwent lab tests and procedures post vaccination 
which included nasal swab: unknown results. Patient received TPA (Tissue plasminogen activator), blood 
thinners as treatment. The adverse events resulted in doctor or other healthcare professional office/clinic 
visit, emergency room/department or urgent care, hospitalization, life threatening illness (immediate risk of 
death from the event).

COVID19 VACCINE PFIZER\BIONTECH 1045951-1 65+ years 4 days Stroke in third branch of middle cerebral artery and intramural clot of right carotid artery



COVID19 VACCINE PFIZER\BIONTECH 1048680-1 65+ years 4 days

Acute ischemic stroke on 02Jan2021; This is a spontaneous report from a contactable Healthcare Professional. 
A 78-year-old female patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) on 28Jan2021 at 
single dose for COVID-19 immunisation at the age of 78-year-old. Medical history and concomitant medications 
were unknown. The patient was not pregnant at the time of vaccination. Patient had Acute ischemic stroke 
on 02Jan2021; the patient was hospitalized, and she was treated for the event. On 01Feb2021, nasal swab 
resulted negative. Prior to vaccination, the patient was not diagnosed with COVID-19. The patient was 
recovering from the event. Patient has not tested positive for COVID-19 since having the vaccine. Information 
on the lot/batch number has been requested; Sender's Comments: Based on the available information there is 
no evidence or argument to suggest a causal relationship between the reported event of ischemic stroke and 
BNT162B2 administration. Event occurred prior to vaccination.

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 1058152-1 Unknown 4 days

stroke; This is a spontaneous report from a contactable consumer, the patient. A female patient of an 
unspecified age received BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE solution for injection, Lot 
unknown, first dose) intramuscular on 01Feb2021 (at an unknown age) at single dose for COVID-19 
vaccination. Medical history and concomitant medications were not reported. On 05Feb2021, four days after 
vaccination, the patient had a stroke. The outcome of the event stroke was unknown.  The lot number for the 
vaccine, BNT162B2, was not provided and will be requested during follow up.

COVID19 VACCINE PFIZER\BIONTECH 1059679-1 50-59 years 4 days Stroke Bala Gangria catastrophic stroke



COVID19 VACCINE PFIZER\BIONTECH 1066924-1 65+ years 4 days

Neurology consult 2/13/21:  This is a 78-year-old female we were consulted by Dr. for possible guillian barre 
s/p COVID vaccine.  The patient tells me that she was in her normal state of health, and she received her 1st 
dose of the COVID-19 vaccineseen 7 days ago.  Subsequent to that, the next day she developed chills, fatigue 
that continued for approximately 2 days.  She states that 3 days ago, she woke up and was unable to lift her 
legs or get herself out of bed on her own.  She felt weak in her proximal lower extremities and her trunk.  She 
denied any bandlike sensations or paresthesias.  She cannot tell me that she developed any distal lower 
extremity weakness initially but felt that it was the acute onset.  She needed some help her out of bed when 
she was upright, she was able to use her walker to slowly get to the factor.  She may have had some urinary 
incontinence, she does complain of diarrhea now.   Denies any tingling sensation, no bulbar symptoms.  This is 
a 78-year-old female who we were asked to evaluate for possible Guillain-Barre syndrome.  She had acute 
onset of lower much greater than upper extremity weakness without any definite ascending features, of 
relevance, is that she received the COVID-19 vaccine 3 days prior to the onset of her symptoms.  She did 
exhibit flu-like symptoms prior to this.  Given that she does not have any specific area of intrathecal 
enhancement to suggest Guillain-Barre or other areas of radiculitis, I think it is reasonable to proceed with 
lumbar puncture to look for any other source.   --Given the findings on the MRI cervical and lumbar spine 
including enhancement of the bilateral sacral S1 region, I would like Neurosurgery to further evaluate. -- 
would likely benefit from CT chest abdomen pelvis to rule out any underlying occult malignancy particularly if 
workup remains unremarkable. -- continue supportive care, monitor for shortness of breath, new vital 
capacities  Patient remains admitted to the hospital with continued weakness at the time of this report

COVID19 VACCINE PFIZER\BIONTECH 1068270-1 65+ years 4 days

Suffered a stroke 4 days later 06Feb2021; This is a spontaneous report from a contactable consumer, the 
patient. A 71-year-old female patient received BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE, Lot 
unknown, first dose) solution for injection intramuscular in the left arm on 02Feb2021 at 14:45 (at the age of 
71-years-old) at single dose for COVID-19 vaccination. The patient was not pregnant at the time of 
vaccination. Medical history and concomitant medications were not reported. The patient had no known 
allergies. The patient did not receive any other vaccine within 4 weeks prior to the vaccine. Prior to the 
vaccination, the patient was not diagnosed with COVID-19. The patient suffered a stroke 4 days later 
06Feb2021 after vaccination. The event resulted in an emergency room/department visit and hospitalization 
in Feb2021 for 3 days. Treatment for the event stroke included medication and therapy. The outcome of the 
event stroke was recovering. Since the vaccination, the patient has not been tested for COVID-19.  The lot 
number for the vaccine, BNT162B2, was not provided and will be requested during follow up.

COVID19 VACCINE PFIZER\BIONTECH 1076911-1 65+ years 4 days

passed away shortly after her vaccine; started dealing with signs that are common with a stroke; developed 
swelling in her arms; This is a spontaneous report from a contactable consumer report for grandmother. A 101-
year-old female patient received first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, lot 
number=EM9809) via an unspecified route of administration in left arm on 08Feb2021 04:30 AM at single dose 
for covid-19 immunisation. Medical history included elderly. No covid prior vaccination. No other vaccine in 
four weeks; No other medications in two weeks. On 12Feb2021 12:00 AM, patient passed away shortly after 
her vaccine. She started dealing with signs that are common with a stroke. Event considered Life threatening 
illness (immediate risk of death from the event). She also developed swelling in her arms. No treatment 
received, patient not recovered from stroke and swelling arm. The patient died on 12Feb2021. No covid 
tested post vaccination. It was unknown if an autopsy was performed.; Reported Cause(s) of Death: passed 
away shortly after her vaccine

COVID19 VACCINE PFIZER\BIONTECH 1081063-1 65+ years 4 days

Pfizer shot  on Sunday am - my father noticed my mother c/o not feeling well and unable to explain why she 
didn't feel well. She woke up feeling well and then quickly became disoriented and vomited. She was then 
unable to walk or communicate appropriately. Emergency services was called and she was transported to 
Emergency room. She was diagnosed with a posterior brain CVA and was treated with tpa and now remains 
hospitalized in the ICU with expressive aphasia and vision loss.



COVID19 VACCINE PFIZER\BIONTECH 1085200-1 30-39 years 4 days

Patient had 4 mm left frontal lobe stroke without any other known etiology on testing (heme, cardio, neuro 
consulting/workup); This is a spontaneous report from a contactable physician. A 35-year-old female patient 
(no pregnancy) received the first dose of BNT162B2 (Pfizer-BIONTECH Covid-19 Vaccine, lot number: EL9267), 
intramuscularly at site of left arm at 16:30 on 16Feb2021 at single dose for COVID-19 immunisation. Medical 
history included hypothyroidism and autism spectrum disorder (ASD) (closed 12 years ago with NO sequelae). 
Concomitant medication included levothyroxine and valacyclovir [valaciclovir], both received within two 
weeks of vaccine. The patient had 4 mm left frontal lobe stroke without any other known etiology on testing 
(heme, cardio, neuro consulting/workup) at 13:15 on 20Feb2021. The patient was hospitalized for this event 
for 2 days. The adverse event resulted in doctor or other healthcare professional office/clinic visit, emergency 
room/department or urgent care, hospitalization, life threatening illness (immediate risk of death from the 
event), disability or permanent damage. The patient received treatment (Multiple MRI/MRI, TTE AND TEE, 
blood studies/holter study, new medicatinos) for adverse event. No covid prior vaccination. Covid was tested 
post vaccination. Covid test type post vaccination was blood test, covid test name post vaccination was Ig 
M/IgG with negative result on 24Feb2021. Covid test type post vaccination was Nasal Swab, covid test name 
post vaccination was Rapid with negative result on 24Feb2021. No known allergies. No other vaccine received 
in four weeks. The outcome of event was recovered/resolved with sequel.; Sender's Comments: Limited 
information does not allow a medically meaningful assessment for the event Stroke for BNT162B2. Details 
regarding the clinical symptoms, relevant test results, treatment medications and clinical course are not 
provided. At this time, the case is handled as related for reporting purposes. The case will be re-evaluated if 
more 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 1092517-1 65+ years 4 days
On March 6, I had a mild stroke. Left arm, leg, and foot went numb for 15 minutes. Hospital performed 
diagnostic tests.  Stayed overnight for observation  and tests.  Symptoms went away.  I had an EKG, CT scan 
of brain, ultrasound of neck veins, brain MRI, and echo cardiogram.

COVID19 VACCINE PFIZER\BIONTECH 1106591-1 65+ years 4 days 4 days after I had the 1st shot I had an optic nerve stroke in my right eye with complete and permanent 
vision loss

COVID19 VACCINE PFIZER\BIONTECH 1110876-1 65+ years 4 days CVA, right thalamic

COVID19 VACCINE PFIZER\BIONTECH 1123123-1 65+ years 4 days

Had stroke; This is a spontaneous report from a contactable consumer (patient). A 70-years-old male patient 
received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE; Lot Number: EL9269) via an 
unspecified route of administration, administered in Arm Right on 15Feb2021 (12:00) as SINGLE DOSE for covid-
19 immunisation, at 70 years old. Medical history included Cad atrial fibrillation (atrial fibrillation), Cad atrial 
fibrillation (Coronary Artery Disease), CHF kidney disease (congestive heart failure), CHF kidney disease 
(kidney disorder) from unspecified dates. No other vaccines in four weeks. No COVID prior vaccination. 
Concomitant medications included verapamil; alprazolam (XANAX); allopurinol (ZYLOPRIM); furosemide (LASIX); 
potassium; and mirtazapine (REMERON), all taken for an unspecified indication, start and stop date were not 
reported. The patient previously took antihistamines and experienced allergies (Known allergies: 
Antihistamine). The patient experienced had stroke on 19Feb2021. The patient required emergency room visit 
and was hospitalized for had stroke for 4 days from 2021 to 2021. Treatment reported as unknown. The 
patient underwent lab tests and procedures which included investigation: SARS-CoV-2 test (Nasal Swab): 
negative on 19Feb2021. Event outcome was recovering.

COVID19 VACCINE PFIZER\BIONTECH 1127818-1 65+ years 4 days

Pt suffered an embolic stroke to left MCA on 3/16/2021, 4 days after his vaccine. He was also within 90 days 
of PCR confirmed COVID-19 infection (tested positive 1/5/2021 and was still positive on 3/16/2021). This is 
likely unrelated as patient had multiple risk factors for stroke, but felt it worth reporting as no association 
cannot be found if people don't report events like this.



COVID19 VACCINE PFIZER\BIONTECH 1135543-1 65+ years 4 days

Atrial fibrillation; Cardiomyopathy; Mixed hyperlipidemia; This is a spontaneous report from a contactable 
consumer. This consumer reported the same events for himself and two other patients. This is the first of 
three cases.   An 82-year-old male patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), second 
dose on 04Mar2021 and first dose on 27Jan2021 (batch/lot numbers not reported); both via unspecified routes 
of administration as a single dose for COVID-19 immunisation. Medical history included type 2 diabetes. 
Concomitant medications were not specified and reported that they were too many to list, also he has quite a 
list of prescription. The patient stated since he has gotten both COVID shots and it was found out after going 
to the doctor and to a cardiologist that he was the third person that has been diagnosed with atrial 
fibrillation from taking the COVID shots and since he was the third person that they had recently after both 
shots, he thought he should call the toll number and report side effects after taking the vaccine. Consumer 
confirmed the date for diagnosis of atrial fibrillation as 08Mar2021 and stated primary care doctor, he went 
for his quarterly visit and she gave him an EKG and it showed this the fibrillation and he was immediately 
sent to a cardiologist who confirmed it after a second EKG and echocardiogram had both of those. Consumer 
stated it said atrial fibrillation, cardiomyopathy and mixed hyperlipidemia whatever that was, he has a print 
out of the diagnosis from the cardiologist in his hand. Consumer stated date of test was yesterday, 
08Mar2021. Consumer stated he was given a new medicine Eliquis 5 mg twice a day as treatment. Consumer 
stated he just wanted to report this, since the doctor yesterday told him that he was the third patient that 
had both shots and came back with this. The outcome of the events was unknown.  Information about 
batch/lot number has been requested.; Sender's Comments: Linked Report(s) : US-PFIZER INC-2021274387 
Same reporter and drug, similar event, different patient;US-PFIZER INC-2021316269 Same reporter and drug, 
similar event, different patient

COVID19 VACCINE PFIZER\BIONTECH 1153498-1 65+ years 4 days

blood pressure sky high; blood pressure sky high; couldn't walk; almost having a stroke; little dizzy; This is a 
spontaneous report from a contactable consumer. A 78-years-old female patient received bnt162b2 (PFIZER-
BIONTECH COVID-19 VACCINE), dose 1 via an unspecified route of administration, administered in arm left on 
25Feb2021 (Batch/Lot Number: EN6202) as SINGLE DOSE for covid-19 immunisation.  Medical history included 
atrial fibrillation, blood pressure high, asthma. There were no concomitant medications. No other products. 
They have not had any other recent vaccinations or started any new medications. Caller said she had her first 
dose of the Pfizer COVID-19 vaccine shot 25Feb2021, then two weeks later her blood pressure was sky high 
and she couldn't walk and she went to the emergency room and they said that she was almost having a 
stroke. She said she was admitted 11Mar2021 and stayed until this past Sunday which was 14Mar2021. She 
hadn't seen her primary care provider (PCP) yet she only saw the doctor at the hospital. She was supposed to 
go back on 18Mar to get her second shot, so she wanted to know if it was gonna be safe. Caller said that she 
has recovered, and when she came home, she was a little dizzy, but they gave her a medication for vertigo 
and right now she was ok. Outcome of the events was recovered in Mar2021.



COVID19 VACCINE PFIZER\BIONTECH 1158687-1 65+ years 4 days

ear infection; nauseous; felt the room spinning; she thought she was having a stroke; lightheaded/ dizzy; This 
is a spontaneous report from a contactable consumer, the patient. A 71-years-old female patient received the 
first dose of BNT162b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE), via an unspecified route of 
administration, administered in right arm on 10Mar2021 between 3:15PM-3:30PM (Batch/Lot Number: 
EN6206) (at the age of 71-years-old) as a single dose for COVID-19 immunisation. Medical history included 
cessation of smoking as the patient stated that she quit smoking in either 2006 or 2007, ongoing blood 
pressure high from 1986, edema from 2012, hypothyroidism since about 2012-2013, high cholesterol for about 
6-7 years and took simvastatin, potassium low from 2012 as she stated that she found out she had low 
potassium in 2012 when she had blood work done before she was scheduled for surgery and took potassium 
chloride (KLOR-CON), she used a walker a lot of the time and she stated that her weight fluctuated. She said 
that her current weight was the heaviest she had been. She said that she gained weight when she quit 
smoking. She said that she had hypothyroidism, and was old, which didn't help her weight. There were no 
concomitant medications. Family medical history relevant to adverse events (AE(s)) was not provided. The 
patient did not receive any other vaccines within four weeks prior to BNT162b2. The patient did not 
administer additional vaccines on the same date of BNT162b2. She mentioned that she received the first dose 
of BNT162b2 on 10Mar2021, a Wednesday. She said she didn't notice until the following Sunday on 
14Mar2021 that she was lightheaded and dizzy. She said at first she thought she got up too fast, and that was 
what made her lightheaded. She specified on the Monday morning that it was really bad, she got lightheaded 
when she was got down on the floor at home doing her therapy and she felt the room spinning on 
15Mar2021. She said that her symptoms got worse on Monday night on 15Mar2021 when she laid down in 
bed. She said that she tried to sit up in bed for as long as she could. She said as long as she was sitting up in 
bed, she wasn't lightheaded and the room didn't spin. She said she thought maybe she was getting an ear 
infection, so she took her fingers and plugged her ears for 30 seconds to see if that would help. She said that 
she had no pain or ringing in her ears. She said eventually she was able to lay down in bed and go to sleep. 
She said she didn't know what was going on. She said her symptoms were so bad on Monday (feeling 
lightheaded and the room spinning) that she thought she was having a stroke; and she had to grab on to the 
bed, got on her knees for she didn't know how long, and it did go away. She mentioned that every time she 
laid down, the room spun, and she had been dizzy and lightheaded ever since. She said that she was not 
expecting side effects after that much time had gone by from getting her BNT162b2. She said that the 
lightheadedness, and room spinning was still going on. She further said that as she was cradling the phone in 
her neck to do some work while she had been on hold for agents, she felt nauseous on 18Mar2021, but she 
moved around and she was fine now. She said that she thought the nausea was caused because she had been 
sitting at her desk working with the telephone cradled in her neck and her head looking down. The patient 
underwent lab tests and procedures which included potassium was on an unspecified date and weight: 175-
180 lbs on an unspecified date as she stated that her weight fluctuated. She said that her current weight was 

COVID19 VACCINE PFIZER\BIONTECH 1164516-1 30-39 years 4 days Platelets dropped to <2 and I had a stroke.

COVID19 VACCINE PFIZER\BIONTECH 1170033-1 65+ years 4 days

The first doze made him tired and got back pain. Went to his Primary Doctor to see if it is okay to get the 
second dose. He got his blood work done, echo Cardiogram and all the necessary test have been done and he 
is okay to proceed by his Doctor. On the fourth day after he get the second dose of Pfizer-BioNTEch, in the 
afternoon, he couldn't get up from his bed that he had lay down. He experienced slur, facial droop and left side 
hand weekness. We called the paramedics right away and they checked him and took him to the nearest 
Emergency Hospital. They ran tests, did CT scan and diagnosed him with Ischemic Stroke on his right side 
which has effect on the left side of his body for facial droop and weekness and not being able to get up. He 
was threated with Mechanical Thromboctomy to remove the blood clot. He stayed in the hospital for 8 days 
and is bed bound up until now and is transferred to a re-hab. He still can't stand. Today is the 27th day since 
the adverse reaction started. His left hand has improved a little bit.

COVID19 VACCINE PFIZER\BIONTECH 1171303-1 65+ years 4 days Severe pain started in my back and knee on 3/11/21 and I was unable to walk properly.  On 3/30/21, I had a 
stroke.  Treatment is ongoing. Outcome is TBD.

COVID19 VACCINE PFIZER\BIONTECH 1181581-1 65+ years 4 days Stroke 3 days after vaccine



COVID19 VACCINE PFIZER\BIONTECH 1210122-1 65+ years 4 days

My mother received doses of the Pfizer vaccine.  She received the first shot on Friday March 5, 2021 at 12:15 
PM and the second vaccine on Friday March 26, 2021 at 11:45 AM. Both vaccines were administered at the 
pharmacy. Early Tuesday Morning she was incoherent and suffered a stroke. She was taken to the hospital  
and spent the entire week  at the hospital. Her primary doctor,  was out of town and Dr was the covering 
doctor. While in the hospital she was under the care of another Dr

COVID19 VACCINE PFIZER\BIONTECH 1216702-1 40-49 years 4 days Suffered ischemic pontine  stroke 4 days after vaccine received. Does have significant risk factors including 
DM2, HTN, hyperlipidemia, family history of stroke.

COVID19 VACCINE PFIZER\BIONTECH 1219225-1 60-64 years 4 days Family member reported to this Nursing Supervisor patient suffered stroke 04/13/2021 at the patients home. 
Family discovered patient 04/14/2021 and taken to Hospital then life flighted to another hospital. Family 
reports he has left sided paralysis, slurred speech, nasogastric tube placement and currently in neuro ICU.

COVID19 VACCINE PFIZER\BIONTECH 1219345-1 65+ years 4 days

Received  second shot on April 2@ 1130am. Started with diarhhea  and vomiting's on April 6 at 3:30 am. 
Continued to 4:30 am on April 10. Slight elevated temperature at 99.1 .  On morning of April 11 couldn't put 
pressure on right side, leg and arm, facial numbness. Went to er and they said I was having a stoke, 
transferred to hospital. MRI done verified Stroke with blood clot to Left thalamus Sent home and will be 
receiving PT and OT.

COVID19 VACCINE PFIZER\BIONTECH 1224585-1 65+ years 4 days

States that his symptoms are like he had a stroke; his health declined after the shot; not eating; he is not able 
to walk by himself; Can't stand up on his own; Mind is not working correctly/The patient was not himself/his 
mind goes in and out; Speech is Difficult/he was not responding to her and his speech was bad; not feeling 
very well/not feeling good; Tired and Sleepy; Tired and Sleepy; Noticed patient was warm but didn't take 
temperature; The patient didn't receive the second shot because he has been in the hospital.; This is a 
spontaneous report from a contactable consumer (patient's wife). An 89-year-old male patient received 
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection), dose 1 via an unspecified route of 
administration, administered in Arm Right on 04Mar2021 14:15 (Lot Number: EN6198) at the age of 89 years, 
as single dose for covid-19 immunisation. Medical history included pituitary gland tumour from 2018 and 
ongoing (it is not growing according to tests), ongoing asthma which he had for years, and ongoing low blood 
pressure. His blood pressure goes up and down. He has had it for a long time but started this medication 2 
years ago because it was too low. Clarified that it was not taken within 2 weeks of receiving the vaccine 
because his blood pressure had been too high. There were no concomitant medications. The patient previously 
took fludrocortisone 0.1 mg once a day. The consumer (patient's wife) stated that she called on behalf of her 
husband. The patient was still in the hospital. The patient received the vaccine on 04Mar2021 and by 
11Mar2021, the patient was in the hospital. They have not been able to find out what was wrong with him. 
The patient's symptoms were like he had a stroke. The patient was 89 years old, so she took him to get the 
shot and his health declined after the shot and he is still under the care of the (Hospital name) in (City) (State). 
The reporter clarified that his symptoms were that he was feeling tired and sleepy on 08Mar2021. The 
patient said he was not feeling good on 08Mar2021. On 11Mar2021, he was not responding to her and his 
speech was bad, and now he is not able to walk by himself and can't stand up on his own. This started after he 
received the shot. The patient didn't receive the second shot because he has been in the hospital. He was 
doing fine before and now he has these issues. The patient's wife (reporter) noticed the patient was a little 
warm but didn't take his temperature on 08Mar2021. The reporter stated that last Thursday (11Mar2021) 
they called the doctor and the doctor suggested taking him to the ER at the hospital. On 11Mar2021, the 
patient was not himself and not eating and she doesn't know what is going on with him, but he is under care 
at the hospital. Reporter stated the patient is doing therapy in the hospital and they are helping him to walk 
but he is having difficulty. She stated they keep asking if she knows what is going on, but she has no results or 
medical records. Reporter stated the patient's mind is not working correctly and speech was difficult for him. 
She clarified that he wasn't making sense sometimes and she was not able to understand him. States the 
patient speaks two languages but he started speaking a third language to her. She stated that his mind goes 
in and out. Treatment: rest and at the hospital they are doing therapy for his legs. States she will get on 
update on his progress on Friday. States she can't see him because of Covid restrictions. The patient did not 
receive any vaccines 4 weeks prior to COVID vaccine. Outcome of the events was unknown.



COVID19 VACCINE PFIZER\BIONTECH 1238418-1 65+ years 4 days
3/30-  Resident was sent to ER was found to have acute CVA, R vertebral occlusion, carotid stenosis, 17mm 
lung mass suspicious  for malignancy, family opted for palliative and or Hospice. 4/03-re-admitted to the 
facility. 4/14 Admitted to Hopsice. Resident deceased on   4/16.

COVID19 VACCINE PFIZER\BIONTECH 1254968-1 40-49 years 4 days

mini stroke; This is a spontaneous report from a contactable consumer (patient). A 45-year-old male patient 
received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection; Batch/Lot number 
was not reported) via an unspecified route of administration, administered in left arm, on 30Mar2021 at 
09:00, as a single dose, for COVID -19 immunisation. The patient's medical history included slight issues with 
cholesterol and pre diabetic, but the patient has been healthy. The patient has no known allergies and other 
medical histories. Concomitant medication was not reported. On 03Apr2021, 4 days after the patient received 
the vaccine shot, he was diagnosed with a mini stroke. The patient was shocked as he was too young and 
have had no medical issues in his entire life, only change was the shot. The patient also experienced numbness 
in his right arm and hand which subsided but he still has some numbness on the right side of this face. The 
patient was hospitalized for 1.5 days and treatment included taking low dose aspirin and Lipidore (as 
reported). The patient had no COVID prior vaccination and no COVID tested post-vaccination, the patient also 
had no other vaccine in four weeks and other medications in two weeks. Outcome of the event was 
recovering. Event resulted in doctor or other healthcare professional office/clinic visit, emergency 
room/department or urgent care, hospitalization, and disability or permanent damage.  Information on the 
Lot/Batch number has been requested.

COVID19 VACCINE PFIZER\BIONTECH 1255673-1 65+ years 4 days

Stroke; Mild headache; This is a spontaneous report from a contactable consumer (patient). A 68-year-old 
male patient received the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, batch/lot number 
and expiration date unknown) via an unspecified route of administration at right arm on 23Mar2021 (68-year-
old at time of vaccination), at single dose, for COVID-19 immunization. The patient's medical history was not 
reported. The patient had no COVID prior vaccination and no known allergies. There were other concomitant 
medications (unspecified) in two weeks. The patient previously received the first dose of BNT162B2 (PFIZER-
BIONTECH COVID-19 VACCINE, batch/lot number and expiration date unknown) via an unspecified route of 
administration at left arm on 02Mar2021 at 16:15 (68-year-old at time of vaccination), at single dose, for 
COVID-19 immunization. There was no other vaccine in four weeks. On an unspecified date in 2021, the 
patient experienced mild headache day after second vaccine. On 27Mar2021 at 09:45, patient had a stroke. 
The adverse events resulted in emergency room/department or urgent care, hospitalization, life threatening 
illness (immediate risk of death from the event). Patient was hospitalized for 4 days. Therapeutic measures 
were taken as a result of the events and included ""testing regarding stroke"" (as reported). The outcome of 
the events was recovering.  Information on the lot/batch number has been requested.""

COVID19 VACCINE PFIZER\BIONTECH 1281673-1 65+ years 4 days stroke leading to death

COVID19 VACCINE PFIZER\BIONTECH 1284753-1 40-49 years 4 days

TIA ( mini stroke) on fourth day after dose two.; This is a spontaneous report from a contactable consumer 
(patient).  A 41-year-old male patient received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number 
EN6208 and expiration date not provided), via an unspecified route of administration, administered in Arm 
Right second dose on 25Mar2021 15:00 at single dose for covid-19 immunisation. The patient's medical history 
included Hypertension and Penicillin allergy. The patient's concomitant medications included lamotrigine 
(LAMICTAL) and bupropion hydrochloride (WELLBUTRIN). The patient historical vaccine includes bnt162b2 
(PFIZER-BIONTECH COVID-19 VACCINE, lot number EN6201 and expiration date not provided) via an 
unspecified route of administration administered in Arm Right first dose on 04Mar2021 administration time: 
04:00 PM for covid-19 immunisation. On 29Mar2021 10:00, the patient experienced TIA (mini stroke) on fourth 
day after dose two. The event resulted in physician office visit, Emergency room visit, and hospitalization for 1 
day. The patient was treated and was placed on three medication (unspecified). The patient underwent lab 
tests and procedures which included Spectrum DNA test: negative on 15Apr2021.  The outcome of the event 
was recovering.

COVID19 VACCINE JANSSEN 1116053-1 65+ years 5 days Exceptionally healthy Patient suffered a stroke within  5-6 days after receiving the J & J vaccine.
COVID19 VACCINE JANSSEN 1128150-1 65+ years 5 days STROKE 4 days after
COVID19 VACCINE JANSSEN 1186290-1 40-49 years 5 days Stroke



COVID19 VACCINE JANSSEN 1195295-1 50-59 years 5 days

Extreme left arm and shoulder neck pain and tightness within a week of shot and has persisted for over a 
month. Treated with Methocarbamol and Diclofenac Sodium.  Within two and a half weeks of the shot, on 
March 23rd, sudden loss of peripheral vision in right eye. Doctor diagnosed as NAION, non-arthritic anterior 
ischemic optic neuropathy. Vision loss in one eye is blurred from varying angles and grayed out and is 
considered permanent. Eye problem caused pain down neck and jaw.   Also, a rash developed over chest with 
symptoms similar to shingles.

COVID19 VACCINE JANSSEN 1198191-1 65+ years 5 days

Patient developed progressive weakness and was diagnosed with Guillain-Barre Syndrome based on physical 
exam findings (ascending muscular weakness), lumbar puncture, and MRI findings. Disease course complicated 
by acute hypoxic respiratory failure which required endotracheal intubation and mechanical ventilation. He 
was treated with intravenous immunoglobulin x4 days.

COVID19 VACCINE JANSSEN 1200482-1 50-59 years 5 days

I woke up on Saturday 3/13 and noticed that my vision on my left eye was very fuzzy and stayed that way for 
a few days. I made an appointment to see my optometrist on Wednesday 3/18 and he referred me to a retina 
specialist Dr. I saw Dr on Friday 3/19. He ran tests and diagnosed me with branch retinal vein occlusion in my 
left eye. This is typically caused by a blood clot in the eye. The occlusion caused swelling in my retina and 
macula which caused my vision loss. I was treated with an injection of Eylea (anti-VEGF) to reduce the 
swelling on my retina/macula. I will need to have these injections every 4 weeks to maintain my sight.

COVID19 VACCINE JANSSEN 1201706-1 30-39 years 5 days

7:00 pm Friday started getting left arm:  numbness on whole left side of body, left side of face swelling and 
droopy. Felt a sharp pain in left arm near basilic vein and started swelling like a ball. Felt shortness of breath 
and dizzy with blurry vision. Almost passed out when stood up. Was rushed to the ER. Had Sharp pains 
shooting through left leg.

COVID19 VACCINE JANSSEN 1211934-1 30-39 years 5 days

Patient received J&J Janssen vaccine 4/8.  She reported nausea, abd pain, fevers, and fatigue since received 
vaccine.  On 4/13/2021 presented with worst headache of life, trouble speaking, and abnormal gait.   Exam 
showed L sided motor weakness and impaired sensation.    Initial CT normal, received tPA for presumed 
stroke.   Platelet count normal.  Currently admitted to critical care unit at Hospital.

COVID19 VACCINE JANSSEN 1217662-1 50-59 years 5 days Patient presented 5 days after vaccine administration with a lacunar stroke.  He had numbness in his right 
face and right hand which he woke up with on day 5.

COVID19 VACCINE JANSSEN 1223432-1 40-49 years 5 days CVA and cerebral venous sinus thrombosis

COVID19 VACCINE JANSSEN 1225881-1 40-49 years 5 days
6 days after receiving vaccine, I experienced an episode where I got extremely hot, sweaty in neck and chest 
area, dizzy, loss of balance, blurred vision and  blacked out for a few seconds. The episode lastly apprx. 4-5 
mins. I laid down and fell asleep for about 20 mins afterward and woke up to moderate headache and slight 
burry vision still on left side. I saw my primary dr the next morning on 4/1/21 and reported issue.

COVID19 VACCINE JANSSEN 1229013-1 40-49 years 5 days Patient arrived to ED with C/O vision changes and dizziness after vaccine on Saturday (unknown) patient was 
transferred to Main campus for Occipital Stroke at neuro facility., This facility did not give the vaccine

COVID19 VACCINE JANSSEN 1238499-1 65+ years 5 days STROKE, left frontal
COVID19 VACCINE JANSSEN 1240155-1 50-59 years 5 days TIA (Mini Stroke)
COVID19 VACCINE JANSSEN 1252137-1 65+ years 5 days Stoke 6 days after vaccine. Death 5 days after stroke.

COVID19 VACCINE JANSSEN 1266545-1 40-49 years 5 days
Right side tingling past 10 days. Reports tingling to right face and right arm feels like intermittent pins and 
needles. Received Janssen COVID vaccine on 4/12/21 at an outside facility.  Diagnostic workup revealed 
Cerebral Vascular Accident (CVA).

COVID19 VACCINE JANSSEN 1269190-1 65+ years 5 days

Pt developed L eye vision changes on 3/17/2021 but did not seek medication attention until 3/22 when he 
saw ophthalmology and was advised to go immediately to ER.  After a temporal artery biopsy to r/o temporal 
arteritis and head/brain imaging studies, he was diagnosed with  non-arteritic anterior ischemic optic 
neuropathy.  He was treated and discharged home with close follow up.  On 4/5/2021, he developed 
hematuria and was again hospitalized and found to have an obstructing L ureteral stone. Pt was hospitalized 3 
days for first issue, 7 days for second issue.

COVID19 VACCINE JANSSEN 1272521-1 50-59 years 5 days

5 days after vaccination I had partial vision impairment in my right eye.  I saw my eye doctor two days later 
who believed it was retinal vein occlusion.  He referred me to an ophthalmologist who I saw the following 
monday.  The ophthalmologist confirmed it was retinal vein occlusion.  His treatment was to administer an 
injection of medicine.



COVID19 VACCINE JANSSEN 1289024-1 50-59 years 5 days 5 days after shot, vision in left eye became blurry- went to primary eye doctors- sent to Surgeons- determined 
a blood clot in the back of the eye

COVID19 VACCINE MODERNA 0976284-1 65+ years 5 days Felt strange 5 days after getting shot, weakness in  legs, fatigued.  Next day started having slurred speech, 
weakness in bil lower ext.

COVID19 VACCINE MODERNA 1002441-1 65+ years 5 days
On morniing of 1/30/11 patient presented with confusion, unilateral weakness  - diagnosed and admitted with 
CVA - embolism of R middle cerebral artery per CT scan.  Noted to be in atrial fibrillation during admission.  
Discharged to rehab center on 2/3/21.

COVID19 VACCINE MODERNA 1011517-1 65+ years 5 days

Patient reported left arm numbness. Went to the hospital for full stroke evaluation all tests returned 
negative. (CT scan, MRI, etc.). Patient was observed overnight and released from hospital with resolved 
symptoms and negative report of any stroke or mini-stroke. Patient has had follow-up appointments with PCP 
and Cardiologist. Received ok from PCP prior to second dose vaccination of COVID.

COVID19 VACCINE MODERNA 1018448-1 65+ years 5 days 2/6/2021 stroke. 2/8/2021 he died

COVID19 VACCINE MODERNA 1020859-1 65+ years 5 days

Started on Jan 24 or 25-Extreme fatigue, sleeping til late in afternoon,, unable to get out of bed,, headache, 
just didn't feel right.  Went to primary doctor office on 29th.  Ran every blood test, ekg and chest xray-mostly 
normal except orthostatic hypertension.  Told to increase fluids.  Felt a little better over the next week then 
same symptoms again Feb 4 and 5th.  Took to ER had a seizure and vomiting.   CT showed a Stoke and am 
currently in hospital.

COVID19 VACCINE MODERNA 1027967-1 65+ years 5 days Patient received vaccination on 1/15/2021. Hemorrhagic Stroke on 1/20 , then diagnosed with complicated 
idiopathic coagulopathy

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 1042967-1 65+ years 5 days

Patient called son around 6:30am on 2/18/21. When son tried to contact patient around 8:30am, he was not 
able to get a hold of patient. Son sent someone over to check on patient. They found patient on the floor. He 
was coherent at first but then lost consciousness. It believed he experienced a stroke sometime around 8:30-
9:00am of 2/18/21. Patient was taken to hospital and then transferred to another hospital. He was put in a 
medically induced coma. He passed between 4:00 and 4:30 pm on 02/19/21.

COVID19 VACCINE MODERNA 1045543-1 Unknown 5 days

Mini stroke; Tingling sensation; Numbness at the right side of the body from face down to foot; A spontaneous 
report was received from a HCP concerning a male patient who received Modern's COVID-19 vaccine (mRNA-
1273) and experienced tingling sensation and numbness at the right side of the body from face down to the 
foot. The patient's medical history was reported as diabetic and was taking medications for diabetes but did 
not provide exact name of the medication. No relevant concomitant medications were reported.     24 Dec 
2020, prior to the onset of the events, the patient received their first of two planned doses of mRNA-1273 
(lot/batch: unknown) for prophylaxis of COVID-19 infection.   On 29 Dec 2020, 5 days after the dose of injection, 
the patient experienced and experienced tingling sensation and numbness at the right side of the body from 
face down to the foot. The patient was taken to ER and patient was diagnosed with mini stroke at the ER. No 
Laboratory details provided.   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 experienced 
tingling sensation and numbness at the right side of the body from face down to the foot was Unknown.; 
Reporter's Comments: The events developed on five day after first dose of mRNA-1372. Paresthesia, and 
hypoesthesia were consistent with increased risk of cerebrovascular accidents associated with history of 
diabetes. 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 1055656-1 65+ years 5 days
On Day 5 (February 21st) after receiving her 2nd COVID vaccine injection, the patient suffered a massive 
stroke. She was rushed to an ED, arriving within 45 minutes, immediately received TPA treatment and 
thrombectomy from the right side of her brain. She continues to receive acute treatment inpatient.

COVID19 VACCINE MODERNA 1073402-1 65+ years 5 days acute CVA, thrombolysed with TPA, with residual hand weakness

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 MODERNA 1102633-1 65+ years 5 days

Client claims she had a stroke d/t covid vaccination. She developed symptoms of weakness, nausea/vomiting 5 
days after receiving first dose of Moderna (February 4, 2021). On Feb. 5th client fell 3 times while at home 
and on Feb. 6th her daughter took her to the ED where she was diagnosed with having a CVA. Client was 
hospitalized 2/6/2021 thru 2/16/21. On 2/16 she was transfered to another hospital where she had another 
stroke and was discharged 2/23/2021.   Please note client received her second covid vaccine on 02/27/2021. 
Writer called client's PCP office and spoke with RN. RN verified client was prescribed medications listed in box 
9 prior to stroke. RN also stated client had diagnosis of hypertension prior to stroke but did not have any 
record of medications to treat hypertension on file prior to stroke.

COVID19 VACCINE MODERNA 1116425-1 65+ years 5 days Major stroke that required surgery and 18 days in the hospital.

COVID19 VACCINE MODERNA 1132012-1 65+ years 5 days

To er for eval of seizure activity at hospital . Nurse  reported that seizure activity lasted  1.5 min and took 
approx. 30 minutes for her to start "" coming around"" to her self. Patient was bradycardic en route to 
hospital. er hpi: ""79 y.o. female who presents with seizure activity.  Patient is brought to the ER via EMS 
from nursing home with new onset seizure.  Nursing home staff reports patient had tonic-clonic seizure which 
lasted approximately 1 min.  Patient was apneic.  Patient is slightly postictal but no urinary incontinence.  
Patient has no known history of seizure disorder.   Patient is resident of nursing home and is a DNR comfort 
care.  Patient with underlying dementia. In speaking with patient she denies any current headache, chest 
pain, shortness of breath, abdominal pain, nausea, vomiting, diarrhea, fevers, or chills.  She is alert only to 
name.""  Inpatient admission to hospital 3/24/21 dx acute hepatic encephalopathy, new onset seizure without 
head trauma""

COVID19 VACCINE MODERNA 1139746-1 50-59 years 5 days Admitted to hospital on 3/25/21 with left side numbness, dizziness and ataxia (leaning to Left side)
COVID19 VACCINE MODERNA 1156975-1 65+ years 5 days Stroke

COVID19 VACCINE MODERNA 1182448-1 65+ years 5 days

small stroke; heart went to into a-fib; light and dark spots; hurting badly at injection site; This spontaneous 
case was reported by a consumer (subsequently medically confirmed) and describes the occurrence of ATRIAL 
FIBRILLATION (heart went to into a-fib) and CEREBROVASCULAR ACCIDENT (small stroke) in a 77-year-old 
female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 012A21A) for COVID-19 
vaccination. The occurrence of additional non-serious events is detailed below.     The patient's past medical 
history included Atrial fibrillation since an unknown date. Concurrent medical conditions included Drug allergy 
(Eliquis). Concomitant products included LEVOTHYROXINE SODIUM (SYNTHROID) for an unknown indication.    
On 01-Mar-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 
dosage form. On 06-Mar-2021, the patient experienced ATRIAL FIBRILLATION (heart went to into a-fib) 
(seriousness criteria hospitalization and medically significant) and VACCINATION SITE PAIN (hurting badly at 
injection site). On 07-Mar-2021, the patient experienced CEREBROVASCULAR ACCIDENT (small stroke) 
(seriousness criteria hospitalization and medically significant) and VISUAL IMPAIRMENT (light and dark spots). 
The patient was hospitalized for 4 days due to ATRIAL FIBRILLATION and CEREBROVASCULAR ACCIDENT. At the 
time of the report, ATRIAL FIBRILLATION (heart went to into a-fib) and CEREBROVASCULAR ACCIDENT (small 
stroke) outcome was unknown, VISUAL IMPAIRMENT (light and dark spots) had resolved and VACCINATION 
SITE PAIN (hurting badly at injection site) had not resolved.        mRNA-1273 (Moderna COVID-19 Vaccine) 
(Intramuscular) was withdrawn on an unknown date.       This case was linked to US-MODERNATX, INC.-MOD-
2021-060976 (E2B Linked Report).; Sender's Comments:  US-MODERNATX, INC.-MOD-2021-060976:MOD-2021-
060528 (Wife case)

COVID19 VACCINE MODERNA 1199543-1 65+ years 5 days Facility manager informed us that patient had a seizure on 3/17/21, which was 2 days after the vaccine was 
given (3/15/21) which then lead to a stroke.  Patient passed died on 3/17/21.

COVID19 VACCINE MODERNA 1211234-1 40-49 years 5 days Patient suffered a ischemic stroke.

COVID19 VACCINE MODERNA 1219673-1 65+ years 5 days Patient just called the pharmacy and said he was released from the hospital and had a stroke on 4/12-4/13.  
He believes it to be due to the vaccine.  He received his second dose on 4/7/21

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 0948118-1 30-39 years 5 days Pfizer-BioNTech COVID- 19 Vaccine EUA Received communication that patient experienced a stroke and 
received alteplase at a non-facility (Medical Center)  5 days after receiving COVID-19 vaccination.



COVID19 VACCINE PFIZER\BIONTECH 1001438-1 Unknown 5 days

Stroke; This is a spontaneous report from a contactable consumer. A 92-year-old female patient received first 
dose bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection, lot/batch number and expiry date 
were not provided), via an unspecified route of administration on 08Jan2021 at single dose for COVID-19 
immunization. Facility type vaccine was Nursing Home/Senior Living Facility. The patient medical history was 
not reported. No Covid prior vaccination. Concomitant medications included unspecified other medications 
received in two weeks. The patient experienced stroke on 13Jan2021. AE resulted in ''Doctor or other 
healthcare professional office/clinic visit, Emergency room/department or urgent care, Hospitalization''. The 
patient was hospitalized from Jan2021 to Jan2021 for 2 days for stroke. Patient not received other vaccine in 
four weeks. Patient was not pregnant. Therapeutic measures were taken as a result of stroke. The outcome of 
event was recovering.  Information on the lot/batch number has been requested.

COVID19 VACCINE PFIZER\BIONTECH 1033768-1 40-49 years 5 days Vaccine given 1-6-21, patient had a stroke left occluded carotid with dissection 1-11-21, no risk factors. 1-20-21 
had second stroke, hospitalized for both episodes without residual symptoms.

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 1068615-1 60-64 years 5 days stroke occurred five days after receiving vaccine.  I was hospitalized overnight in General Hospital.  Have had 
two MRI's.



COVID19 VACCINE PFIZER\BIONTECH 1104155-1 65+ years 5 days

Five days after the vaccine she was on the phone, sitting in a chair and she lifted her arm up and it felt heavy 
and it just dropped.  She then started to raise the arm and she was not able to do it.  She then suddenly lost 
sensation in her left arm.  She then could not control it, would raise when it wanted to but was not able to 
feel it or control it.  (had the feeling that it was not connected to her body and it was just floating around).  
Then started having involuntary muscle spasms in her mid torso region.  The same thing then happened again 
and the muscle spasms were more intense and she waited around and lasted for minutes.  She never lost 
consciousness, but then it happened again and was spreading on her left side.  It then encompassed from her 
hip up to her shoulder.  The involuntary muscle spasms were moving from the side toward her chest to where 
she felt it would impact her breathing.  She then went to the ER and they started doing testing, and she had 
more spasms, and then started having double vision.  In talking with the doctor about all of this she had a 
CVA with complex partial epilepsy with recurrent seizures and that the double vision was related to the 
infarct in her brain and that the stroke triggered the seizure that she had.  She did not lose any memory, loss 
of consciousness, no weakness or loss of sensation.  These episodes only lasted minutes and a refractory time 
of minutes and when she got to the ER she the other episode when they were trying to test her.  They were 
not able to do the EKG or EEG due to the involuntary movements and these resolved.   She is now completely 
recovered other than the fatigue with no residual.    She saw a neurologist on 2/24/21 who felt like that she 
had a stroke and put her on Keppra and is going to FU in 3 months at IU.    It was ruled out that there was no 
relationship of her transplant to this reaction.   She is now on Keppra, Atorvastatin for the swelling in her 
brain, and also put on aspirin 81 mg.   Her blood tests that were done were all drawn and were all within 
normal limits except for kidney function, but is only a minor #'s for her secondary to the transplant.  She then 
had some titers drawn for CMV and that was also negative.  Then she had a COVID test that was negative.  
Then she had spinal tap that came back normal results.

COVID19 VACCINE PFIZER\BIONTECH 1108267-1 65+ years 5 days

Deceased Narrative: Patient was a 79 yo male with a hx of HTN, ETOH and tobacco use, PVD, HLD with no 
contact with health care since 2014. Patient presented to facility on 9/30 with worsening bilateral leg pain 
and SOB. During that hospitalization he dx with severe decompensated HF (EF 20-25%) and cardiomyopathy. 
Cardiac cath with severe CAD, however unable to perform interventions. Upon goals of care discussion, 
patient no longer wished to go to facility or aggressive medical management. Patient was transitioned to 
hospice for comfort care.

COVID19 VACCINE PFIZER\BIONTECH 1109309-1 65+ years 5 days

After vaccine was administered patient was seemingly fine until a loss of consciousness/mini stroke on Jan 16 
(5 days after vaccine) causing a fall and massive stroke on Jan 22 (11 days after vaccine) that left patient 
unresponsive and on life support until family decided to stop services and begin hospice care with no fluids or 
food until death

COVID19 VACCINE PFIZER\BIONTECH 1113869-1 65+ years 5 days

Cerebrovascular Hemorrhage (Stroke), left occipital zone; This is a spontaneous report from a contactable 
consumer.   A 78-year-old female patient received the first dose of BNT162B2 (Pfizer-Biontech Covid-19 
Vaccine, Lot. EK4176) at single dose, in the left arm, on 13Jan2021, at 15:00, for COVID-19 immunisation. 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. Relevant medical history included Sulfa allergy (Sulfonamide 
allergy) and drug hypersensitivity due to pethidine hydrochloride (DEMEROL) was reported as past drug 
event. On 03Feb2021, received the second dose of BNT162B2 (Pfizer-Biontech Covid-19 Vaccine, Lot. EN5318) 
at single dose, in the left arm, for COVID-19 immunisation. Concomitant medications included levothyroxine 
sodium (SYNTHROID) and estrogens conjugated, medroxyprogesterone acetate (PREMPRO). On 18Jan2021, at 
12:30 PM, the patient experienced cerebrovascular hemorrhage (stroke), left occipital zone. Hospitalization 
and treatment (stroke Center ICU care) were required (duration of hospitalization 4 days). Clinical outcome of 
the adverse event was recovering at time of this report. Post the vaccination, the patient has been tested for 
COVID-19 (Nasal Swab) on 18Jan2021 and resulted negative.

COVID19 VACCINE PFIZER\BIONTECH 1120870-1 65+ years 5 days Stroke - small area of acute ischemia along right anterior margin of the pontomedullary junction

COVID19 VACCINE PFIZER\BIONTECH 1127202-1 50-59 years 5 days Patient was found in the bathroom , urinating , walked to the wheelchair complaining of numbness over his 
whole right side  denies any chest pain  no tingling no trauma no incontinenc



COVID19 VACCINE PFIZER\BIONTECH 1133405-1 65+ years 5 days
Received vac. on 2/10/2021 and on 2/15/2021 had a stroke with no warning. Hospital and Rehab ever since.

COVID19 VACCINE PFIZER\BIONTECH 1144851-1 65+ years 5 days Acute CVA (cerebrovascular accident)  Focal neurological deficit Uncontrolled hypertension Cerebral infarction, 
unspecified

COVID19 VACCINE PFIZER\BIONTECH 1149373-1 65+ years 5 days

Hospitalized with STROKE to Right side of brain, loss of grip & sensation to left hand/fingers, headache, visual 
changes, double vision, bizarre ""floaters"" as signs/symptoms.   TX: DC Eliquist, Discharged to Home with 
Enoxaprin Sodium Injectable 100mg BID x5 weeks, Heart Monitor, follow up ultrasound to Left leg, follow up 
visit to PCP   Patient slowly recovering gross & fine motor movement to Left hand/fingers, Additional blood 
test results awaited.""

COVID19 VACCINE PFIZER\BIONTECH 1190942-1 30-39 years 5 days

Brain cancer; thought she had a stroke; Possible progression of her lung cancer; Pain in the right side under 
the ribcage muscle in the serratus anterior muscle; Pain in the right side under the ribcage muscle in the 
serratus anterior muscle; Cough got worse and it was productive; Stress urinary incontinence; Extreme bone 
and muscle pain spanning over left upper torso; Pain in the right side under the ribcage muscle in the serratus 
anterior muscle; Felt weird; Anxiety; Pleural effusion; Enlarged lymph node; Started with a little cough, which 
progressively got worse; Could not take a deep breath; This is a spontaneous report received from a 
contactable physician (patient herself). A 39 year old female patient received first dose of BNT162b2 (PFIZER-
BIONTECH COVID-19 VACCINE, Formulation: Solution for injection, Lot number: EN6201,Expiry date: Unknown) 
via intramuscular in right deltoid on 01Mar2021 as a single dose for COVID-19 immunization. The patient 
previously first dose of BNT162b2 (PFIZER-BIONTECH COVID-19 VACCINE, Formulation: Solution for injection, 
Lot number: EN6201, Expiry date: Unknown) via intramuscular in left deltoid on 01Feb2021 as a single dose for 
COVID-19 immunisation. The patient's medical history included ongoing lung cancer from 03Jul2017, 
metastatic disease from lung cancer from: Dec 2018 and hypertension from: 2007. Concomitant medication 
included Losartan at 100 mg once a day tablet for blood pressure, Atorvastatin at 80 mg a day tablet for 
cholesterol, Lorbrena from 26Jun2019 at 100 mg once a day tablet for lung cancer, vitamin D3 at 3000 IU once 
a day gel cap and coq10 supplement at 100mg and all the drugs were ongoing. The patient did not receive 
any vaccination 4 weeks prior to the vaccination. No AEs (adverse events) following prior vaccination. The 
patient started feeling better around 27Feb2021. The patient was a cancer patient, and took marijuana and 
CBD which helps her sleep. The patient had pain in the serratus anterior the next morning 08Feb2021 and by 
the 11Feb2021 she had the massive bone and muscle pain spanning over left upper torso and lasted for about 
3 weeks. The patient medicated herself with CBD and marijuana tincture and she would occasionally take 
Ibuprofen. The patient was thinking COVID vaccine can cause a variety of things. The patient got the second 
dose on 01Mar2021 in her right arm. The morning after the patient got her vaccine, experienced pain in the 
right side under the ribcage muscle in the serratus anterior muscle. As a treatment drug the patient received 
Tylenol and felt it masked the pain and was fine and still a little sore in the muscular distribution which was 
on and off mildly sore, not bad and states that the patient recovered with lasting effects. The patient started 
to have a slight cough, that the patient not had a cough in over a year and a half due to lung cancer and did 
not think it was lung cancer. The cough first time started to get a little worse, and that day was very cold and 
when the patient tried to walk around her boyfriends house and started jogging, the patient could not take a 
deep breath and could not expand ribcage because there was immense pain on 06Mar2021. As a treatment 
therapy the patient received some CBD and went to sleep, and this lasted about 2 days and after that it got a 
little better. The patient was improved but had slight lasting effects. The patient experienced cough the 
whole next week which got worse and was so bad and it was productive. The patient had stress urinary 
incontinence and was back on her pee pads that she had not been on for years. The patient palpated her left 
arm pit and felt an enlarged lymph node on Saturday 13Mar2021. On 15Mar2021 the patient would be two 



COVID19 VACCINE PFIZER\BIONTECH 1192803-1 60-64 years 5 days

I experienced a slight headache  sore arm and elevated blood pressure after the shot. My blood pressure is 
usually very well controlled. On Monday the 29th, at about 3:30 pm, I started to slur my words. At first we 
blamed it on the Novocaiine earlier in the day, but I had been talking fine after it and had had it many, many 
times before and it was worn off. We called my doctor's office after my right arm and leg became very heavy 
and awkward. They told me to go to the nearest hospital. When I got there, I presented ass a full stroke. I 
was very hard to understand and my mouth drooped and I had very little use of my right arm and leg. They 
ran tests, but could not give me the medication because I was already on Eliquis. They thought they saw a 
small clot very high up. I was hospitalized over the next four days and improved my speech dramatically after 
a bad headache on March 30. The doctors go back and forth to whether it was a Acute Ischemic Stroke, which 
is what my paperwork says and a complex migraine. I do not experience migraines or anything like this ever 
before.  I did not have a real headache on the 29th. Since my symptoms, right arm and leg difficulties are still 
here, my Doctor believes it was a stroke. I have an appointment with a Neurologist and I have to have 
another MRI. I am going to Physical Therapy. My Doctor told me to fill this out, she thinks it may be from the 
vaccine.

COVID19 VACCINE PFIZER\BIONTECH 1194475-1 50-59 years 5 days Stroke tia
COVID19 VACCINE PFIZER\BIONTECH 1200288-1 40-49 years 5 days Transient Ischemic Attack (TIA)

COVID19 VACCINE PFIZER\BIONTECH 1213306-1 60-64 years 5 days blood clotting in legs, lungs, resulting in hospitalization. Second clotting event resulting in stroke and 
hospitalization, ongoing treatment and evaluation

COVID19 VACCINE PFIZER\BIONTECH 1227884-1 6-17 years 5 days

Acute Infarct of R internal capsule and R basal ganglia; Acute Infarct of R internal capsule and R basal ganglia; 
Left (L) sided motor deficits; L facial droop; This is a spontaneous report from a contactable physician. A 16-year-
old female patient received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection), dose 1 
intramuscular, administered in left arm on 24Mar2021 (Batch/Lot number was not reported) as single dose for 
COVID-19 immunisation. Medical history included truncus arteriosus (status post (s/p) right ventricle-to-
pulmonary artery (RV-PA) conduit and prosthetic aortic valve s/p automatic implantable cardioverter 
defibrillator (AICD) placement) and arrhythmias. The patient have no known allergies to medications, food, or 
other products. The patient was not diagnosed with COVID-19 prior to vaccination. The patient was not 
pregnant at the time of vaccination. Concomitant medications included sotalol taken for arrhythmias and 
warfarin. The patient was therapeutic on warfarin (INR 2.68) at admission and has been historically very 
compliant with medication. On 29Mar2021 14:00, the patient experienced acute infarct of right (R) internal 
capsule and R basal ganglia as diagnosed (dx) on magnetic resonance imagine (MRI), concerning for (C/f) cardio-
embolic etiology in the setting of patient's complex cardiac history. However, cannot rule out other causes of 
infarct. Left (L) sided motor deficits on exam, L facial droop. Transthoracic echocardiogram (TTE) was unchanged 
from prior. The patient was hospitalized for the events from 29Mar2021 to 05Apr2021. The patient 
underwent other lab tests and procedures which included COVID-19 nasal swab test was negative on 
29Mar2021 and on 30Mar2021. Therapeutic measures were taken as a result of the events and included 
treatment with anticoagulation. Outcome of the events was recovered with sequel on 2021.  The following 
information on the batch number has been requested.; Sender's Comments: As there is limited information in 
the case provided, the causal association between the events and the suspect vaccine BNT162B2 cannot be 
excluded. Consider also possible contributory effects from patient's pre-existing cardiac history. The case will 
be reassessed once new information is available.  The impact of this report on the benefit/risk profile of the 
Pfizer drug is evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of 
aggregate data for adverse events. Any safety concern identified as part of this review, as well as any 
appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics Committees and 
Investigators, as appropriate.



COVID19 VACCINE PFIZER\BIONTECH 1235821-1 50-59 years 5 days

Stroke TIA 5 days after vaccine. Required hospitalization.; Stroke TIA 5 days after vaccine. Required 
hospitalization.; This is a spontaneous report from a contactable consumer reporting for self. A 52-year-old 
male patient received the first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified 
route of administration, administered in Arm Right on 21Mar2021 12:15 (Batch/Lot Number: EL9263) at the 
age of 52 years old as single dose for covid-19 immunisation. Medical history included asthma, type 2 diabetes 
mellitus, hypertension. Concomitant medications were not reported. The patient previously took wellbutrin 
and experienced drug hypersensitivity. The patient experienced Stroke TIA (transient ischemic attack) on 
26Mar2021 07:30. Required hospitalization. Events result in Emergency Room Visit  and Physician Office Visit. 
Patient was hospitalized for 2 days. Patient had MRI, CAT Scan. Had Nasal Swab on 26Mar2021 with negative 
result. Patient received treatment. Outcome of event was recovering.

COVID19 VACCINE PFIZER\BIONTECH 1241873-1 65+ years 5 days Patient received her first dose of Pfizer vaccine on 4/1/21.  Patient has a stroke 4/6/21 and passed away on 
4/10/21.

COVID19 VACCINE PFIZER\BIONTECH 1255721-1 Unknown 5 days

stroke; vomiting; nose bleed; headache; This is a spontaneous report from a contactable consumer. A patient 
of unspecified age and gender received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection), 
dose 1 via an unspecified route of administration on 01Apr2021 (Batch/Lot number was not reported) as 
SINGLE DOSE for covid-19 immunisation. The patient's medical history and concomitant medications were not 
reported. The patient received covid vaccine on 01Apr at noon woke up at 2 am on 06Apr2021 with severe 
headache, started vomiting and nose bleed at around 7am. The patient had a stroke at 11 am. The event 
stroke is considered as serious (life-threatening, and medically significant). The outcome of the events was 
unknown.   Information on the lot/batch number has been requested.

COVID19 VACCINE PFIZER\BIONTECH 1257393-1 50-59 years 5 days

5 days after I had the second dose of the Pfizer Covid vaccine, I had blood clots that caused several strokes.   I 
have normal cholesterol, normal blood pressure, normal A1C and other diabetes measures, and my blood was 
tested for multiple things to identify what caused the clotting. Every single test came back within normal 
limits.   The ONLY thing that changed was that vaccine. And it was 5 days after the second dose.   The doctors 
cannot figure out why I had a stroke.

COVID19 VACCINE PFIZER\BIONTECH 1261838-1 40-49 years 5 days

I felt numbness on right side of face; TIA (mini stroke); I felt numbness/tingling in right hand and right foot; I 
felt numbness/tingling in right hand and right foot; This is a  spontaneous report from a contactable consumer 
patient.  This 48-years-old no pregnant female patient received bnt162b2 (PFIZER-BIONTECH COVID-19 mRNA 
VACCINE), dose 1 via an unspecified route of administration, administered in Arm Left on 14Apr2021 08:30 
(Batch/Lot Number: EP7533) as SINGLE DOSE for covid-19 immunisation.Age at vaccination:48 years.Facility 
type vaccine: Hospital.No other vaccine in four weeks. Medical history included hypertension , well controlled 
. Concomitant medication(s) included amlodipine taken for an unspecified indication, start and stop date were 
not reported; vitamin b complex (VITAMIN B COMPLEX) taken for an unspecified indication, start and stop date 
were not reported and multivitamin. The patient stated ""I felt numbness/tingling in right hand and right foot 
when I woke up at 5:00 am on 19Apr2021. On 20Apr2021 around 8:00 AM I felt numbness on right side of 
face. On 20Apr2021, I went to ER, was admitted to hospital, was diagnosed with TIA (mini stroke). I was 
discharged on 21Apr2021. I was given aspirin, Plavix, and Lipitor which I will take for the next three weeks 
and will follow up with family doctor and neurologist. I still have the numbness"". The patient was 
hospitalized for the events for 2 days. Treatment received for the events (hospitalized 2 days, tests, 
prescription drugs). No COVID prior vaccination. The patient had COVID tested post vaccination (Covid test 
type post vaccination= Nasal Swab). The patient underwent lab tests and procedures which included sars-cov-
2 test: negative  on 20Apr2021.Outcome of the events was recovering.""



COVID19 VACCINE PFIZER\BIONTECH 1265908-1 65+ years 5 days

affected her balance and walking/out of balance; affected her balance and walking; TIA; This is a spontaneous 
report from a contactable consumer (patient). A 77-year-old female patient received bnt162b2 (PFIZER-
BIONTECH COVID-19 VACCINE, solution for injection), dose 2 via an unspecified route of administration, 
administered in arm right on 25Mar2021 10:00 (batch/lot number EP6955 and expiry date not reported) at 77 
years of age as single dose for covid-19 immunization in a clinic facility and not in military facility. Medical 
history included Stroke from 2014 and another in Dec2018; the patient had MRI to confirm, ongoing blood 
thinner (therapy). Concomitant medications included rivaroxaban (XARELTO) taken for blood thinner from 
Jan2019 and ongoing. The patient previously took first dose of bnt162b2 on 04Mar2021 at 77 year of age for 
covid-19 immunization and experienced arm soreness, Eliquis for 2.5 years after the first stroke for blood 
thinner and couldn't deal with Eliquis very well and made her feel like she was dying. The patient had no 
prior vaccinations (within 4 weeks). On 30Mar2021, the patient experienced TIA (transient ischaemic attack). 
The patient informed that at first she had nothing then five days after the second dose (30Mar2021), she had 
a TIA. The TIA that she experienced was so sudden and so alarming. It affected her balance and walking 
(unspecified date). The patient informed that when she was walking to pick up a stick she felt out of balance. 
The patient was walking like she was a drunken sailor and was staggering. It was the oddest thing. The 
patient has not talked to her doctor. The TIA was quick then it was gone. It was scary. The patient did not 
seek treatment (no treatment received). The outcome of the event TIA was recovered on 30Mar2021, while 
unknown for the rest of the events. The patient considered that the TIA may have had nothing to do with the 
shot, it happened 5 days later.

COVID19 VACCINE PFIZER\BIONTECH 1269643-1 65+ years 5 days

stroke; face sunk in and changed/Bells Palsy; This is a spontaneous report from a Pfizer-sponsored program. A 
contactable consumer (patient) reported that a 65-year-old female patient received the first dose of BNT162B2 
(Pfizer-BioNTech COVID-19 vaccine, lot number: EN6202), via an unspecified route of administration, 
administered in the left arm on 16Mar2021 at 14:00 as a single dose for COVID-19 immunization. Medical 
history included a mild case of COVID-19, last year, on an unspecified date in 2020. There were no concomitant 
medications. The patient had no prior vaccinations within 4 weeks of the COVID vaccine. On 21Mar2021, the 
patient's face sunk in and changed. The patient's symptoms were not improving. Her eye and right side of her 
face are affected. She cannot close her right eye. She worked on it and is now able to close right eye not like 
the left eye closes, but it doesn't blink as the left eye does. She has been using eye drops for this. She said it 
was Bells Palsy. The patient added that it is hard to look in the mirror. She will not get the second dose. She 
was not interested in taking the vaccine now.  She wanted to wait and see. It being so new and see. Her 
sister took it and encouraged her, and said it is necessary because they like to travel. She got Prednisone 
when she was at the hospital, they gave her 60mg Prednisone. Her physician didn't want to keep her on it 
too long and said it may cause other complications.  Her physician cut her off, she weaned her down 50mg, 
40mg, 30mg, 20mg, then 10mg. When the patient noticed her face start to turn, she went to the ER. She 
thought she was having a stroke. The patient was not admitted to the hospital. The outcome of the event 
face sunk in and changed/bells palsy was not recovered while the outcome of the event stroke was unknown.

COVID19 VACCINE PFIZER\BIONTECH 1283410-1 65+ years 5 days Patient had a stroke on March 15, 2021 as described as a blood clot in her brain. Medical personnel were 
unable to correct it surgically and she passed away that evening in the hospital. Death was the final result.

COVID19 VACCINE PFIZER\BIONTECH 1284752-1 Unknown 5 days

Stroke; Vomiting; Nose bleed; Woke up with severe headache; Woke up with severe headache; This is a 
spontaneous report from a Pfizer sponsored program, Pfizer RXPathways. A contactable consumer (patient) 
reported a female patient of an unspecified age received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-
19 VACCINE; Lot Number and Expiration Date were not reported), via an unspecified route of administration, 
on 01Apr2021 at 12:00 PM (at noon), at a single dose, for COVID-19 immunization. The patient's medical 
history and concomitant medications were not reported. At 02:00 AM on 06Apr2021, the patient woke up 
with severe headache. The patient started vomiting and had nose bleed at around 07:00 AM and had a stroke 
at 11:00 AM that day (06Apr2021). The patient was not sure if this is related but timing causes her to worry. 
The patient needed someone to tell her if she should take second dose on Wednesday. The outcome of the 
events was unknown.  Information about lot number and expiration date for the suspect product will be 
requested in follow-up attempts.



COVID19 VACCINE PFIZER\BIONTECH 1284853-1 40-49 years 5 days

I had a Stroke; Blood clot travelled to my brain; effected left side of my body; ability to speak; This is a 
spontaneous report from a contactable consumer (patient). A 46-year-old male patient received first dose of 
bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection, lot: ER 8729), via an unspecified route 
of administration in left arm on 10Apr2021 (at the age of 46-years-old) as single dose for covid-19 
immunisation. The vaccination facility type was a pharmacy/drug store. The patient's medical history and 
concomitant medications were not reported. The patient had no known allergies. The patient did not have 
covid prior vaccination. The patient had no other vaccine in four weeks and no other medications in two 
weeks. The patient had a stroke. Blood clot travelled to his brain and effected left side of his body and ability 
to speak on 15Apr2021 at 17:30. The events resulted to emergency room/department or urgent care, 
hospitalization for 3 days, life threatening illness (immediate risk of death from the event), disability or 
permanent damage. The patient received unspecified treatments for the event. Covid test post vaccination on 
15Apr2021 with result of negative. The outcome of the events was recovering.

COVID19 VACCINEUNKNOWN MANUFACTURER 0999881-1 Unknown 5 days

after having the COVID-19 vaccine, she mentioned that she was very sick in the hospital and is now getting 
well; She had seizures after receiving the MMR vaccine; She described her adverse reaction by having stroke 
like symptoms which she described as she cannot speak; She described her adverse reaction by having stroke 
like symptoms which she described as having numbness in her hands, face and lips; She described her adverse 
reaction by having stroke like symptoms which she described as having numbness in her hands, face and lips; 
She also felt exhausted; she also has pain in her arm; She mentioned that she also has her vision affected/She 
couldn't drive/There were wavy lines all trough her eyes; She described her adverse raction by having 
intense headaches/She described her adverse reaction by having stroke like symptoms which she described as 
having headaches; She described her adverse reaction by having stroke like symptoms; She started to have 
hallucinations such as seeing people that weren't there, seeing snowstorms, and seeing things shipping 
throughout the wind.; This spontaneous report has been received from Pfizer Inc, and a nurse, referring to a 
65-year-old female patient. The patient's pertinent medical history, previous drug reactions or allergies, and 
concomitant medications were not provided.  On unspecified date (reported as when the patient was 
younger), the patient was vaccinated with measles, mumps, and rubella virus vaccine (manufacturer unknown) 
(dose, vaccine scheme, route of administration, anatomical location, lot number and expiration date were not 
provided), as prophylaxis.  On an unknown date, after received the measles, mumps, and rubella virus vaccine 
(manufacturer unknown), the patient had seizures. She mentioned that she did not have adverse event (AEs) 
with other immunizations but the measles, mumps, and rubella virus vaccine (manufacturer unknown).  On 30-
DEC-2020, the patient was vaccinated with the first dose of included SARS-CoV-2 spike protein mRNA vaccine 
(PFIZER BIONTECH COVID-19 VACCINE) (dose, route of administration and anatomical location were not 
provided), as prophylaxis. On an unknown date, after SARS-CoV-2 spike protein mRNA vaccine (PFIZER 
BIONTECH COVID-19 VACCINE) vaccination, she was very sick in the hospital. On 04-JAN-2021, she stated to 
experience an adverse reaction described as having intense headaches, having stroke-Iike symptoms 
(cerebrovascular accident), as she could not speak (speech disorder), having headaches, having numbness in 
her hands, face, and lips (hypoaesthesia and hypoaesthesia oral). The patient also felt exhausted (fatigue), had 
pain in her arm (but for that event she reported that she was not very concerned). Additionally, she 
mentioned that her vision was affected, she could not drive, and there were wavy lines all through her eyes 
(visual impairment). She also started to have hallucinations, such seeing people that weren't there, 
snowstorms, and things shipping throughout the wind. It was reported that the patient wanted to know 
recommendations about the second shot of the SARS-CoV-2 spike protein mRNA vaccine (PFIZER BIONTECH 
COVID-19 VACCINE) because with her experience, she was not comfortable having the second shot of that 
vaccine. At the reporting time, the patient was getting well from the event illness. The outcome of the 
cerebrovascular accident, headache, visual impairment, pain in extremity, fatigue, hypoaesthesia oral, 
hypoaesthesia, speech disorder, seizure and hallucination was not reported.  The causality assessment 
between the event seizure and measles, mumps, and rubella virus vaccine (manufacturer unknown) was not 

COVID19 VACCINE JANSSEN 1139200-1 60-64 years 6 days

Six days after receiving Janssen vaccine at approximately 4:00 pm, left hand experienced numbness. As the 
evening wore on, weakness spread through the left side of body and speech began slurring. The next day, 
after no improvement, went to hospital to find from CT scan that he had suffered a stroke. He had no 
precursors that would lead to being prone to strokes.

COVID19 VACCINE JANSSEN 1195850-1 65+ years 6 days Death by clot



COVID19 VACCINE JANSSEN 1204586-1 65+ years 6 days

On 3/11/21, patient had a CVA, resulting in hospitalization. Testing during admission indicated a need for a 
carotidectomy. Pt had the procedure on 3/17/21, when a second CVA occurred. Pt has returned home, but 
requires assistance with ADL's. Family notes that patient had an ultrasound of  arteries completed January of 
2021, results were ""normal"".""

COVID19 VACCINE JANSSEN 1207627-1 65+ years 6 days Heart Attack, stroke, and pneumonia.

COVID19 VACCINE JANSSEN 1222925-1 50-59 years 6 days

04/14/21 8:00 PM; Pain on right side of head with blood inside of right eye. Drove to emergency room. Had 
pressure and pain 4 more times while waiting in emergency room. Evaluated in Emergency room. Admitted to 
hospital 04/15/21. Had testing CAT scans and MRI determined minor stroke or Ischemic stoke. Numbness on 
Right side involving right cheek, weakness in RH leg and arm, speech is a little slow; during hospital stay and 
continued after into April 17th. Released from hospital at 6PM on April 16. As of April 17 at 10:30 AM Still 
having issues, difficulty thinking, headache, numbness and slight pain in head and arm. Right leg is weak. Will 
call doctor on Monday April 19 to set up appointment.

COVID19 VACCINE JANSSEN 1234046-1 65+ years 6 days

Received a Janssen vaccination on 4/7/21 from a home visiting nurse from the County Health Department. On 
approximately 4/13/21, the family noticed slight signs of an issue, with patient slumping towards the right, 
and showing some signs of weakness on right side of body. Family contacted the PCP,  who advised to take 
her to the ED. Family was hesitant to do that because patient had been bedridden for past few years. She 
seemed to improve somewhat on 4/15/21. Then the morning of 4/16/21, the family found her on the floor of 
her bedroom. She appeared to have had a moderate to severe stroke. Right side of body paralyzed, cannot 
speak. Uncertain whether mental faculties further deteriorated. PCP ordered a hospice facility for care. Stroke 
likely caused by blood clot but unsure if related to JJ vaccine. She has not been evaluated in person by her 
health care providers.

COVID19 VACCINE JANSSEN 1256081-1 50-59 years 6 days

April  14, my sister was transported to hospital feeling faint and numbness in her left leg. As a result, she was 
admitted and treated for: ? blood pressure readings as low as 82/43, 76/50 while standing ? blood clots on 
her heart that traveled to her brain that were causing multiple mini strokes ? 95% blockage in her right 
heart vessel which required a stent  ? 50% and 60% blockage in other chambers that will require attention 
She was given heparin and then switched to a different blood thinner to dissolve the clots.  she was 
discharged on April 23rd with instructions to followup with her cardiologist and neurologist.

COVID19 VACCINE JANSSEN 1280744-1 40-49 years 6 days

12 hours after injection, experienced normal side effects (e.g., muscle aches, chills, headache, fatigue)  Within 1 
week of receiving the vaccine, I began to experience blurriness in my left eye.  After conferring with my 
primary care facility, it was recommended that I see an ophthalmologist. Confirmed that I had a Branch 
Retinal Vein Occlusion (BRVO) and recommended I meet with a retinal specialist.  Dr. confirmed the BRVO was 
caused by a blood clot and commenced treatment via eye injection.  I then met with my primary physician to 
discuss the situation.  He recommend further tests to determine whether I had other clotting.  In addition to 
blood work, he order MRIs of my brain, head and neck region and also recommended that I meet with a 
thrombosis specialist.  I met with a Dr. who ordered additional blood work for additional testing.  All tests 
performed to determine if I had additional clotting have come back negative.

COVID19 VACCINE MODERNA 0996423-1 65+ years 6 days Patient had a CVA and passed away suddenly 1/10/21

COVID19 VACCINE MODERNA 1017176-1 65+ years 6 days

Patient had Covid-19 in October of 2020. He recovered. He received the vaccination on 12/30/2020 with no 
complaints. On 01-05-2021 it was noted to he was incontinent of urine and bilateral lower extremity edema. 
Lab work was completed showed acute kidney injury. He had decreased blood pressure and oxygen 
saturations on 01-06-2021 He was admitted to the hospital with rapid progression of symptoms and suggested 
multi-system failure. He had a long cardiac history. On 01-14-2021 he passed away with a diagnosis of 
Cardiomyopathic CHF, A.Fib contributory.

COVID19 VACCINE MODERNA 1019653-1 65+ years 6 days 6 days following vaccination patient had a left sided stroke-numbness in face arm and hand. went to ER. and 
stroke was confirmed



COVID19 VACCINE MODERNA 1024999-1 Unknown 6 days

Admitted to the hospital with multiple small strokes; Feeling fatigue; Headache; A spontaneous report was 
received from a consumer concerning a 79-year-old female patient who received Moderna's COVID-19 vaccine 
(mRNA-1273) and experienced being admitted to the hospital for multiple small strokes, fatigue and headache.  
The patient's medical history was not included. Products known to have been used by the patient were not 
provided.  On 21 Jan 2021, prior to the onset of the events, the patient received the first of planned doses of 
mRNA-1273 (Lot number: unknown) for prophylaxis of COVID-19 infection.    On an unknown date, Shortly after 
the mRNA-1273 vaccine was given, the patient experienced fatigue and headache which was attributed to 
vaccine side effect. On 27 Jan 2021, the patient was admitted to the hospital with multiple small strokes.  No 
other treatment information was provided.   Action taken with mRNA-1273 in response to the events was not 
reported.  The outcome of the events, fatigue, headache and being hospitalized with multiple small strokes, is 
unknown.; Reporter's Comments: This case concerns a 79 year-old, female patient, who experienced events of 
multiple small strokes, fatigue and headache. The events of fatigue and headache occurred on an unknown 
date after the first and last dose of mRNA-1273 vaccine administration. The event of stroke occurred 
approximately 6 days after the first and last dose of mRNA-1273 vaccine administration.  Based on the current 
available limited information and temporal association between the use of the product and the start date of 
the events, a causal relationship cannot be excluded and the events are assessed as possibly related.

COVID19 VACCINE MODERNA 1027275-1 65+ years 6 days Unknown onset of altered mental status. Last time known well was day of vaccination 2/3/2021. Found 
altered on 2/9/2021. Working diagnosis is encephalopathy: MRI unrevealing. CVA vs other etiology

COVID19 VACCINE MODERNA 1044610-1 65+ years 6 days Nausea, vomiting, dizziness, distorted  vision,  sore arm, fever, injection site swelling,  ambulatory deficiency.  
Admitted to Hospital

COVID19 VACCINE MODERNA 1047133-1 50-59 years 6 days TPA aborted Stroke on day 5 post vaccine. Probably not related but was told I needed to report it.

COVID19 VACCINE MODERNA 1048961-1 65+ years 6 days

Stroke; A spontaneous report was received on 09 FEB 2021 from a consumer concerning an 81-year-old, male 
patient who received Moderna's COVID-19 vaccine and experienced stroke.  The patient's medical history 
provided were, Alzheimer and Parkinson's disease. No relevant concomitant medications were reported. On 
28 JAN 2021, patient received their first of two planned doses of mRNA-1273(Batch number 027L20A) injection 
for the prophylaxis of COVID-19 infection.  On 03 FEB 2021, within 7 days of receiving vaccine, patient 
experienced a stroke. On 03 FEB 2021, patient was admitted to hospital. Patient was due for his second shot 
of Moderna's COVID-19 vaccine on 26 Feb 2021. Patient's hospital can only provide Pfizer's vaccine and not 
Moderna's COVID-19 vaccine. But patient wanted to get Moderna's COVID-19 vaccine. Patient's wife wanted 
to know the way she could arrange the administration of the Moderna's COVID-19 vaccine in the hospital for 
her husband. Treatment for the event was not provided. · Action taken the second dose of mRNA-1273 in 
response to the event was not reported.  The outcome of the event, stroke, 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 event, a causal relationship cannot be excluded. However, patient's elderly 
age is considered a risk factor.

COVID19 VACCINE MODERNA 1056972-1 65+ years 6 days

5-6 days after receiving first Moderna covid vaccine pt. began not feeling well. On 02/10/2021 she saw a 
provider in an office for eval of abdominal pain and diarrhea and sent home. On 02/15/2021 she presented to 
a local ED with continuing symptoms, transferred to Medical Center,  She is currently an inpatient there with 
a diagnosis of multiple blood clots in abdomen and brain and antiphospholipid syndrome.

COVID19 VACCINE MODERNA 1057844-1 65+ years 6 days Stroke in left occipital lobe Feb 1 & Feb 2 Right peripheral vision effected in both eyes 2 heart stops on Feb 
10, 2021 Pacemaker implanted after heart stops

COVID19 VACCINE MODERNA 1070978-1 60-64 years 6 days report of patient being admitted for a stroke after about a week after first dose of moderna vaccine

COVID19 VACCINE MODERNA 1091966-1 40-49 years 6 days Had COVID shot March 2, got headache right away, lasted 4 days, resolved.  Then on March 8 she had a 
stroke affecting R side of the body.  It was not severe, and it is already partially recovering.

COVID19 VACCINE MODERNA 1134346-1 65+ years 6 days Ischemic stroke on 3/7/21, and STEMI on 3/23/21.
COVID19 VACCINE MODERNA 1167426-1 65+ years 6 days Stroke

COVID19 VACCINE MODERNA 1180896-1 65+ years 6 days Narrative:  Patient received second dose of Moderna COVID vaccine on 3/11. per caregiver, was diagnosed 
with a stroke at hospital ~ 3/17/21. He was transitioned to hospice and expired last week.

COVID19 VACCINE MODERNA 1192305-1 65+ years 6 days Stroke
COVID19 VACCINE MODERNA 1205879-1 65+ years 6 days Had a mild stroke that stopped in her eye and missed her brain.



COVID19 VACCINE MODERNA 1209896-1 65+ years 6 days Stroke on 3-17-2021

COVID19 VACCINE MODERNA 1235609-1 65+ years 6 days

Stroke 6 days after receiving the second dose of the vaccine; Paralysed left side; Fell on the floor 
unresponsive; Fell on the floor Unresponsive; This spontaneous case was reported by a consumer 
(subsequently medically confirmed) and describes the occurrence of CEREBROVASCULAR ACCIDENT (Stroke 6 
days after receiving the second dose of the vaccine), PARALYSIS (Paralysed left side) and UNRESPONSIVE TO 
STIMULI (Fell on the floor unresponsive) in an 86-year-old female patient who received mRNA-1273 (Moderna 
COVID-19 Vaccine) for COVID-19 vaccination. The occurrence of additional non-serious events is detailed 
below.     The patient's past medical history included No adverse event (No medical history was reported). 
Concomitant products included ACETYLSALICYLIC ACID (ASPIRIN 81) for an unknown indication.    On 04-Mar-
2021, the patient received second dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage 
form. On 10-Mar-2021, the patient experienced CEREBROVASCULAR ACCIDENT (Stroke 6 days after receiving 
the second dose of the vaccine) (seriousness criteria hospitalization and medically significant), PARALYSIS 
(Paralysed left side) (seriousness criteria hospitalization and disability), UNRESPONSIVE TO STIMULI (Fell on 
the floor unresponsive) (seriousness criteria hospitalization and medically significant) and FALL (Fell on the 
floor Unresponsive). The patient was hospitalized on 10-Mar-2021 due to CEREBROVASCULAR ACCIDENT, 
PARALYSIS and UNRESPONSIVE TO STIMULI. The patient was treated with Surgery for Cerebrovascular 
accident and Surgery for Paralysis. At the time of the report, CEREBROVASCULAR ACCIDENT (Stroke 6 days 
after receiving the second dose of the vaccine), PARALYSIS (Paralysed left side), UNRESPONSIVE TO STIMULI 
(Fell on the floor unresponsive) and FALL (Fell on the floor Unresponsive) outcome was unknown. Not Provided          
Medical history was not reported. The patient was taking unspecified Antihypertensive medication. The 
patient was placed on a feeding tube and was transferred to a Nursing home and would require medical 
service for the rest of her life.  Based on the current available information and temporal association between 
the use of the product and the start date of the events, a causal relationship cannot be excluded. Further 
information has been requested.; Sender's Comments: Based on the current available information and 
temporal association between the use of the product and the start date of the events, a causal relationship 
cannot be excluded. Further information has been requested.

COVID19 VACCINE MODERNA 1245418-1 50-59 years 6 days

had a mini stroke; was stuttering; wasn't feeling good; blood pressure was high; This spontaneous case was 
reported by a consumer and describes the occurrence of TRANSIENT ISCHAEMIC ATTACK (had a mini stroke) in 
a 52-year-old female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. 038A21A and 
040B21A) for COVID-19 vaccination. The occurrence of additional non-serious events is detailed below.     The 
patient's past medical history included No adverse event (no medical history reported).   On 16-Mar-2021, the 
patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 13-
Apr-2021, received second dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was 
changed to 1 dosage form. On 22-Mar-2021, the patient experienced TRANSIENT ISCHAEMIC ATTACK (had a 
mini stroke) (seriousness criterion medically significant), DYSPHEMIA (was stuttering), FEELING ABNORMAL 
(wasn't feeling good) and HYPERTENSION (blood pressure was high). On 23-Mar-2021, TRANSIENT ISCHAEMIC 
ATTACK (had a mini stroke), DYSPHEMIA (was stuttering), FEELING ABNORMAL (wasn't feeling good) and 
HYPERTENSION (blood pressure was high) had resolved.            The Patient has not provided with any 
Treatment medications. There are no concomitant medications provided.; Sender's Comments: Very limited 
information regarding these events has been provided at this time. Further information has been requested.

COVID19 VACCINE MODERNA 1286114-1 65+ years 6 days

At 11:30am on April 6th my dad had a type A Aortic Dissection.  He was rushed in an ambulence to Hospital.  
4 hours later, they evaluated him and sent him by medivac to Hospital for emergency open heart surgery.  Dr. 
performed the surgery which my dad survived.  He continued to have additional complications in the ICU 
including a right brain stroke which may have happened during surgery.  While in the ICU, he contracted 
pneumonia and his lungs and kidneys began declining.  20 days after the aortic dissection he died in the 
hospital.



COVID19 VACCINE PFIZER\BIONTECH 0955019-1 18-29 years 6 days

transient ischemic attack  I was working and felt unusually exhausted, lost vision in my right eye for over an 
hour, and called my boyfriend to tell him I wasn't feeling well and that I would try to make it through my 
work shift. I then called him back 4 minutes later and failed to form words, and also could not type words. I 
felt like I was going to faint and have no recollection of 10 minutes during that time. I had to leave work to go 
to the emergency room.  I had a massive headache for 3 days following my TIA.

COVID19 VACCINE PFIZER\BIONTECH 1007315-1 65+ years 6 days Excessively tired during the week after the first vaccine.  One week after an undiagnosed episodic atrial 
fibrillation was discovered when treating a stroke.  Causation not researched.

COVID19 VACCINE PFIZER\BIONTECH 1035544-1 18-29 years 6 days

stroke; a thunder clap headache; limbs stiffened up; eyes crossed; lost speech; She is now on day three of a 
coma on life support from a brain aneurysm; Mood swings; irate; Body aches; This is a spontaneous report 
from a Contactable Consumer, the patient. This 28-year-old non-pregnant female consumer (patient) received 
the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE; Lot Number: Unknown), via an 
unspecified route of administration in the left arm on 01Feb2021 as a single dose, for COVID-19 vaccination. 
Historical vaccination includes  BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE), Dose 1. The facility in 
which the second vaccine was administered was a hospital. No other vaccines were given within 4 weeks. 
Prior to vaccination, the patient was not diagnosed with COVID-19.  No Medical history reported ('No health 
issues, At all'). The patient has no known allergies. There were no concomitant medications. On an unspecified 
The Patient Experienced became irate. Mood swings. Body aches for couple days; On 07Feb2021 at 13:45, The 
patient experienced  Stroke a thunder clap headache, limbs stiffened up , eyes crossed, lost speech, now on 
day three of a coma on life support from a brain aneurysm  (hospitalization, disability, life threatening),  
Treatment was given for the events of stroke, a thunder clap headache,  limbs stiffened up, eyes crossed, lost 
speech, and  brain aneurysm.  The Adverse Event resulted in an Emergency Room Visit. Treatment was given 
for the events. 'Patient on Life support still'. The Clinical Outcome of the events Stroke a thunder clap 
headache, limbs stiffened up , eyes crossed, lost speech, now on day three of a coma on life support from a 
brain aneurysm  not recovered, while Mood Swings, Anger and Pain was unknown.  Information on Lot has 
been requested.

COVID19 VACCINE PFIZER\BIONTECH 1077194-1 65+ years 6 days Six days after her first dose she had a TIA which was confirmed at the hospital.
COVID19 VACCINE PFIZER\BIONTECH 1099335-1 65+ years 6 days Stroke (ischemic - isolated) occurred 6 days after vaccine administration
COVID19 VACCINE PFIZER\BIONTECH 1110563-1 65+ years 6 days Sustained a hemorrhagic stroke in the right basal ganglia on 3/10/21 requiring hospitalization

COVID19 VACCINE PFIZER\BIONTECH 1132438-1 40-49 years 6 days left pontine stroke  patient had right sided weakness of upper and lower extremity 3 days after vaccination 
and presented to the emergency department on day 6 when he was found to have a stroke on MRI

COVID19 VACCINE PFIZER\BIONTECH 1155731-1 6-17 years 6 days

Patient had a CVA (stroke) to the R internal capsule and basal ganglia while therapeutic on warfarin. She has 
a history of Truncus Arteriosus s/p repair and has been anticoagulated for >10 years without issue. Stroke 
occurred 1 week after vaccine. She now has L sided motor deficits which are likely permanent. Left arm is 
flaccid. L leg with poor motor function.

COVID19 VACCINE PFIZER\BIONTECH 1202298-1 50-59 years 6 days

Starting slurring speech, right arm went numb and right side of face was not responding.  Went to ER and 
they confirmed he was having a stroke.  Continued to have multiple strokes at ER from 8:40pm last one was 
1:30am (4 hours after clot buster given).  Cause of stroke is still undetermined no clots found, no high blood 
pressure and no high chlorestrol.

COVID19 VACCINE PFIZER\BIONTECH 1211001-1 65+ years 6 days Patient is deceased. Had a blood clot travel to her brain and causes an un recoverable stroke



COVID19 VACCINE PFIZER\BIONTECH 1214586-1 65+ years 6 days

Patient received his 2nd dose of the Pfizer vaccine at on Monday, February 15. That evening, he experienced 
visual disturbances with slightly blurred vision. Not thinking anything of it at the time, the vision cleared, and 
he continued about their evening/week without telling anyone of his visual disturbances. On Sunday, 
February 21, he experienced additional visual disturbances including double vision and dizziness, and we had 
him visit a local ER for evaluation. He was discharged with a diagnosis of dehydration and vertigo. No scans 
were performed. The visual disturbances cleared up the following week and the only persistent symptom was 
a slight dizziness. An eye exam was performed on Friday, February 26 with no problems found. An MRI was 
performed on March 3, and he was diagnosed with the below conditions.   Impression (3/3/2021) 1. Small 
acute to subacute infarcts in the left splenium of the corpus callosum and parasagittal left occipital lobe. 2. 
Trace subarachnoid hemorrhage in the parasagittal left parietal lobe. 3. Mild chronic microvascular ischemic 
disease.  He was admitted to the hospital and remained there until Saturday, March 6. Follow-up scans and 
testing were performed with no underlying reason for the stroke being determined. Prior to the stroke, he 
had been a very active individual with osteoarthritis as is only health complaint. He was not on any 
prescription medication prior to the stroke. While in the hospital, the tests for high blood pressure, high 
cholesterol (LDL 92 MG/DL), sugar inadequacies (glucose 93 mg/dl, A1C 5.7%), etc. came back without major 
concerns. His follow-up CT scans also did not reveal the stroke shown on the MRI. No inquiry was made by any 
of his doctors or hospital staff as to his COVID vaccination status/dates to even consider the connection. Below 
are the results of the last CT scans:  Impression (3/4/2021) 1. Age-related volume loss and white matter 
disease similar to prior exams. 2. Small infarct seen on MRI are not well seen on CT. 3. No acute intracranial 
abnormality demonstrated on the CT scan.  Impression (3/5/2021) 1. No evidence of acute infarct or 
intracranial hemorrhage. No significant change. 2. Periventricular white matter disease is likely secondary to 
chronic small vessel ischemic changes.

COVID19 VACCINE PFIZER\BIONTECH 1227970-1 65+ years 6 days

Mom died of a Brain Stem stroke; This is a spontaneous report from a contactable consumer (who reported for 
the mother). An 88-year-old female patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 
VACCINE) via an unspecified route of administration in the left arm on 03Mar2021 at 11:30 (at the age of 88-
year-old) (Lot Number: EN6198) as single dose for COVID-19 immunisation. The patient was not tested for 
COVID-19 after vaccination. Relevant medical history included COVID-19 prior of vaccination. Concomitant 
medication included atorvastatin (LIPITOR) taken for an unspecified indication, start and stop date were not 
reported. On 09Mar2021 at 09:45, the patient experienced a brain stem stroke; the event required 
emergency room visit, the patient was hospitalized on 09Mar2021 and the event was considered serious also 
as life-threatening and causing disability. The patient received unspecified corrective treatments. The patient 
died due to brain stem stroke on 11Mar2021. An autopsy was not performed.; Reported Cause(s) of Death: 
Brain stem stroke



COVID19 VACCINE PFIZER\BIONTECH 1266007-1 6-17 years 6 days

Stroke; severe allergic reaction; This is a spontaneous report from a contactable consumer (the patient's 
father) from the Pfizer-sponsored program. A 16-year-old female patient received bnt162b2 (PFIZER-BIONTECH 
COVID-19 MRNA VACCINE), dose 1 via an unspecified route of administration, administered in the Right Arm 
(also reported as: right shoulder) on 23Mar2021 (Batch/Lot Number: ER8732; Expiration Date: 31Jul2021) at 16-
years-old as a single dose for COVID-19 immunisation.  Medical history included heart valve operation from an 
unknown date and unknown if ongoing (Mechanical heart valves).  Concomitant medications included an 
unspecified medication, taken for an unspecified indication from an unspecified date to an unspecified date, 
which was reported as: ""Yes she is taking other medication."" On 29Mar2021, the patient experienced stroke 
and severe allergic reaction (medically significant). The clinical course was reported as follows: On behalf of his 
16-year-old daughter, the patient's father reported that she had the first dose administer in the right 
shoulder on 23Mar2021. On 29Mar2021, the patient had a stroke.  The patient's father stated, ""our lives 
have changed, completely."" The patient's father reported that his daughter was receiving medical care ever 
since then; and was also being treated by a physician.  The patient's father was asking about compensation 
from Pfizer regarding his daughter's severe adverse event (AE) that occurred after the first dose of vaccine. 
The patient's father reported that the case had been submitted by the (Name) healthcare team ""to the FDA 
and to Pfizer, and I haven't heard back from either."" The patient's father mentioned in passing, that he 
""could call (Name) and have this all over the news"" but that he ""wants to be responsible"" and doesn't 
want to do that.  The patient's father stated the concern, ""Well my concern I am not sure that medical 
profession is what I really need to do, my concern is that my daughter took the Pfizer COVID vaccine on 
23Mar2021 in (Name) in vaccination location. On 29Mar2021, 6 days later, she had a stroke, and that she is 
receiving a medical care ever since then , now  my question is like I said probably for  maybe for correlated 
relation type of person define as well as  for it  there is a compensation for adverse reaction to COVID 
vaccination being that this was only thing that was introduce in her system as far as doing that time the 
vaccination shot."" The patient underwent lab tests and procedures which included blood test: ""that's for 4/2 
out of normal"" on an unknown date; also reported: ""Yes that's been ongoing as far as giving blood. That's for 
4/2 out of normal"". Therapeutic measures were not taken and was reported as ""no she isn't taking anything 
for it."" The clinical outcome of the events, stroke and severe allergic reaction, was unknown.; Sender's 
Comments: Linked Report(s) : US-PFIZER INC-2021411875 Pfizer""

COVID19 VACCINE PFIZER\BIONTECH 1278919-1 40-49 years 6 days

he was having trouble walking, he would get out of bed and take a couple steps and his legs would give out 
and he would try to get back up and would walk a few steps and fall again; fall; presuming he had a stroke; 
This is a spontaneous report from a contactable consumer (reporting for her fiance). A 47-year-old male 
patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection; 
Batch/Lot Number: EN6205), via an unspecified route of administration, administered in the right arm (in his 
right arm up by the shoulder joint) on 06Apr2021 at 14:30 (at the age of 47-years-old) as single dose for COVID-
19 immunization (to stay safe and so he doesn't get it). The patient's medical history included diabetic for 
years, and End stage renal disease. There were no concomitant medications. There were no additional 
vaccines administered on the same date as BNT162B2. There were no prior vaccinations within 4 weeks. The 
reporter stated that they were presuming he had a stroke and were doing diagnostics. Everything was 
pointing to a stroke. The reporter stated it started Monday, 12Apr2021, he was having trouble walking, he 
would get out of bed and take a couple steps and his legs would give out and he would try to get back up and 
would walk a few steps and fall again. This started Monday evening. The reporter stated that she called 911 
as she couldn't get the patient to the car. He kept falling and there was something clearly wrong. The patient 
was taken to the ER and was admitted around 1am on Tuesday morning (13Apr2021) and was still 
hospitalized. The patient has had lots of blood work to include checking electrolytes, thyroid, and vitamin and 
mineral deficiencies; all with unknown results on an unspecified date. Additional lab tests included 
Computerized tomogram (CT) scan on 13Apr2021, Electrocardiogram (EKG) on 13Apr2021, and Magnetic 
resonance imaging (MRI) on 15Apr2021; all with unknown results. The outcome of the events was unknown.

COVID19 VACCINEUNKNOWN MANUFACTURER 1204684-1 65+ years 6 days
Patient presented to pcp office with c/o visual changes. She stated her vision was blacked out when she woke 
on 4-11-21 and 4-12-21. She states it was like an ink blot on her eye that lasted for about 10 minutes. Patient 
denied any other symptoms at the time of visit.



COVID19 VACCINE JANSSEN 1199143-1 50-59 years 7 days Headache and vomiting starting one week later (4/3/2021); seizure due to hemorrhagic stroke 04/ 5/2021; 
continued bleeds 04/06/2021, 04/07/2021; life support removed 04/08/2021.

COVID19 VACCINE JANSSEN 1200572-1 50-59 years 7 days acute CVA (CEREBROVASCULAR ACCIDENT) HCC

COVID19 VACCINE JANSSEN 1201835-1 50-59 years 7 days
Low grade fever, aches & chills on 3/13/21 & 3/14/21.  Felt better 3/15/21 through 3/18/21.  Side effects ( 
fever, aches, chills ) returned on 3/19/21 & 3/20/21.  Suffered stroke on 3/21/21 at 3:30 AM due to blood 
clots.  Passed away on 3/22/21.

COVID19 VACCINE JANSSEN 1202017-1 50-59 years 7 days

Received vaccine on 3/9/21. Started experiencing facial numbness , difficulty with speech and swallowing on 
3/16/21 around 11pm. Had facial drooping of the mouth and eye on my left side of face. Went to Hospital  ER 
around 5:30 am on 3/17/21 as symptoms did not subside.  I was later placed in stroke observation unit.   I had  
2 MRI's, CT scan and Echo tests ran.  i was diagnosed with TIA.  All test were negative for a cause. I sent  a 
total of about 26 hours hospitalized.

COVID19 VACCINE JANSSEN 1212831-1 65+ years 7 days STroke April 6 at hospital I am PCP, not admitting doctor I wanted to be sure you were aware of 
thromboembolic event

COVID19 VACCINE JANSSEN 1214733-1 60-64 years 7 days
Patient reports that she had pain behind her eye. Went to hospital and was diagnosed with having a stroke. 
Patient states she lost sight in her left eye and is still blind in her left eye. Optometrist states patient will not 
regain her vision in her left eye.

COVID19 VACCINE JANSSEN 1215069-1 50-59 years 7 days

patient developed DVT and stroke on 4/8 however she had been in hospital from 3/31 to 4/5 with SMART 
syndrome and L sided weakness .  after discharge she was inactive.  returned to hospital on 4/8 with stroke in 
the region of SMART syndrome.  Smart syndrome can cause stroke, but does not cause DVT.   platelets are 
normal.

COVID19 VACCINE JANSSEN 1215840-1 65+ years 7 days large MCA stroke, thrombolytics and interventional clot extraction
COVID19 VACCINE JANSSEN 1226225-1 65+ years 7 days Stroke confirmed with CT/CTA
COVID19 VACCINE JANSSEN 1228756-1 50-59 years 7 days CVA, hospitalized

COVID19 VACCINE JANSSEN 1248051-1 65+ years 7 days

Patient was admitted with ischemic colitis and hypoglycemia.  She also tested positive for C.diff during her 
hospitalization, unclear if this was from prior antibiotics in March.  She did not receive DVT prophylaxis for 2 
days.  She developed  a nonocclusive DVT in the right internal jugular and subclavian veins and a Nonocclusive 
superficial thrombosis in the right basilic vein on 4/18.  She went into PEA and was revived, intubated, and 
transferred to the ICU.  She went into PEA again and was revived after 5 rounds of CPR.  The family decided to 
make the patient comfort care and expired on 4/19

COVID19 VACCINE JANSSEN 1249792-1 65+ years 7 days

Patient complained of not being able to read 1 week after vaccine. 1 week and one day, became very 
disoriented. Taken to ER on 1 week and 2 days after the shot and diagnosed with a stroke in the left occipital 
lobe of brain. Also diagnosed with atrial fibrillation same day. (for first time.). Patient had no history of blood 
clotting disorders nor heart problems.  This stroke rendered patient with restricted vision. She is now unable 
to drive, and still quite foggy, though she is likely to recover almost fully.

COVID19 VACCINE JANSSEN 1259961-1 50-59 years 7 days Patient had a stroke, left leg felt heavy, started having breathing problems, and you entire left side went 
numb and weak. Patient went to the hospital, referred to Medical Center

COVID19 VACCINE JANSSEN 1268378-1 30-39 years 7 days
After one week I suffered a TIA and have to be hospitalized From April 11 to April 15. After I was discharged I 
went back to the hospital April 18 with a second TIA. I was hospitalized from the 18 to the 21. Both times at 
same facility.

COVID19 VACCINE MODERNA 1034014-1 65+ years 7 days central retinal vein occlusion involving the right eye
COVID19 VACCINE MODERNA 1038146-1 65+ years 7 days TIA experienced on 2/13/2021 upon rising from sleep/found lacuner infarct on MRI in ER on 2/13/21
COVID19 VACCINE MODERNA 1038609-1 65+ years 7 days Atrial fibrillation, ischemic stroke right internal capsule, ER, tpa, recovered much of neurologic deficit
COVID19 VACCINE MODERNA 1040633-1 50-59 years 7 days Death due to hemorrhagic stroke.

COVID19 VACCINE MODERNA 1043292-1 50-59 years 7 days

I have a complete timeline of my series of events. I believe the Moderna, dose 1 may have contributed to my 
current medical diagnosis of  severe Cardiomyopathy, EF 12, L bundle branch block. I would like for someone 
to look into this possibility. I am an O positive individual who has never been positive for CoVid-19. I have also 
been anti-body tested twice with no positive antibody results. Please call me if there is any relationship for 
cardiomyopathy and the Moderna vaccine. I have done a lot of research and am seeking any further 
information to help with my present medical condition.

COVID19 VACCINE MODERNA 1047169-1 65+ years 7 days jaundice->hemolytic anemia-> hemorrhagic shock->multi organ failure->death pt admitted to ICU 2/16 with 
Hgb=3.4, treated with steroids, supportive care , pressors,  pt died 2/20/21



COVID19 VACCINE MODERNA 1050245-1 65+ years 7 days

2/17 first occurrence:  symptoms = confused speech, memory impairment  diagnosis = TIA  2/20 second 
occurrence:  symptoms = confused speech, memory impairment  2/21:  symptoms = confused speech, memory 
impairment, cognitive difficulty understanding others  2/23:  unusual behavior (perhaps due to confusion), 
difficulty driving (almost hit a parked vehicle and a mailbox; and ran off the right side of the road), agitation 
(upset, because he considered it a waste of time to visit the ER and have more tests run on 2/23; and also 
upset that people were ""questioning his driving"")""

COVID19 VACCINE MODERNA 1053682-1 65+ years 7 days

Stroke.  I do not know if the vaccine was related or not, but the patient had a stroke and falls on 2/17/2021 
and 2/18/2021 and was found to have two strokes.  He does have atrial fibrillation, but with the proximity to 
the second vaccine, I cannot tell if they are just related temporally or if there is a true risk.  Another patient 
at this facility had a stroke within same time frame post second Moderna vaccine, but not my patient, so I do 
not know if that was reported.  Due to new nature of this vaccine, I felt it important to report this event for 
further investigation.   Again, I am not sure if it is a true adverse reaction of the vaccine or not.

COVID19 VACCINE MODERNA 1062457-1 65+ years 7 days

Patient admitted for fatigue, dry throat, generalized weakness, dyspnea on exertion. Durion hospitalization 
was identified to have an acute ischemic CVA -- unclear time of symptom onset, possibly evening of 2/9 or 
morning of 2/10. Time course suspicious for possible COVID vaccine adverse event. He received his first 
Moderna COVID vaccine on 2/2/21 per WIR.   Per PCP note on 2/9/21:   Patient is here today accompanied by 
his wife with concerns for fatigue, headaches, head pressure and tremors. Received vaccine last Tuesday. 
Around 10 PM that evening he developed pressured in the head.  On Wednesday morning, he states he got 
out of bed and was in a cold sweat - he states he pajamas were soaked in sweat and he felt chilled. He 
experienced brief numbness of the left arm down to his fingers.  On Thursday, he felt fine - he went out to 
snow blow.  Friday he developed headaches and head pressure. At night, he felt his breathing was labored as 
he was ""gasping for air.""  On Saturday and Sunday, he sat and laid around all day.  On Monday, he wakes up 
at 125 AM and his blood pressure was 165/104 and it remained elevated for 3 separate readings.    Patient 
was then admitted on 2/10/21 with weakness and confusion, then on 2/11 MD noted ?word finding difficulty, 
slurred speech, possible subtle right upper lip droop, and possibly some mild right hemineglect? with MRI 
showing likely embolic source of infarcts and cerebral MRA with possible acute thrombus. His symptoms the 
day after the vaccine seem a bit suspicious for TIA. Per Drug Policy Manager call to Moderna, no current 
reports of TIA/stroke secondary to COVID vaccine, so time course may be incidental. Patient had 
echocardiogram without right to left shunt or clot identified, no known history of atrial fibrillation. Was 
monitored on telemetry for the duration of his hospitalization without any noted arrhythmias, discharged on 
e patch for 14-day outpatient monitoring.""

COVID19 VACCINE MODERNA 1101286-1 65+ years 7 days Large Stroke

COVID19 VACCINE MODERNA 1104222-1 65+ years 7 days
Client suffered a stroke on 02/11/21 which caused client to fall while getting into shower.  Client hit his head 
during fall causing a brain bleed and also broke his left shoulder.  Client was transferred to hospital via 
ambulance and admitted to hospital.

COVID19 VACCINE MODERNA 1140292-1 30-39 years 7 days Dilated cardiomyopathy- patient with CHF symptoms starting on 3/12 and noted to have dilated 
cardiomyopathy with EF <20% on TTE on 3/26.

COVID19 VACCINE MODERNA 1155915-1 65+ years 7 days Patient stated she suffered a stroke about 1 week after getting the vaccine. The patient went to the hospital 
and was successfully treated. The patient is now on plavix and pravastatin for further prevention.

COVID19 VACCINE MODERNA 1186957-1 65+ years 7 days the next day after vaccine I felt sick, then I had a TIA mini-stroke, I've recovered but I still have memory loss, I 
forget everything now.

COVID19 VACCINE MODERNA 1188259-1 65+ years 7 days

Pt has Moderna Covid shot number one.  Within a  week she started haveing swings in her Blood pressure 
some times associated with numbness sensation left face, arm and  left lower extremity.   I saw  her on  March 
27 with the same.   Neg CT work up, including neg CT angio gram of head and neck.  I transfered pt for 
insurance reasons.  I called and spoke with  her daughter on April 2.   Pt was having same symptoms, although 
improved.   I ask about MRI. She was told that there may or may not have been a stroke on that study. .   My 
impression was CVA with subjective left sided parestesia or TIA.

COVID19 VACCINE MODERNA 1192802-1 60-64 years 7 days Blood Clots, Stroke

COVID19 VACCINE MODERNA 1204885-1 60-64 years 7 days I had a stroke one week to the day from taking the  moderna vaccine. It affected my entire left side. Had 
weeks of physical therapy and still not back to normal. I have a long road ahead of me with rehab.



COVID19 VACCINE MODERNA 1206090-1 65+ years 7 days
Lost my vision and felt very weak. Doctor concluded I had a mild stroke(TIA), also they found a DVT in my 
right leg and DVT in my left leg. My vision returned in about 1 hour. Was given 2 shots a day of Lovonox for 
13 days and was immediately put on  Warfarin

COVID19 VACCINE MODERNA 1207442-1 50-59 years 7 days on 03/16 pt got vaccine, on 03/23 noticed slurred speech and an increase in blood pressure. Went to the ER  
on 03/25- diagnosed with TIA

COVID19 VACCINE MODERNA 1213189-1 50-59 years 7 days Ischemic Colitis - admitted to the hospital 3/31/21 - 4/13/21.

COVID19 VACCINE MODERNA 1214074-1 65+ years 7 days
STROKE OCCURRED AT 11:30 ON TUESDAY NIGHT. WE DIDN'T RECOGNIZE SYMPTOMS UNTIL 3:00 AM 
WEDNESDAY MORNING WHEN HE WAS TAKEN TO HOSPITAL .  SLURRED SPEECH, UNABLE TO GET UP, 
DROOPING MOUTH.

COVID19 VACCINE MODERNA 1218830-1 60-64 years 7 days

Date and time adverse event started: 26th March, Monday evening, had stroke-like symptoms. Went to 
hospital on the 27th, dx of  a stroke.    Patient has a dx of a stroke, went to hospital, since d/c'd to home with 
residual.   patients reports no changes, was diagnosed with a TIA and pending follow ups with heart doctor & 
neurologist. Q99- asked if she should take the 2nd dose. recommended she follow up with her PCP and 
neurologist to discuss risks and benefits of the 2nd dose, patient verbalized understanding.

COVID19 VACCINE MODERNA 1219504-1 65+ years 7 days

One week after second Moderna shot, patient began low-grade fever, loss of appetite, foggy thinking, fatigue, 
general malaise.  She was treated with three different meds for a possible UTI.  All symptoms except fever 
continued for 10 days, and on March 25, she suffered a TIA.  She went to the ER and stayed in the hospital for 
36 hours.  MRI showed no lasting damage.  She is improving but is still fatigued.

COVID19 VACCINE MODERNA 1220891-1 60-64 years 7 days

major stroke; cannot speak; cannot move his arms; declining quickly; This spontaneous case was reported by a 
consumer (subsequently medically confirmed) and describes the occurrence of CEREBROVASCULAR ACCIDENT 
(major stroke) in a 62-year-old male patient who received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-
19 vaccination. The occurrence of additional non-serious events is detailed below.     The patient's past 
medical history included No adverse effect.    On 28-Mar-2021, the patient received first dose of mRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 04-Apr-2021, the patient experienced 
CEREBROVASCULAR ACCIDENT (major stroke) (seriousness criterion hospitalization). On an unknown date, the 
patient experienced SPEECH DISORDER (cannot speak), MOVEMENT DISORDER (cannot move his arms) and 
FEELING ABNORMAL (declining quickly). At the time of the report, CEREBROVASCULAR ACCIDENT (major 
stroke), SPEECH DISORDER (cannot speak), MOVEMENT DISORDER (cannot move his arms) and FEELING 
ABNORMAL (declining quickly) outcome was unknown. Not Provided      The action taken with mRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular) was unknown.       No concomitant medications were provided.  
Treatment information were not reported.  The patient was now in intensive care at the Hospital of Bay City 
in Michigan and he was declining quickly. Company comment:Very limited information regarding the events 
has been provided at this time. The events were consistent with increased risk of cerebrovascular 
complications associated with age of patient. Company assessed the events to be unlikely related to company 
product.; Sender's Comments: Very limited information regarding the events has been provided at this time. 
The events were consistent with increased risk of cerebrovascular complications associated with age of 
patient. Company assessed the events to be unlikely related to company product.



COVID19 VACCINE MODERNA 1261534-1 65+ years 7 days

stroke; trouble walking; Difficulty getting out of bed; This spontaneous case was reported by a consumer 
(subsequently medically confirmed) and describes the occurrence of CEREBROVASCULAR ACCIDENT (stroke) in a 
76-year-old male patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. 038K20A and 
038K20A) for COVID-19 vaccination. The occurrence of additional non-serious events is detailed below.   No 
Medical History information was reported.  On 11-Feb-2021, the patient received first dose of mRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 11-Mar-2021, received second dose of mRNA-
1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 dosage form. On 18-Feb-2021, the 
patient experienced CEREBROVASCULAR ACCIDENT (stroke) (seriousness criteria hospitalization and medically 
significant). On 19-Feb-2021, the patient experienced MOVEMENT DISORDER (Difficulty getting out of bed). On 
an unknown date, the patient experienced GAIT DISTURBANCE (trouble walking). The patient was hospitalized 
for 3 days due to CEREBROVASCULAR ACCIDENT. The patient was treated with Rehabilitation therapy for 
Cerebrovascular accident; Rehabilitation therapy for Movement disorder and Rehabilitation therapy for Gait 
disturbance. At the time of the report, CEREBROVASCULAR ACCIDENT (stroke), MOVEMENT DISORDER 
(Difficulty getting out of bed) and GAIT DISTURBANCE (trouble walking) outcome was unknown.  DIAGNOSTIC 
RESULTS (normal ranges are provided in parenthesis if available): In 2021, Computerised tomogram: unknown 
unknown. In 2021, Magnetic resonance imaging: abnormal Abnormal.  mRNA-1273 (Moderna COVID-19 
Vaccine) (Intramuscular) dosing remained unchanged.  The patient got worse so was sent for MRI was done 
and showed something. The patient stated the stroke has affected his right side and has trouble walking. He 
was in the hospital for 3 days. He then went back for rehab hospital and there for about a week. He is now 
home and doing out patient rehab.  No concomitant medications were reported.  Company comment: Limited 
information regarding the events has been provided at this time and a causal relationship cannot be excluded; 
Sender's Comments: Limited information regarding the events has been provided at this time and a causal 
relationship cannot be excluded



COVID19 VACCINE MODERNA 1261933-1 65+ years 7 days

Stroke; went through an inflammation state and since then has been in a fog; can't remember his birthday; 
doesn't want to eat; bleeding in the brain which they called it second stroke; This spontaneous case was 
reported by a patient family member or friend (subsequently medically confirmed) and describes the 
occurrence of CEREBROVASCULAR ACCIDENT (Stroke) and CEREBRAL HAEMORRHAGE (bleeding in the brain 
which they called it second stroke) in an 83-year-old male patient who received mRNA-1273 (Moderna COVID-
19 Vaccine) (batch no. 002B21A) for COVID-19 vaccination. The occurrence of additional non-serious events is 
detailed below.     The patient's past medical history included Hip fracture. Concurrent medical conditions 
included Polycythemia. Concomitant products included IBUPROFEN for Joint pain, SIMVASTATIN, ASPIRIN 
[ACETYLSALICYLIC ACID], LISINOPRIL and METOPROLOL for an unknown indication.    On 23-Mar-2021, the 
patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 30-
Mar-2021, the patient experienced CEREBROVASCULAR ACCIDENT (Stroke) (seriousness criteria hospitalization 
and medically significant) and CEREBRAL HAEMORRHAGE (bleeding in the brain which they called it second 
stroke) (seriousness criteria hospitalization prolonged and medically significant). On an unknown date, the 
patient experienced FEELING ABNORMAL (went through an inflammation state and since then has been in a 
fog), AMNESIA (can't remember his birthday) and DECREASED APPETITE (doesn't want to eat). The patient 
was hospitalized from 30-Mar-2021 to 12-Apr-2021 due to CEREBRAL HAEMORRHAGE and CEREBROVASCULAR 
ACCIDENT. The patient was treated with Physical therapy for Cerebrovascular accident. At the time of the 
report, CEREBROVASCULAR ACCIDENT (Stroke), CEREBRAL HAEMORRHAGE (bleeding in the brain which they 
called it second stroke), FEELING ABNORMAL (went through an inflammation state and since then has been in 
a fog), AMNESIA (can't remember his birthday) and DECREASED APPETITE (doesn't want to eat) had not 
resolved. Not Provided      The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was 
unknown.       The reporter states that the patient was given a ""clot buster"" to prevent further damage.   
Patient was transferred to a nursing facility on 12 Apr 2021 and is still there.  Based on the current available 
information and temporal association between the use of the product and the start date of the events, a 
causal relationship cannot be excluded. However, the patients advance age and past medical history of 
polycythemia may remain a risk factor for this event. Further information has been requested.   This case was 
linked to MOD-2021-086187 (Patient Link).; Sender's Comments: Based on the current available information 
and temporal association between the use of the product and the start date of the events, a causal 
relationship cannot be excluded. However, the patients advance age and past medical history of polycythemia 
may remain a risk factor for this event. Further information has been requested.""

COVID19 VACCINE PFIZER\BIONTECH 0945247-1 65+ years 7 days
Has underlying dementia and often with difficulty eating.  1 week after immunization she developed a stroke 
with left sided weakness and difficulty swallowing.  Comfort measures instituted.  Not sure if this is related to 
the vaccine, but thought I should report

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 1068268-1 65+ years 7 days

stroke; This is a spontaneous report from a contactable Pharmacist, the patient's daughter-in-law.  An 84-year-
old female patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE), via an 
unspecified route of administration on 05Feb2021 (at the age of 84-years-old) as a single dose for COVID-19 
vaccination. Medical history included stroke and atrial fibrillation from unknown dates. Concomitant 
medications were not reported. On 12Feb2021, the patient experienced a stroke. The clinical outcome of the 
event stoke was unknown. No additional information was reported.   Information about lot/ batch number has 
been requested.

COVID19 VACCINE PFIZER\BIONTECH 1073327-1 65+ years 7 days TIA  stroke like sysmptom went to ER hospitalized Goa a day in hospital

COVID19 VACCINE PFIZER\BIONTECH 1093887-1 65+ years 7 days
On 3/8/2021 the patient presented to the ED with stroke-like symptoms. Reason for admission: suspected TIA.  
Acute CVA-has been ruled out. Incidental finding CT head 9 x 5 mm lesion possibly meningioma, but scans of 
CTA head and neck no lesion, MRI of the brain shows no lesions.

COVID19 VACCINE PFIZER\BIONTECH 1095832-1 65+ years 7 days Mini Stroke. Could not talk for 2 minutes then jumbled sentences. next day tired but improved. Following day 
just tired. No long term symptoms



COVID19 VACCINE PFIZER\BIONTECH 1104160-1 65+ years 7 days fell, hit head, confusion, memory loss, balance disorder, tremors and shaking, vomiting, headache, high blood 
pressure, TIA, CVA, aneurysm

COVID19 VACCINE PFIZER\BIONTECH 1109677-1 65+ years 7 days
Approximately a week after vaccination, developed vision problems with blue lights in right eye, followed by 
deteriorating vision 7 to 10 days after vaccination. 03/09/2021 was diagnosed with central retinal vein 
occlusion.

COVID19 VACCINE PFIZER\BIONTECH 1134491-1 65+ years 7 days Aphasia & right sided  weakness. CVA.
COVID19 VACCINE PFIZER\BIONTECH 1154742-1 50-59 years 7 days Thrombus of right middle cerebral artery at bifurcation of M1 and M2 causing stroke

COVID19 VACCINE PFIZER\BIONTECH 1166508-1 65+ years 7 days

Six days after receiving the vaccine I woke up on Friday, March 12, with a complete feeling of exhaustion.  
Weakness was extreme in my whole left side and could barely put weight on the left side. I thought this 
would pass so tried to get along. The next day, Saturday, March 13, the complete exhaustion was even worse.  
Trying to get out of bed was very hard. I called a friend and went to  hospital here .   I was admitted, tested, 
and kept for several days. The report came back that I had a series of ""mini"" strokes on the right side of my 
brain, affecting the left side of my body.  I could no longer walk at all without aide of person or a walker,   
After that I was taken to rebab, .  I was given pt, OT, etc, and discharged several days later. No doctor or staff 
could tell me whether this was caused by the vaccine but the close days of administering the vaccine and the 
sudden onset of symptoms make me very concerned.  How can I take a 2nd vaccine without knowing if that 
will have a worse effect  or kill me? Can I take a different vaccine for the 2nd round, without a risk of 
something worse happening? Can you report to me if there is any correlation at all between this vaccine and 
my mini strokes?""

COVID19 VACCINE PFIZER\BIONTECH 1171799-1 60-64 years 7 days On 4/2/2021 my dad feel headache and nausea. no power right side arm and leg

COVID19 VACCINE PFIZER\BIONTECH 1173865-1 65+ years 7 days

One week following the first dose of Pfizer, my Mom was not able to say her words on the morning of 
3/22/2021 and was admitted to Hospital with the admitting diagnosis of a cerebral vascular accident.  My 
mother was treated with TPA and spent 3 nights hospitalized in the ICU for a stroke. An MRI confirmed she 
had a left frontal lobe CVA.  She was discharged to home on 3/25/2021.

COVID19 VACCINE PFIZER\BIONTECH 1181659-1 60-64 years 7 days

Patient suffered a stroke 6 days after receiving the 1st dose of his Pfizer vaccine.  He initially developed left 
arm numbness and tingling which prompted admission to ER.   Later that same day, he had significant 
worsening with left hemiparesis.    MRI demonstrated right hemispheric ischemic stroke and focal right carotid 
ruptured plaque.    Somewhat unusual given his overall good health and lack of risk factors.    Has never 
smoked, exercises regularly and carotid duplex performed in 2017 demonstrated less than 50% right internal 
carotid artery stenosis.   Takes aspirin daily.     Currently remains hospitalized with significant left upper 
extremity paresis.  Minimal left leg function.  Did require carotid endarterectomy.  The plaque rupture was 
focal and hemorrhagic with no significant evidence atherosclerotic plaque beyond the focal ruptured plaque.

COVID19 VACCINE PFIZER\BIONTECH 1203609-1 60-64 years 7 days Ischemic stroke - Left Hemisphere, S/P Thrombectomy, S/P LINQ

COVID19 VACCINE PFIZER\BIONTECH 1205071-1 65+ years 7 days

On February 18, 2021 between hours 18:20-18:40 and a week after taking the second shot, patient lost 
balance (fainting) at home, fell, bruised a rib and fractured skull, causing subdural hematoma (bleeding outside 
of the brain). Bleeding stopped and several CT scans were performed. Under medical supervision, an 
anticoagulant medication was stopped to allow for healing. On February 20, 2021, moved from ICU to regular 
hospital room and on February 23 moved to another hospital for intense rehabilitation. Within days a 
thrombus developed causing a minor Cerebrovascular Accident, which was immediately identified by a 
medical doctor and nursing staff. On March 2, 2021 at 10:30 am  moved to a Medical Center for further 
treatment. An endovascular thrombectomy for the removal of a thrombus was performed by a doctor. After 
recovery in the Neurosciences Critical Care ICU, under amazing care by the doctors, further thrombi developed 
on patient's lungs and around the bowel. Patient expired at 8:01 on March 4, 2021 due to Ischemic 
Complications of Thrombi/Thromboemoli.

COVID19 VACCINE PFIZER\BIONTECH 1212288-1 60-64 years 7 days Stroke

COVID19 VACCINE PFIZER\BIONTECH 1219438-1 65+ years 7 days Ischemic stroke. Presented to ER with confusion and altered mental status at Hospital. Transferred to another 
hospital for possible CVA



COVID19 VACCINE PFIZER\BIONTECH 1269752-1 Unknown 7 days

Retinal vein occlusion; This is a spontaneous report from a contactable consumer (patient) reported that a 24-
year-old female patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number 
was not reported), via an unspecified route of administration, administered in arm left on 18Mar2021 13:00 as 
a single dose for covid-19 immunisation. The patient was not pregnant at the time of vaccination. The patient 
medical history was reported as none. The patient had no known allergies. The patient had no covid-19 prior 
vaccination. The patient was not covid-19 tested post vaccination. There were concomitant medications. The 
patient received oral contraceptives in two weeks. The patient had no other vaccines in four weeks. On 
25Mar2021, the patient experienced retinal vein occlusion. The patient received Avastin injection as 
treatment for the event. The event was resulted in doctor or other healthcare professional office/clinic visit, 
disability or permanent damage. The outcome of the event was not recovered.  It was reported that the 
patient also received the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number was not 
reported) via an unspecified route of administration, administered in arm left on 15Apr2021 as a single dose 
for covid-19 immunisation.  Information on the lot/batch number has been requested.

COVID19 VACCINEUNKNOWN MANUFACTURER 1204911-1 60-64 years 7 days

Didn't feel well when  I got up the morning or 4/9, had chest discomfort, fluttering in the heart, numbness in 
the arms.  5pm same day got to feeling much worse.  Felt faint,  lose of eye site. called 911 and was 
transported by ambulance to hospital were I remained for 48 hours diagnosed with a mini stroke.  Released 
from hospital  4/11 @ 3pm.   Eyesite has recovered and feeling somewhat normal.

COVID19 VACCINE JANSSEN 1201907-1 65+ years 8 days Had a stroke

COVID19 VACCINE JANSSEN 1202639-1 50-59 years 8 days Develop a blood clot lost vision in left eye due to stroke. I?m still in the hospital. I am 50 and had a stroke a 
week at getting that vaccine   TPA shot. Given. Clot buster

COVID19 VACCINE JANSSEN 1222534-1 60-64 years 8 days

Presented as a TIA (mini stroke)  Had vision issues, difficulty speaking, vertigo, could not walk, passed out and 
taken to hospital by ambulance . Began at around 10am. Felt like I was dying. Placed on Stroke Unit. Scans 
and tests all negative for stroke and Drs. thought could be panic attack or TIA. Since then my lingering effects 
point to TIA, Seemed to clear up around 2pm with gradual improvement through the day. Still experiencing 
some side effects including tinnitus, memory and word retrieval issues, fatigue, anxiety.  DO NOT HAVE PANIC 
ATTACKS. The only time I have had a panic attack was at 26 after the death of my mother.

COVID19 VACCINE JANSSEN 1223109-1 50-59 years 8 days

The patient had her Janssen vaccine on 4/7/21. On 4/15/21 she began having a very severe headache (10/10). 
This was followed by dysarthria and facial droop. The symptoms persisted until the following day at which 
point she went to urgent care and then here to our ER. We did a head CT which showed she has and 
acute/subacute stroke in the right posterior MCA territory. I am the Hospitalist physician that admitted her 
yesterday. I have and MRI of the brain as well as an MRA and MRV ordered though not performed yet. Her 
symptoms are improving.

COVID19 VACCINE JANSSEN 1226242-1 50-59 years 8 days

Eight days after receiving the vaccine, my wife developed shortness of breath, headache, fatigue, and unusual 
vision problems. She was taken to the emergency room on 4/15 where she underwent a battery of tests (see 
details below). She was admitted to the hospital (where she currently is) and was diagnosed with blood clots 
in the lungs and two strokes in the area of the brain that affects vision. She then underwent ultrasound tests 
of her legs and carotid artery, which were negative for signs of blood clots. Although my wife's symptoms are 
different than the symptoms of others that led to the vaccine pause, her doctors strongly encouraged us to 
report it to the VAERS. My wife had no underlying or pre existing conditions that would lead to blood clots in 
her lungs, and stroke. After extensive testing there is no evidence that the blood clots in her lungs as well as 
the clot/clots that went to her brain initiated in her legs. They believe that some sort of ""event"" would 
have had to happen to cause these blood clots, and the only unusual thing in the time frame of this condition 
is the vaccine. As I mentioned earlier, my wife is still hospitalized.""

COVID19 VACCINE MODERNA 0931558-1 40-49 years 8 days
7 day after site itching, hot swelling. Unsure if related 9 day after suffered CVA and have hyper coagulation

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 MODERNA 1051268-1 65+ years 8 days

Possible Stroke; Increase pressure and numbness in fingers; Headache; A spontaneous report was received 
from a pharmacist concerning an 81-year old male patient, who received Moderna's COVID-19 Vaccine (mRNA-
1273) and experienced possible stroke, face numbness, startled speech, increase pressure and numbness in 
fingers and headache.  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 alprazolam and hydroxyzine.  On 02 Feb 2021, 
prior to the onset of the events, the patient received his first of two planned doses of mRNA-1273 (Lot 
number: unknown) in the left arm for prophylaxis of Covid-19 infection.   On unknown date, days after the 
vaccine was administered, the patient reported that he started having a headache, increased pressure and 
numbness in fingers. Patient had been having intermittent symptoms for 9 days. Patient was admitted to 
hospital on 10 Feb 2021 due to possible stroke. On 11 Feb 2021, the patient began to have startled speech 
and face numbness. Patient was evaluated by Neurology and an MRI was done. No further information was 
provided. Treatment for headache included Excedrin Migraine, ibuprofen and acetaminophen.  Action taken 
with mRNA-1273 in response to the events were not reported.  The outcome for the events possible stroke, 
face numbness, startled speech, headache, increase pressure and numbness in fingers, were considered as 
unknown at the time of this report.; Reporter's Comments: Very limited information regarding this event/s 
has been provided at this time.  Further information has been requested.

COVID19 VACCINE MODERNA 1091269-1 65+ years 8 days

A home dialysis patient who received his first COVID-19 (Moderna) vaccine on 2/4/2021. He was screened 
prior to admission into the clinic and reported no signs of symptom of COVID-19. This patient was diagnosed 
with COVID-19 on 2/12/2021 and hospitalized on 2/16/2021 with COVID pneumonia. The patient's spouse and 
son (who lives with them) also tested positive for COVID-19. This patient developed COVID-19 complications 
while inpatient including stroke and mechanical ventilation was required. The patient was made a DNR by 
family and removed from mechanical ventilation and expired on 2/26/2021.

COVID19 VACCINE MODERNA 1134381-1 65+ years 8 days Dizziness & left sided weakness. Acute CVA.

COVID19 VACCINE MODERNA 1135884-1 65+ years 8 days Pt suffered a TIA. She had right sided weakness and difficulty speaking. She was taken to the ER, CT waa 
preformed and no abnormalities were detected. The symptoms resolved in 24 hours.

COVID19 VACCINE MODERNA 1178257-1 65+ years 8 days

Stroke; This spontaneous case was reported by a physician and describes the occurrence of 
CEREBROVASCULAR ACCIDENT (Stroke) in a 68-year-old male patient who received mRNA-1273 (Moderna 
COVID-19 Vaccine) (batch no. 036A21A) for COVID-19 vaccination.     The patient's past medical history 
included No adverse event (No recorded medical history).   On 08-Mar-2021, the patient received first dose of 
mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1 dosage form. On 16-Mar-2021, the patient 
experienced CEREBROVASCULAR ACCIDENT (Stroke) (seriousness criteria hospitalization prolonged, medically 
significant and life threatening). The patient was hospitalized on 16-Mar-2021 due to CEREBROVASCULAR 
ACCIDENT. At the time of the report, CEREBROVASCULAR ACCIDENT (Stroke) outcome was unknown.        The 
action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Unknown) was unknown.   For mRNA-1273 
(Moderna COVID-19 Vaccine) (Unknown), the reporter did not provide any causality assessments.

COVID19 VACCINE MODERNA 1180388-1 65+ years 8 days Suffered a mild stroke

COVID19 VACCINE MODERNA 1202041-1 50-59 years 8 days CVA while at work. Brought in by ambulance, tpA administered with reduction of NIH score from 25 to zero 
within 6 hours of onset.

COVID19 VACCINE MODERNA 1202117-1 50-59 years 8 days CVA event, symptom onset while at work. Ambulance to hospital ER. tpA administered per protocol with 
reduction in NIH score from 25 to 4 within first several hours.



COVID19 VACCINE MODERNA 1230961-1 50-59 years 8 days

Mini-stroke transient ischemic attack; Room spinning; Winking eyelids involuntarily; Felt like he was falling to 
his right side; This spontaneous case was reported by a pharmacist (subsequently medically confirmed) and 
describes the occurrence of TRANSIENT ISCHAEMIC ATTACK (Mini-stroke transient ischemic attack), VERTIGO 
(Room spinning) and BLEPHAROSPASM (Winking eyelids involuntarily) in a 52-year-old male patient who 
received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 023M20A) for COVID-19 vaccination.     The 
patient's past medical history included Open heart surgery. Concomitant products included POTASSIUM, 
FUROSEMIDE (LASIX [FUROSEMIDE]), WARFARIN, METOPROLOL SUCCINATE (TOPROL XL), MINERALS NOS, 
VITAMINS NOS (PRENATAL VITAMINS [MINERALS NOS;VITAMINS NOS]), CETIRIZINE HYDROCHLORIDE (ZYRTEC 
[CETIRIZINE HYDROCHLORIDE]) and ESCITALOPRAM OXALATE (LEXAPRO) for an unknown indication.    On 11-
Mar-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage 
form. On 19-Mar-2021, the patient experienced TRANSIENT ISCHAEMIC ATTACK (Mini-stroke transient 
ischemic attack) (seriousness criteria hospitalization, disability, medically significant, life threatening and 
intervention required), VERTIGO (Room spinning) (seriousness criteria hospitalization, disability, medically 
significant, life threatening and intervention required) and BLEPHAROSPASM (Winking eyelids involuntarily) 
(seriousness criteria hospitalization, disability, medically significant, life threatening and intervention 
required). The patient was hospitalized from 19-Mar-2021 to 21-Mar-2021 due to TRANSIENT ISCHAEMIC 
ATTACK. On 21-Mar-2021, TRANSIENT ISCHAEMIC ATTACK (Mini-stroke transient ischemic attack), VERTIGO 
(Room spinning) and BLEPHAROSPASM (Winking eyelids involuntarily) had resolved.        The action taken with 
mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown.   For mRNA-1273 (Moderna COVID-19 
Vaccine) (Intramuscular), the reporter did not provide any causality assessments.   Patient received vaccine in 
right non-dominate deltoid muscle to prevent COVID-19. Patient was admitted to hospital from 19Mar2021 to 
21Mar2021 for a magnetic resonance imaging (MRI) and computerized tomography (CT) scan, with observation 
and Low-Dose Aspirin. Patient was feeling much better and his cardiologist recommended that he receives his 
second Moderna vaccine as soon as required and to take an extra Vitamin D supplement as a precaution. 
Scheduled second dose was due on 08Apr2021. Treatment included was low dose aspirin.; Sender's Comments: 
Based on the current available information and the temporal association between the product use and the 
start date of the events a causal relationship cannot be excluded.

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 1026613-1 65+ years 8 days

None of my health care providers have been able to explain the cause of my sudden loss of vision in my left 
eye at approx. 10:15 p.m. on 7 Feb 2021.  At approx. 3:00 a.m. on 8 Feb I called my ophthalmologist's 
answering service and my ophthalmologist called me back shortly thereafter.  She told me I should go to the 
ER which I did at approx. 4:00 a.m. where blood tests were done, an ultrasound of my left eye, CT scan of my 
head, and MRI of my head were performed all with negative results.  When my vision was tested at the ER 
using the standard wall chart, I was unable to see the largest letter on the chart with my left eye.  I saw my 
ophthalmologist at approx. 1:40 p.m. the same day after my 6 1/2 hour ER visit. I was diagnosed with Central 
Retinal Vein Occlusion.  Both of my eyes were dilated and photos were taken of each eye.  I was given an 
injection of Avastin in my left eye.  As of today, 12 Feb 2021, I am still functionally blind in my left eye.  I can 
see general large objects but am unable to see details or read written words either near or far.  Prior to 
approx. 10:15 p.m. on 7 Feb, my vision was as it had been for several years prior with little if any 
degradation.  I typically have an annual eye exam by my ophthalmologist but due to Covid-19 my last eye 
exam was 9 Dec 2019 at which time there was nothing to suggest that I would have such loss of sight in either 
of my eyes.  I am a healthy person who takes no or very little medication when prescribed.  I have never been 
hospitalized (other than this ER visit) or diagnosed with any significant medical condition.  In late Dec 2020 
following routine blood tests, I had a teleconference ""physical"" with my PCP at which time I was declared to 
be healthy.  Upon leaving the ER at approx. 10:30 a.m. on 8 Feb my ""end of visit vitals"" were recorded as 
blood pressure 110/63, BMI 20.92, weight 150 lbs., height 5'11"", temperature 97.6 F, pulse 67, respiration 
16, and oxygen saturation 95%.  Late last year I had my usual flu vaccination without any side effects.  After 
almost 2 weeks, I do still have a bruise at the Pfizer vaccine injection site on my left arm and I experienced 
mild muscle soreness the evening after my vaccination and the following morning.  Normally I have no 
adverse reaction to vaccinations.""

COVID19 VACCINE PFIZER\BIONTECH 1069025-1 65+ years 8 days Had a eye stroke to the left eye/retinal artery occlusion

COVID19 VACCINE PFIZER\BIONTECH 1101755-1 60-64 years 8 days

On 2/16/21 I suffered an occlusive stroke. No health problems. No prescriptions meds. BP was always around 
120/70's. Height: 5'4"", Weight: 126 lbs. All blood work within normal range No high chlolestrol, etc. I was 
scheduled for 2nd vaccine on 3/1, I was advised to reschedule, which I did for 3/23. I spoke to a coule of health 
care professionals and asked them if they would proceed with the 2nd vaccine if it were them and was told 
""no"". I am very afraid to get the 2nd vaccine. I would like to discuss this with someone.""

COVID19 VACCINE PFIZER\BIONTECH 1210932-1 65+ years 8 days Hemorrhagic stroke resulting in paralysis of L side of body DVT in L calf

COVID19 VACCINE PFIZER\BIONTECH 1213527-1 40-49 years 8 days

Patient experienced abdominal distention about a week after receiving the COVID vaccine, with progressive 
jaundice, feeling unwell and eventually went to the hospital, found to be in cardiogenic shock with bi-
ventricular failure, acute liver failure and acute kidney failure. Currently still hospitalized for workup of his 
cardiomyopathy.



COVID19 VACCINE PFIZER\BIONTECH 1224898-1 65+ years 8 days

Stroke due to a large blood clot to the brain; Stroke due to a large blood clot to the brain; Widespread blood 
clots in both of her arms; This is a spontaneous report from a contactable consumer (daughter).   A 67-year-old 
female patient received the 2nd single dose of BNT162b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE), via an 
unspecified route of administration, in the left arm, on 17Mar2021 (at the age of 67 years old, not pregnant at 
time of vaccination) (Lot number was unavailable since unable to locate or read the details), for COVID-19 
immunisation. The patient's medical history included ongoing atrial fibrillation, high blood pressure, and 
scoliosis. Concomitant medications included ongoing acetylsalicylic acid (ASPIRIN) for atrial fibrillation, 
naproxen, pregabalin, tramadol, and metoprolol. The patient never had a history of blood clots. There were 
no allergies to report. The patient had not received any other vaccines in the four weeks prior to receiving 
BNT162b2. The patient had received the first single dose of BNT162b2 on an unspecified date, in the left arm. 
The patient's daughter stated that her mother suffered a stroke due to a large blood clot to the brain on 
25Mar2021 at 12:30 am, requiring hospitalization. During hospitalization, a surgery to remove blood clot from 
the brain was needed. Hospitalzation lasted 12 days. The reporter added that in the week prior to the 
reporting, the mother 'passed' (as reported) but had widespread blood clots in both of her arms. The patient 
required unspecified treatment due to the events and had not recovered at the time of the reporting. The 
events were considered also serious since life threatening and due to disability. The patient did not have 
COVID-19 prior to the vaccination and had not tested positive post vaccination.  Information on lot/batch 
number has been requested.

COVID19 VACCINE PFIZER\BIONTECH 1227278-1 65+ years 8 days

heart attack; stroke; This is a spontaneous report from a contactable consumer. A 67-year-old female patient 
received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection), dose 1 via an unspecified 
route of administration on 24Jan2021 13:00 (at the age of 67-years-old) (Batch/Lot number was not reported) 
as SINGLE DOSE for covid-19 immunisation.  Medical history included hypothyroid, sleep apnea, known 
allergies: Shellfish, Sulfa, Possible Tree Nut allergy. Concomitant medications included levothyroxine sodium 
(SYNTHROID); ascorbic acid, ergocalciferol, nicotinamide, retinol, riboflavin, thiamine hydrochloride (VITAMINS 
[ASCORBIC ACID;ERGOCALCIFEROL;NICOTINAMIDE;RETINOL;RIBOFLAVIN;THIAMINE HYDROCHLORIDE]); 
clarithromycin (CLARITIN [CLARITHROMYCIN]). In Feb2021, Exactly 3 weeks after the first dose, the patient had 
a heart attack and stroke. The events were assessed as serious (hospitalized, life-threatening, disability). The 
event resulted in emergency room and physician visit.The patient was hospitalized for 10 days. The patient 
underwent lab tests and procedures which included sars-cov-2 test: negative on an unspecified date. The 
outcome of the events was unknown.   Information about lot/batch number has been requested.

COVID19 VACCINE PFIZER\BIONTECH 1284790-1 30-39 years 8 days

trouble walking; it was concluded that I had a stroke and the vaccine was likely the main contributor.; the 
right side of my body was very weak and my balance was off.; the right side of my body was very weak and 
my balance was off.; This is a spontaneous report from a contactable consumer. A 37-year-old male patient 
received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE; Lot number was not reported), via 
an unspecified route of administration, administered on the left arm, at the age of 37 years, on Apr2021 at a 
SINGLE DOSE for covid-19 immunisation. Medical history included brain tumor from an unknown date and 
unknown if ongoing. On 09Apr2021, the patient stated, ""I am undergoing immunotherapy treatment for a 
brain tumor. My doctors recommended I take the vaccine 2 weeks following my most recent treatment 
(administered every 4 weeks). Several hours after receiving the vaccine, the right side of my body was very 
weak and my balance was off. These symptoms went away by the next morning. 5 days later they came back 
and progressed. Ultimately, I went to the emergency room having trouble walking, using my right arm and 
staying balanced. All tests (MRIs, ultrasound, CT scan, extensive bloodwork, and more) proved that there 
were no apparent causes. Ultimately, it was concluded that I had a stroke and the vaccine was likely the main 
contributor. I am 37, in shape, and eat extremely well.""  The patient was hospitalized for the events. The 
patient underwent lab tests and procedures which included blood test: there were no apparent causes, 
computerised tomogram: there were no apparent causes, magnetic resonance imaging: there were no 
apparent causes, sars-cov-2 test: negative on 15Apr2021 and ultrasound scan: there were no apparent causes 
on an unspecified date. Therapeutic measures (Aspirin prescription, Castor, physical therapy) were taken as a 
result of the events. The outcome of the events was recovering.  Information about Batch/Lot number has 
been requested.""



COVID19 VACCINE JANSSEN 1217637-1 65+ years 9 days Admitted to hospital for TIA, NSTEMI, hypertensive emergency 4/11

COVID19 VACCINE JANSSEN 1219468-1 40-49 years 9 days

? Acute CVA (cerebrovascular accident)  Hospital Course/test results:  Work up with MRI showed 2 small acute 
infarcts in R temporal lobe region, and findings which could represent subacute infarcts in L frontal lobe.  
Neuro deficits now resolved.  Neurology consulting.  Suspicious for embolic phenomenon.  She does also have a 
IUD to treat her menorrhagia, which may predispose her to clotting.  However when we did further research 
Mirena IUDs were not found to raise the risk for blood clot-related heart attack and strokes but the company 
does recommend clinical consideration for removal in such situations. We contacted  OBGYN oncall physician 
and spoke to doctor today. From his recommendation is not to remove the IUD at present time because the 
risk is very low comparing to the higher risk of severe menorrhagia that patient had experienced in the past. 
Since she will have annual visit with her GYN at OBGYN, patient should have that conversation with her GYN 
for options.    Patient remains stable and symptoms free. Repeated brain MRI and new MRV did not reveal 
new findings. Her HA resolved on its own. She was initially started statin and full dose of ASA then changed 
to low dose ASA plus Plavix (21 days) then ASA as monotherapy after. Currently hypercoag panel is still 
pending. Echo showed no evidence of intracardiac shunting with fair quality and technically adequate study. 
Neurology recommended outpatient follow up with neurologist and 30 days heart monitor to look for 
Afib/flutter. Currently her headache is resolved as well R hand weakness/tingling is resolved. She is stable to 
go home today.    A1C is 7.3 while on Metformin (2000mg daily). She may need additional agent to get A1C < 
7 as outpatient.    Neuro also recommended outpatient sleep study.

COVID19 VACCINE MODERNA 1055418-1 65+ years 9 days Patient suffered a stroke and passed away

COVID19 VACCINE MODERNA 1073487-1 65+ years 9 days

Had a stroke; A spontaneous report was received from a caregiver concerning an 81-years-old female patient 
who received Moderna's Covid-19 vaccine and had a stroke.  Patient's medical history included a mini stroke 
(5-6 years ago). Concomitant medication included blood thinners.  On 02 Feb 2021 at 4:30 pm, ten days prior 
to onset of the event stroke, the patient received the first of two planned doses of mRNA-1273 vaccine 
(Lot/batch: unknown) for prophylaxis of Covid-19 infection.  On 11 Feb 2021, the patient had an event of stroke 
for which was hospitalized. The patient was on a lot of medications (not specified).   Action taken with second 
dose of mRNA-1273 in response to the event was not recorded.  The outcome of the event stroke was not 
reported.; Reporter's Comments: Based on the current available information and temporal association 
between the use of the product and the onset date of the event of stroke, a causal relationship cannot be 
excluded. However, patient's elderly age and prior history of TIA are considered as risk factors.

COVID19 VACCINE MODERNA 1077451-1 40-49 years 9 days

After Receiving the second dose on February 9, 2021 I was very ill.  Chills, fever, tired, achy.  The next day I 
was great.  Then, 9 days later my left side went numb.  My arm, leg and face went numb. 20 minutes later all 
feeling did come back.  I went to the Emergency Room and was diagnosed with a TIA.  I had many tests 
completed.  (MRI, EKG, CT SCAN, Echocardiogram)    The only thing that was found was that I have a PFO in 
the heart.  I am healthy, I eat great, exercise daily at the gym.  AFter an overnight hospital stay and being 
put on PLAVAX and aspirin my life has changed forever.  I had a doctor's appointment to discuss the PFO, a 
meeting with a neurologist and they are not sure why.  The paperwork shares that I had a TIA or a migraine 
which is not possible because I do know what migraines are like as I had these as a young child. I am now 
looking into closing the PFO.  I am going to get a second opinion on this based on what happened.

COVID19 VACCINE MODERNA 1079768-1 65+ years 9 days Hemorrhagic Stroke

COVID19 VACCINE MODERNA 1082355-1 65+ years 9 days
per the EUA, cases of COVID-19 vaccination that result in hospitalization or death are to be reported. This 
patient received Moderna on 2/10 and 1/13. Patient is admitted for mild congestive heart failure secondary 
to cardiomyopathy

COVID19 VACCINE MODERNA 1108793-1 65+ years 9 days Garbled Speech lasting 20 seconds/Disassociation/Dizziness; Believed to be TIA;Every possible test was 
administered to determine source; ALL TESTS RETURNED NORMAL RESULTS; Dizziness/Disassociation/Balance 
Issue persists on and off; TREATMENT RECOMMENDED: One 325 mg aspirin daily

COVID19 VACCINE MODERNA 1182789-1 65+ years 9 days Had the normal sick flu type symptoms but after 4 days became worse, 5th day had a stroke
COVID19 VACCINE MODERNA 1214894-1 50-59 years 9 days Transient Ischemic Attack accute CVA Stroke caused from blood clot to bottom left of the cerebellum.



COVID19 VACCINE MODERNA 1216355-1 65+ years 9 days At 5 AM on 3/21/2021 my father was in bed sleeping  and started to gurgle, he was unresponsive,  911 was 
called  he was unresponsive and  taken to the Hospital and died at 3:22 PM on  3/21/2021. from a C V A.

COVID19 VACCINE MODERNA 1219353-1 60-64 years 9 days

I had a (first ever) stroke. I was attempting to take Flecainide for atrial fibrillation to reduce palpitations, the 
week prior and during the day of the stroke. I tried to take Flecainide twice before in the past few months, 
but I was unable to tolerate it. When I had the stroke, I didn't realize I was having one since I'm in very good 
health. I emailed my electro-cardiologist about my symptoms that day and found it difficult to use the 
appropriate words and reading the email later, I could see a number of mistakes. My ability to comprehend 
spoken language that day was impaired. I could only keep a few sentences in my head at a time and my 
attention span was poor as well, like having significant ADHD, which I don't have. I was unable to retain 
simple amounts of information the day of the stroke. I didn't seek treatment on the day of the stroke since I 
felt it was more of the side effects I had been experiencing from Flecainide. After going to the hospital I felt 
good and much improved, cognitively. An ER neurologist said that my stroke was a 2 on a scale of 1 to 42. 
Over the remainder of March and until this day (April 16, 2021), I have made steady and rapid improvement. I 
attribute my recovery to the lower level of stroke damage and the fact that I worked out every day with 
physical exercise and I worked out cognitively by doing a series of activities that I chose myself: reading out 
loud, reciting poetry and tongue twisters, playing logic and puzzle games on the PC, returning to my writing 
tasks for work, practicing grammar, and speaking at length with family and friends as a way to practice 
speaking. I had one appointment with an occupational therapist and two appointments with a speech 
therapist and have completed assessment. I now feel I am nearly completely recovered with an odd sense of 
some improvement in certain areas such as heightened mood and quicker connections for noticing practical 
matters.

COVID19 VACCINE PFIZER\BIONTECH 0984637-1 30-39 years 9 days

Rught MCA Stroke; This is a spontaneous report from a contactable nurse (patient). A 39 years old female 
patient (no pregnant) received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number EH9899), 
intramuscular on 16Dec2020 10:15 at the first single dose at right arm for covid-19 immunisation.  Medical 
history included Hodgkin's disease.  Concomitant medication included colecalciferol (VITAMIN D3 1000).  The 
patient experienced rught MCA stroke on 25Dec2020 06:15. Seriousness criteria reported as hospitalization, 
life threatening. The patient was hospitalized for rught MCA stroke for 3 days.  The patient underwent lab 
tests and procedures which included Nasal Swab: negative on 25Dec2020.  The patient received unspecified 
treatment  for rught MCA stroke. The outcome of event was recovered.; Sender's Comments: The subject had 
medical history included Hodgkin's disease.  The reported stroke was more likely an intercurrent disease, and 
unlikely causally related to the first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE).  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 0986115-1 65+ years 9 days

Suffered a massive MCA stroke; This is a spontaneous report from a Contactable Nurse. A 65-year-old female 
patient received second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Lot number: EJ1685), 
intramuscularly in left arm on 12Jan2021 16:00 at single dose for COVID-19 immunization.  Medical history 
included covid prior vaccination.  Known allergies: None. The patient's concomitant medications were not 
reported. The patient previously received the first dose BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot# 
EJ1685), intramuscularly in right arm on 21Dec2020 03:00 PM at single dose for COVID-19 immunization. The 
patient was not pregnant while receiving vaccine. Facility type vaccine: Hospital. If other vaccine in four 
weeks: No. Other medications in two weeks: No. The patient suffered a massive MCA (Middle cerebral artery) 
stroke on 21Jan2021 08:00 after getting second covid vaccine with outcome of not recovered.  No history of 
hypertension, elevated cholesterol or medical issues. No medication being taken. Daily BP (Blood pressure) 
reading normal. Covid test post vaccination: Nasal Swab-PCR on 22Jan2021 with result negative. If treatment 
for AE: Unknown. The event was resulted in: Emergency room/department or urgent care, Hospitalization 
(Number of days hospitalization: 4), Life threatening illness (immediate risk of death from the event), Disability 
or permanent damage.; Sender's Comments: The event middle cerebral artery stroke appeared 8 days after 
administration BNT162B2. The Company considers that the event is less likely related to suspect BNT162B2 
injection given the weak time association. The status (bleeding or infarction) and cause of the stroke would be 
helpful for further 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 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 1093448-1 65+ years 9 days CVA, confirmed by MRI
COVID19 VACCINE PFIZER\BIONTECH 1103742-1 60-64 years 9 days Beginning February 28, 2021 stroke, seizure, fever, headache and weakness.

COVID19 VACCINE PFIZER\BIONTECH 1137710-1 65+ years 9 days

Pt received COVID-19 vaccine on 2/23. He felt tired and unwell after. He had a syncopal episode on 3/4 and 
presented to ED. He was in complete heart block. Pacer placed. No CAD on coronary angiogram. Normal heart 
function. Discharged home. Presented unwell to ED with chest pain and elevated troponin  on 3/16 found to 
have cardiomyopathy EF around 25% (medically managed, sent home) Repeat left heart cath done at the time 
showed no CAD. Presented to ED 3/22 with cardiogenic shock, EF 10%. Proceeded to have multiorgan system 
failure, impella placed, had cardiac arrest, transferred to another facility for further support. Was placed on 
VA ECMO. Heart biopsy done 3/25 revealed giant cell myocarditis. Pt is in critical condition and not expected 
to live d/t sequelae from cardiogenic shock: shock liver, AKI, ischemic bowel with ecoli bacteremia.

COVID19 VACCINE PFIZER\BIONTECH 1142047-1 65+ years 9 days

Patient received the injection on May 2nd.  Following the injection, we noticed an increased weakness and 
general achiness.  On the  8th she was so weak that we purchased a gait belt to assist her.  We were not 
super concerned as we were expecting the second shot to cause body aches or flu like symptoms based on 
what we had heard from others who had received both vaccine shots.  She continued to be unsteady and we 
found that she has a mild UTI which we had begun treating with prescribed antibiotics. Late afternoon on the 
11th, mother suffered a major stroke.  we did not take her to the hospital because we had already been told 
that they would not be able to do anything at her age should she suffer a stroke.  On the 12th I called the 
doctors office and asked for them to send Hospice to the house as we could tell that she was dying.  Mother 
died on the 13th.    Just a week prior to her death I had spoken with Dr. and we had discussed how that she 
was declining in health but that she was not even close to needing Hospice, yet she is dead a week later.  Less 
than 2 weeks after getting her second Covid Shot.

COVID19 VACCINE PFIZER\BIONTECH 1202403-1 65+ years 9 days Eight days after the vaccine was given my husband suffered a stroke.



COVID19 VACCINE PFIZER\BIONTECH 1203971-1 65+ years 9 days

Hemorrhagic stroke in temporal lobe resulting in >7cm hematoma.  Symptoms starting with painful migraine 
that started 2 days after the vaccine.   On 4/2, migraine was worse and then loss of vision in right eye around 
9pm.   4/3 at 6am, became disoriented with weakness on the right side of the body. Vomited. Called 911, 
paramedics said symptoms were in line with stroke. Took to hospital to ER. Immediately went in for CT scan. 
Result was large bleeding into the brain, approx 6cm. Transferred to unit to monitor, bleeding increased by 10 
to 20%.  4/4 at 10am, left side craniotomy for evacuation of hematoma performed. Patient was in critical care 
icu.  4/9 patient transferred to inpatient rehabilitation. Patient diagnosed with Wernicke's Aphasia and Level 
2 Dysphagia, visual field cut in right eye, and right sided weakness.

COVID19 VACCINE PFIZER\BIONTECH 1227281-1 65+ years 9 days

stroke; This is a spontaneous report from a non-contactable pharmacist.  A 71-year-old male patient received 
the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) intramuscularly at the age of 71-years, at 
single dose in right arm on 02Apr2021 09:00 (Lot number: EP7533) for COVID-19 immunisation. The patient 
medical history was not reported and there were no known allergies. Concomitant medications included 
rivaroxaban (XARELTO); empagliflozin (JARDIANCE); lisinopril all taken for an unspecified indication. The 
patient did not receive any other vaccines within 4 weeks prior to the COVID vaccine. The patient previously 
received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) intramuscularly at the age of 71-
years, at single dose in right arm on 05Mar2021 09:00 (Lot number: EN6199) for COVID-19 immunisation. The 
patient experienced stroke on 11Apr2021 (Stroke 7 days after injection (as reported)), it resulted in 
""Emergency room/department or urgent care, Hospitalization, Life threatening illness (immediate risk of 
death from the event) and Disability or permanent damage"". The patient was hospitalized for stroke for 2 
days. The patient was not diagnosed with COVID prior to vaccination and he had not been tested for COVID 
since the vaccination. Event outcome was not recovered.  No follow up attempts are possible. No further 
information is expected.; Sender's Comments: The reported stroke is likely due to an underlying medical 
condition and unrelated to BNT162B2. Although temporally related, there is no sufficient evidence that the 
reported stroke is related to BNT162B2. Note that the patient's medical history was not reported, however, 
patient is taking rivaroxaban and lisinopril for unspecified indication. 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 1255640-1 65+ years 9 days

stroke; R sided weakness; expressive aphagia; This is a spontaneous report from a contactable other health 
professional (patient). A non-pregnant 68-year-old female patient received the second dose of BNT162B2 
(PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection), via an unspecified route of administration, 
administered in right arm on 05Feb2021 (at age of 68 years old, no pregnant, Lot Number: EN5318) as single 
dose for covid-19 immunization. Medical history included type 1 diabetes, hypertension (HTN). The patient not 
had COVID prior vaccination also not had COVID tested post vaccination. No known allergies. Concomitant 
medication included insulin, lisinopril and Multi vitamin. The patient previously received the first dose of 
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection), via an unspecified route of 
administration, administered in left arm on 15Jan2021 at 03:00 P.M. (at age of 68 years old, Batch/Lot number 
unknown) as single dose for covid-19 immunization. The patient received 2nd Covid shot on 05Feb2021. Had a 
stroke on 14Feb2021 at 08:00 AM with R sided weakness and expressive aphagia. Stroke noted on MRI in L 
hemisphere, speech area. The patient had no idea if this was related to the Pfizer Covid vaccine. AE resulted 
in: Emergency room/department or urgent care, Hospitalization (1 day), Life threatening illness (immediate 
risk of death from the event). Treatment received for events included observation, Lovenox. The outcome of 
the events was recovered.; Sender's Comments: Based on the current available information and the plausible 
drug-event temporal association, a possible contributory role of the suspect product BNT162B2 to the 
development of events Stroke, Weakness left or right side, and Expressive aphasia 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  Committees and 
Investigators, as appropriate.

COVID19 VACCINE PFIZER\BIONTECH 1269774-1 65+ years 9 days

Having headaches every day since this has happened; Had TIA (memory loss); Have no memory of 24 hours, 
could not answer any questions had lost memory; This is a spontaneous report from a contactable consumer 
(patent).  A 70-years-old female patient (not pregnant) received second dose of bnt162b2 (PFIZER-BIONTECH 
COVID-19 VACCINE), via an unspecified route of administration, administered in Arm Right on 04Mar2021 
09:45; at the age of 70-years-old, (Batch/Lot number was not reported) as SINGLE DOSE for covid-19 
immunisation.   The patient received the first dose of bnt162b2 on 02Feb2021.  Medical history included covid-
19 from an unknown date and unknown if ongoing. Concomitant medication included estradiol (ESTRADIOL) 
taken for an unspecified indication, start and stop date were not reported.  No Covid tested post vaccination 
performed.  The patient experienced Transient ischaemic attack (TIA) on 13Mar2021 and was admitted to 
hospital, she could not answer to any questions and had lost memory. The patient had no memory of 24 hours, 
could not answer any questions had lost memory. She also complained headaches every day since this has 
happened (as reported).  The reported events were  headache (hospitalization, life threatening) on 
13Mar2021 09:00 with outcome of recovered with sequelae,  Transient ischaemic attack (hospitalization, life 
threatening) on 13Mar2021 09:00 with outcome of recovered with sequelae, Amnesia (have no memory of 24 
hours), (hospitalization, life threatening) on 13Mar2021 09:00 with outcome of recovered with sequelae.    
Information on the lot/batch number has been requested.

COVID19 VACCINE JANSSEN 1178023-1 30-39 years 10-14 days Admitted with ischemic stroke and multiple thrombi in extremities



COVID19 VACCINE JANSSEN 1181703-1 50-59 years 10-14 days

Pt received J&J covid vaccine on 3/15/21 in.presented to the ED on 3/29 for few days of progressive weakness 
and urinary difficulty. Recently took a trip and returned Thursday evening. That night, she noticed mild 
sensitivity to her left forearm. On Friday she developed an achy feeling under both arms and across her 
breasts. Her eyes felt painful as well. Overnight Friday into Saturday her feet began feeling cold and numb 
and she developed a generalized sensitivity over her entire body that she describes almost as a burning 
sensation. Also had trouble urinating -. presented with pain, paresthesias and weakness below mid-chest level 
and urinary retention. MRI brain, C and T spi ~C and T spine c/w demyelination. Neuro consulted and 
impression = acute demyelinating disease, unclear etiology but may be acute disseminated encephalomyelitis 
(ADEM) 2/2 COVID vaccine vs. 1st presentation of multiple sclerosis. Sx gradually improved s/p solumedrol IV 
bid x 5d in hospital -- > transitioned to PO prednisone taper per neuro (60 mg x2 days then go down by 10 mg 
every 2 days until off) for discharge.  Pt to f/u with neuro post discharge. For neurogenic bladder PT had 
temporary foley, removed 4/2 and will require CIC QID (teaching done prior to discharge) at home. Outpt f/u 
Urology.

COVID19 VACCINE JANSSEN 1198147-1 65+ years 10-14 days pt with a history of eosinophilia treated with xeljanz 5 bid presented 9 days after covid vaccine with 
symptoms of acute LCMA ischemic stroke and was treated with tPA.

COVID19 VACCINE JANSSEN 1201212-1 50-59 years 10-14 days

on 3/24 I had a TIA with an intense heat pressure behind the right temple which resulted in complete 
numbness, heaviness, and tingling on my entire right side of the my body.  I was transported by ambulance to 
the hospital. A CT and MRI was done, no signs of blood clots or stroke.  I am still experiencing numbness and 
tingling in the right arm. Follow up appointments with the eye doctor indicate additional vision loss in the 
right eye with pressure behind the eye. I have a follow up appointment today with the neurologist for a brain 
scan and tomorrow for an eeg. My PCP, eye doctor, and neurologist believe it may be a blood flow issue. I 
have not had this type of event before.

COVID19 VACCINE JANSSEN 1202143-1 50-59 years 10-14 days

Patient woke up on 4/3/2021 at 7:30am with the symptoms of Light Headedness, Dizziness, and not feeling 
like himself. He got up and continued with his normal daily routine until around 10:30 when his vision started 
to double and he was off balance on his feet. He was taken by ambulance to a Hospital at 11:15am upon 
arrival his vision trippled and his eye right started to veer outward. He was taken in for a CT scan immidiatly 
and then was transfered to another campus to have a MRI scan done. He was then admited to the hospital for 
evaluation where he stayed overnight and was released the next afternoon (4/4/21)

COVID19 VACCINE JANSSEN 1203621-1 50-59 years 10-14 days dizzy,nauseaus,headache. sick on sunday the 4th  called 911 on Tuesday night the 6th for transport to 
hospital. couldn't walk.  had a stoke.

COVID19 VACCINE JANSSEN 1204654-1 60-64 years 10-14 days Symptoms: numbness/tingling and cold skin all over body (both sides of body), headache, facial droop, blurry 
vision. Stoke, CVA.

COVID19 VACCINE JANSSEN 1205282-1 65+ years 10-14 days Patient had a stroke 11 days later(on 4/6/21) and expired

COVID19 VACCINE JANSSEN 1205627-1 60-64 years 10-14 days

Janssen shot on Mar 12, 2021. On Mar 25,2021 at 10 AM, I woke up with a headache, sore joints, nausea. 
Also blurry vision and inability to read words on a page. Sensing something wrong, my sister drove me to 
emergency room at Hospital where I was admitted. I was later told I suffered a stroke. I was in the hospital 
for 5 days, receiving various tests. (Hospital has all info on record).  I am awaiting surgery to remove blockage 
from carotid artery. Doctor has all my information and should be reporting the event also to VAERS.

COVID19 VACCINE JANSSEN 1205684-1 50-59 years 10-14 days Blood Clot blocked oxygen to the brain. Suffered a severe stroke  Was hospitalized  Suffered brain swelling  
Lost brain function Died.

COVID19 VACCINE JANSSEN 1208315-1 50-59 years 10-14 days Patients power of attorney called to let us know patient had received Janssen vaccine on 3/12/21 and on 
3/26/21 was hospitalized due to a clot and stroke.  Patient had history of strokes in past.

COVID19 VACCINE JANSSEN 1208568-1 30-39 years 10-14 days

Exact date and time of COVID vaccination unknown. Patient presented to Medical Center on 04/02/21 with 
left sided weakness and slurred speech. He reports receiving the COVID19 Janssen vaccine 15 days prior. 
Details of vaccination beyond patient report are unknown. Diagnosed with acute left cerebellar stroke, status 
post TPA on 04/02/2021. Extensive workup in hospital negative and unremarkable, including TEE, and 
hypercoagulable state so far negative. Follow up with hematologist as outpatient underway to evaluate for 
any possible coagulation disorders.



COVID19 VACCINE JANSSEN 1208968-1 60-64 years 10-14 days
Traveled and reported to family that she was disoriented and having some confusion.  Was evaluated at ED, 
had some electrolyte imbalance and UTI.  Once resolved, she continued to have neurological symptoms and 
was diagnosed with a stroke, including early onset dementia per telephone interview with daughter.

COVID19 VACCINE JANSSEN 1210624-1 18-29 years 10-14 days

Patient received 1 dose of the  vaccine on 3/29/21.  13 days later on 4/10/21 the patient presented to 
Hospital with an acute stroke.  Patient was working out with her mother and collapsed.  She presented to the 
ED with aphasia, right sided weakness, right nick pain and a left gaze preference.  CT in the MSU was 
negative therefore IV tPA was given.   Patient is recovering but still admitted to the Neuro ICU.

COVID19 VACCINE JANSSEN 1212613-1 65+ years 10-14 days stroke
COVID19 VACCINE JANSSEN 1213138-1 65+ years 10-14 days The day after vaccination had a terrible headache. Stroke on 4/6/21. Died on 4/11/21

COVID19 VACCINE JANSSEN 1220359-1 65+ years 10-14 days

Patient admitted 4/14/2021 to the ICU from ED.  Patient was experiencing hand weakness.  Patient given TPA 
as treatment for a potential stroke.  Patient with known stroke on CT imaging, unable to further verify with 
MRI imaging.  Upon further investigation/discussion with the patient, he reports receiving the Johnson & 
Johnson Vaccine 10 days prior to admission.  Patient with known comorbidities which increase his risk of an 
embolitic stroke however with recent findings from the CDC, unsure if this needs to be further investigated.  
Patient had 2 head CT scans, showing no intracranial abnormalities and MRI was unable to be completed due 
to patient's size. Neurology states high probability of stroke within their consult note. Patient's risk factors 
for stroke include: uncontrolled hyperlipidemia (LDL 132 on Crestor 40 mg daily PTA), hypertension (as high as 
182/92 mmHg in ED), physical inactivity (BMI 76 kg/m^2), and male. Low suspicion of CVST based on patient's 
platelet count of 212 on admission and no abnormality on head CT. MRI would have been beneficial in 
potentially diagnosing CVST, as well.   Our recommendation is to submit this information to the VAERS 
database as a possible ADR from the vaccine. The patient fits the timing of an ADR, within 6-13 days of vaccine 
administration, and CDC recommends watching for neurological symptoms based on their most recent press 
release.

COVID19 VACCINE JANSSEN 1237138-1 65+ years 10-14 days
Pt states that she experienced headaches off and on from 03/26/21-04/09/21. Pt states she went to hospital 
04/09/21 and was diagnosed with TIA. Pt states that she is now showing signs of improvement with no more 
headaches (04/21/2021).

COVID19 VACCINE JANSSEN 1238488-1 65+ years 10-14 days
Patients daughter reported her mother had a stroke (cerebral thrombosis). Patient was admitted to hospital 
on  3/28/21. Patient has surgery and was admitted to the ICU. Patient also has rehabilitation. Patient is 
currently recovering at home .

COVID19 VACCINE JANSSEN 1238640-1 50-59 years 10-14 days
Patient received vaccine on March 11, 2021.  Became symptomatic on March 22, 2021 and went to the 
hospital on March 23, 2021.  Per hospital records she reported the following symptoms: right sided weakness, 
AMS

COVID19 VACCINE JANSSEN 1238882-1 65+ years 10-14 days Caregiver called and sai he suffered from three Ischemic stokes 12 days after recieving the vaccine. Spent a 
few days in the hospital but recovining with no significant deficiets.

COVID19 VACCINE JANSSEN 1239974-1 30-39 years 10-14 days

Approx 6:30 pm headache  7:05 pm headache immediately subsided, right arm grew numb 7:09 pm speech 
became difficult.  Trouble stringing words together. 7:15 difficulty spelling/texting 7:25 pm numbness speed to 
lower right quadrant of face.  Speech became more labored.  7:40 arrived in ER, numbness in face resolved  
Approx 8:00 speech improved, arm numbness resolved  CT scans, MRI/MRV, echocardiogram, blood work 
including platelets and d-dimer, all normal. Kept in hospital under observation until approx 6:30 4/14. 
Discharged with diagnosis of suspected TIA. Followup scheduled with primary physician and neurology consult.

COVID19 VACCINE JANSSEN 1242683-1 50-59 years 10-14 days
Deep Vein Thrombosis- occlusive and non-occlusive in R axial and R brachial veins at level of PICC line. Pt 
admitted to hospital on 4/18/21 with acute basal ganglia hemorrhagic CVA, with PICC line placement on 
admission. DVTs identified on 4/21 via ultrasound.   Pt currently admitted to Hospital



COVID19 VACCINE JANSSEN 1242735-1 18-29 years 10-14 days

ED NOTE is as follows...from 4/21/21 @ 21:47    a 28 y.o. male who to the emergency room with reports of a 
headache for the last 48 hours.  He reports this as being one of the worst headaches he has ever had.  He was 
seen at urgent care and given Toradol, Zofran and Benadryl and still rates his pain an 8 out of 10.  He does 
feel pressure behind his eyes.  And reports vomiting in the parking lot at urgent care.  He denies abdominal 
pain back pain, neck pain, shortness of breath, chest pain, numbness or tingling or any other worsening 
concerns.  Reports that he did receive a recent Johnson & Johnson vaccination.  Patient states he does vape.  
He occasionally drinks alcohol he denies any illicit drugs.  Patient denies any head trauma.   Diagnosis 
management comments: This is a 28-year-old male arrives to the emergency room with reported migraine 
headache for the last 48 hours.  He did report that he was go to urgent care in which he received a migraine 
cocktail of Zofran, Benadryl and Toradol.  Patient reported that his headache was not resolved so urgent care 
sent him on for further evaluation.  Patient upon arrival had a negative neurological exam however he did 
report that he had pressure behind his eyes.  Was unable to see any papilledema on funduscopic exam.  Check 
patient's pressures bilaterally and they were 21 and 18.  Patient did report to me that this was the worst 
headache of his life.  I did administer IV fluids here as well as Tylenol and morphine.  Patient did report some 
improvement.  Patient did report in his past medical history had a recent Johnson & Johnson vaccination.  A 
CBC and CMP was obtained.  Did have thrombocytopenia with a count of 66.  Since my exam was PERRL with 
normal extraocular movements.  He had no eye redness or eye pain.  Of low concerns for any iritis or uveitis.  
Patient's patient CT of his head did show a abnormal CT that had a dense appearing superior sagittal sinus 
that was representing a venous thrombosis.  Radiologist did recommend a MRI MRV.  An MRI and MRV was 
ordered.  Patient MRI MRv did show findings are consistent with a venous thrombosis involving the right 
jugular right transverse sinus and superior sagittal sinus there is also a patchy edematous change within the 
subcortical white matter areas bilaterally and symmetrically.  There was no CVA.  With patient's reported 
migraine headache.  Reported blurred vision, low platelets, recent vaccination I do believe patient has vaccine 
induced thrombotic thrombocytopenia.  With this finding I did converse with my overseeing physician Calls 
were made out to neurology and then a call out did prefer to have patient started on IVIG at 1 g/kg daily for 
2 days and blood thinner Xarelto 15 mg p.o. twice daily.  These orders were initiated.  Internal med services 
was consulted and with conversations of family, internal med services out possible transfer that an 
interventionalists could be available if patient needed it.  Report was given at 2100 upon my end of shift.

COVID19 VACCINE JANSSEN 1246984-1 65+ years 10-14 days TIA Stroke

COVID19 VACCINE JANSSEN 1249785-1 50-59 years 10-14 days

51 female with h/o HTN (improved, off meds) presented to ED from her PMD office for further work up due to 
right leg weakness since yesterday and was dx with a stroke. Patient has received JJ vaccine 4/10/21. Patient 
denies f/c, n/v/d, CP, SOB, abdominal pain. Patient reports mild posterior right hip tenderness. She denies 
numbness.

COVID19 VACCINE JANSSEN 1254999-1 50-59 years 10-14 days

We were vaccinated on April 2 in the morning. On April 12, 2021 we came home from work in the morning 
and he complained of numbness in his left. We thought it was related to the weather getting warm and we 
work the night shift, so he rested and increased his water intake. He was able to go to work on Monday night 
and return home and continued to rest on Tuesday. On Tuesday, there was no numbness, but there was 
weakness in both his legs. On Wednesday, he felt weakness throughout his body, especially in his legs. On 
Thursday, he collapsed. He did not lose consciences but his legs gave out under him and he was not able to get 
up up. He was taken to the hospital. He was diagnosed with a stroke, increased sugars (diabetes he has never 
had before), acute kidney injury, and uncontrolled increased blood pressure. He was hospitalized and 
discharged April 19, 2021. He was readmitted 04/24/2021 for another stroke.

COVID19 VACCINE JANSSEN 1256679-1 50-59 years 10-14 days
R sided paresthesias started at 8pm on 4/24/21 and worsened to entire R side of body on 4/25/21 am. He was 
evaluated and admitted to the hospital 4/25/21 and found to have left thalamic stroke. No weakness in arm 
noted but some R hand dysmetria along with decreased sensation.



COVID19 VACCINE JANSSEN 1257764-1 60-64 years 10-14 days

I'm reporting just in case others had a mini stroke after receiving this Johnson and Johnson shot, doctors at 
hospital say they have seen it causing Big strokes but not mini strokes  but if J&J shots causes big strokes it 
can also cause mini strokes I believe, A stroke is a stroke.  My husband is a healthy 60 year old with no real 
heath issues.  all his test in hospital showed no reason for his stroke and they did them all...?..but test did 
show he had a stroke  His arm and leg went numb at about 8 pm Friday at home so I took him to hospital and 
test showed he had a spot on his brain saying it was a stroke, they kept him 2 days running test and they 
found no reason he had a stroke but he did and I believe it was caused by the COVID-19 vaccine shot from 
Johnson and Jonson

COVID19 VACCINE JANSSEN 1263361-1 30-39 years 10-14 days

Approximately 10-11 days after receiving the vaccine, the patinet began to complain of severe headaches. 
Around day 11-12, she was noted by family to have deterioration in ambulatory function and language skills, 
prompting a visit to a local ED. By day 13 she had lapsed into a vegetative state in which she could only 
yawn, moan and occasionally open eyes. MRI brain demonstrated significant, confluent T2 intensities in the 
subcortical white matter of the bilateral cerebral hemispheres.

COVID19 VACCINE JANSSEN 1267368-1 50-59 years 10-14 days Onset of severe headache , slurred speech on 4/17/2021.  Became aphasic with motor deficits, was not a tpa 
candidate at hospital due to time of symptom onset. Dx with L MCA ischemic CVA

COVID19 VACCINE JANSSEN 1271678-1 18-29 years 10-14 days

Hepatitis / Encephalopathy (seizures, ADEM, MISC/A)  PRESENTING PROBLEM: Fever and chills [R50.9] 
Hepatitis [K75.9] Febrile illness, acute [R50.9] Acute nonintractable headache, unspecified headache type 
[R51.9] Seizure (HCC) [R56.9] MIS-C associated with COVID-19 (HCC) [M35.81]     Active Issues Requiring Follow-
up   MIS-C/A - 2/2 COVID-19 infection vs idiosyncratic reaction to  J&J vaccine  -prednisone taper over 16 days 
as above -ID will be arranging follow up serial labs (CBC with diff, CMP, Ferritin level, CRP, LDH) -Bactrim 
prophylaxis while on steroids -Acyclovir 400 mg BID for prophylaxis (hx of recurrent HSV infection of eyelid) - 
duration to be clarified by ID at follow up -ASA 81 mg daily -TTE w/ normal coronaries. She will need cardiac 
MRI, to be arranged by adult congenital cardiology   Generalized tonic-clonic seizures - witnessed and 
captured on EEG 4/9. No further events. Continue Keppra 1500 mg BID. outaptient f/u with neurology   
Abnormal MRI brain - diffuse T2 white matter hyperintensities - non-specific. She will need follow up MRI brain 
w/ and w/o contrast in 1 month and follow up with neurology clinic   ADHD - given insomnia, Senthuri was 
recommended to avoid vyvanse for now. She will discuss with her outpatient prescriber Anxiety and 
depression - zoloft increased to 125 mg daily Insomnia - 2/2 trauma from critical illness. Improved with 
trazodone HS.    Elevated EBV PCR - ID will continue to monitor.    Nausea/vomiting - resolved. Likey 2/2 
gastritis in setting of steroid use. PPI BID x 4 weeks   DISCHARGE DISPOSITION: Home without services

COVID19 VACCINE JANSSEN 1289192-1 50-59 years 10-14 days Fever, Chills, Cough, Dizziness, Stroke
COVID19 VACCINE MODERNA 0954943-1 65+ years 10-14 days Aphasia, ,right-sided weakness and garbled speech

COVID19 VACCINE MODERNA 0998589-1 40-49 years 10-14 days

She was sent to emergency room Feb 2, 2021 by her PCP after calling him with headache, found elevated BP 
by school nurse, 163/95, vomited x3, left hand numbness but resolved upon arrival, decreased vision brief 
right visual disturbance. denies fever nasal congestion, sore throat, cough, chest pain. EKG NSR 95, head CT-no 
acute intracranial abnormality, UA and blood work completed

COVID19 VACCINE MODERNA 1001418-1 Unknown 10-14 days

Transient ischemic attack; A report was received from a consumer concerning a 50 year old female patient 
who received Moderna's COVID-19 vaccine (mRNA-1273) and developed a TIA (Transient ischemic attack).   
The patient's medical history was not provided. The patient current condition included ulcerative colitis, blood 
pressure, cholesterol and acid reflux. No relevant concomitant medications were reported.   On 29 Dec 2020, 
approximately twelve days prior to the onset of the events, the patient received their first of two planned 
doses of mRNA-1273 (lot number 026L20A) intramuscularly for prophylaxis of COVID-19 infection.   The patient 
experienced a TIA on 10 Jan 2021. No treatment information was provided.  Action taken with mRNA-1273 in 
response to the event was not provided .   The outcome of the event TIA was unknown.

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 1054353-1 60-64 years 10-14 days

10 daya after receiving Moderna vaccine:  60 year old right handed woman with migraine + chronic 
headaches, nephrolithiasis, who presented to the hospital with expressive aphasia and right facial weakness 
and was found to have at least to distal left MCA occlusions for which she received IV tPA. ·MRI brain shows a 
small left frontal cortical acute ischemic stroke. ·Post tPA ICU course has been notable for angioedema of the 
tongue now improved. TTE showed PFO. LDL 111, new diagnosis HLD.  ·

COVID19 VACCINE MODERNA 1060543-1 65+ years 10-14 days

Began walking on treadmill at 5:30 a.m. and left foot felt heavy and dragging, L hand tingling, and facial/neck 
numbness. Arrived at hospital at 8:15. Vitals, EKG, CT scan, and MRI conducted. MRI showed an acute mild 
stroke on R side of brain.  Over-night stay was recommended. Echocardiogram was performed the following 
day and nothing was abnormal. I am now on a heart monitor for 30 days. Upon departure of hospital the 
symptoms in L leg and arm have nearly resolved but face is still numb/decreased sensation. Plan to contact 
PCP tomorrow.

COVID19 VACCINE MODERNA 1065909-1 40-49 years 10-14 days

Stroke; A spontaneous report was received from a consumer concerning a 48-year-old, male patient, who 
received Moderna's COVID-19 vaccine (mRNA-1273) and experienced stroke (cerebrovascular accident).   The 
patient's medical history was not provided by the reporter.  Concomitant product use was not reported.  On 
30 Dec 2020, approximately 11 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 right upper arm for prophylaxis of COVID-
19 infection.  The reporter stated that on 10 Jan 2021, the onset of symptoms of stroke began.  The patient 
reports that he was discharged from the hospital on 20 Jan 2021 and was later discharged from patient 
rehabilitation on 26 Jan 2021.  Treatment for the event included apixaban, acetylsalicyclic acid, and 
atorvastatin as advised by patient's HCP (health care provider).  Action taken with mRNA-1273 in response to 
the events was not reported.  The outcome of the event, stroke, was unknown.; Reporter's Comments: This 
case concerns a 48 year old male who experienced stroke 11 days after the vaccine was administered. Very 
limited information regarding this event has been provided at this time.  Further information has been 
requested.

COVID19 VACCINE MODERNA 1066556-1 65+ years 10-14 days Stroke, Pulmonary embolism, kidney failure

COVID19 VACCINE MODERNA 1071051-1 65+ years 10-14 days she had TIA  (a mini stroke) on 2/15/2021 put in the hospital and got released the next day, doctor said is ok 
to get 2nd covid 19 shot.

COVID19 VACCINE MODERNA 1100272-1 Unknown 10-14 days

Stroke; A spontaneous report was received from a consumer who was also a 76-years-old female patient, who 
received Moderna's covid-19 vaccine (mRNA-1273) and who experienced stroke (stroke).  The patient's medical 
history was not provided. Concomitant medications were not reported.  On 13 FEB 2021, prior to the onset of 
the symptoms, the patient received their first of two planned doses of mRNA-1273 (Batch number: unknown) 
via unknown route for prophylaxis of COVID-19 infection.  On 23 FEB 2021, the patient had a stroke leading to 
hospitalization. Treatment details were 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 stroke was 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 1104554-1 65+ years 10-14 days

I had quite an adverse reaction to the second MODERNA vaccine.  That afternoon and evening I developed 
symptoms.  I was experiencing chills, fever, body aches, headache, sore throat, shaking and nausea.   As the 
week went on, my reaction became worse. I was sweating profusely and had shortness of breath accompanied 
with burning pain on the top of my hands and feet and a rash.  On Friday morning, 5 days after the vaccine, I 
collapsed and had a stroke.  I was rushed to hospital and was admitted.  It was confirmed that I had a stroke. 
through a Cat Scan and MRI.  On Saturday, I had another stroke.  This time I was transferred  to hospital.  I 
had a huge blood clot on the left side of my brain which has effected my speech and walking.   My entire life 
has been effected and changed.  I had  a plethora of tests done, MRI, CAT SCAN,  EKG, BLOOD WORK etc.  I also 
have to have speech therapy, physical therapy and occupation therapy.    I spent about  weeks in the hospital.  
The doctors think it is a possibility that the 2 Moderna vaccine caused my two strokes.  What can be done 
about this?  I will  have problems for the rest of my life.

COVID19 VACCINE MODERNA 1105218-1 65+ years 10-14 days

Stroke 11 days (2-27)  after first dose (2-16), discharged the following day (2-28). Spoke to PCP's office (nurse) 
who states stroke was likely due to patient's own decision to discontinue his blood pressure medications 
without doctor's approval. Stroke unlikely related to vaccination and determined patient should receive 
second dose on 3-16.



COVID19 VACCINE MODERNA 1109535-1 65+ years 10-14 days
My Father had a hemorrhagic stroke.  He passed away 13 days after receiving the second Modern?s vaccine.

COVID19 VACCINE MODERNA 1117510-1 65+ years 10-14 days
my grandfather suffered a stroke affecting his left side. it took us over a day to conceive him to see a Dr. he 
was finally taken by ambulance to our local hospital and transferred to another hospital about an hour away. 
they did multiple tests to make sure he wasn't in further danger and released him to the care of my mother. 
it didn't damage his ability to think. he struggles to speak, swallow, and walk, and can't move his arm at all.

COVID19 VACCINE MODERNA 1122133-1 65+ years 10-14 days

pt states that a couple of weeks after taking the vax she ended up in the Hospital ER on 3/18/2021 for 
symptoms of having a stroke and blurred vision.  On 3/18/2021 Pt was transferred to Hospital in.  They ran 
ECHO, EKG, CT and MRI.  Blood Work.  No findings of clogged arteries.  DX was w/ TIA possible cause due to 
AFIB.   Pt states that she no longer has any symptoms.

COVID19 VACCINE MODERNA 1127809-1 65+ years 10-14 days 12 days following vaccine, stroke occurred.

COVID19 VACCINE MODERNA 1129555-1 65+ years 10-14 days

Heart Stroke; A spontaneous report was received from a consumer concerning a male patient of 76 years old, 
who received Moderna's COVID-19 vaccine(mRNA-1273) and experienced heart stroke.  The patients medical 
history was not provided.No relevant Concomitant medications were reported.  On 18 Feb 2021,prior to the 
onset of events, the patient received their first of two planned dose of mRNA-1273(Lot number: 006M20A) 
vaccine intramuscularly in the right dominant arm for prophylaxis of COVID-19 infection.  On 02 Mar 
2021,patient experienced stroke. The event was also considered to be medically significant.  Treatment for 
the event included Blood Thinners.  Action taken with the second dose of mRNA-1273 in response to the event 
was not reported.  The event of heart stroke was considered resolved on 02 Mar 2021.; Reporter's Comments: 
Very limited information regarding the events has been provided at this time and is insufficient for causality 
assessment. Further information has been requested.

COVID19 VACCINE MODERNA 1136866-1 65+ years 10-14 days
Symptoms: tingling on right side of body--face, arm and hand, foot First event on 3/22/2021 starting at about 
4:15 pm, lasted about 15 minutes Second event on 3/23/2021 starting at about 10:15 am, lasted over an hour.  
Went to ER during this event; had additional tingling on site in the ER.

COVID19 VACCINE MODERNA 1139302-1 65+ years 10-14 days Stroke Medication to thin my blood Good recovery

COVID19 VACCINE MODERNA 1142150-1 60-64 years 10-14 days Patient had first Moderna Covid IMZ on 3/6 and had a stroke on 3/18.  His doctors do not believe this was 
related to the vaccine  and want him to get the second dose.

COVID19 VACCINE MODERNA 1146300-1 65+ years 10-14 days Systemic: blood clots-Medium, Systemic: Nausea-Medium, Systemic: Neurological Disorder (diagnosed by MD)-
Medium, Systemic: Stroke-Severe

COVID19 VACCINE MODERNA 1148047-1 65+ years 10-14 days Sustained a CVA (lacunar infarct)
COVID19 VACCINE MODERNA 1151521-1 50-59 years 10-14 days 2nd day had a headache and 14 days later had a stroke.

COVID19 VACCINE MODERNA 1151679-1 65+ years 10-14 days
Patient received 2nd Moderna Covid-19 vaccine on 3/4/21. Patient was admitted to hospital on 3/14/21 with 
a stroke. The patient fell the night before and laid on the floor until family found him and then was taken to 
the ER. Prior to falling he experienced left arm weakness.

COVID19 VACCINE MODERNA 1151700-1 65+ years 10-14 days

Narrative:  Patient received dose 1 of Moderna COVID-19 vaccine on 3/11/21 from clinic. Vaccine was 
administered to patient without complications and patient was observed for 15 minutes post-vaccination 
without any adverse effects. No documentation as to any adverse effects following the 15 minutes post-
vaccination. 11 days later on 3/22/21, EMS was dispatched to patient's home and patient was found lying 
supine, unconscious, and unresponsive to stimuli. Patient was noted to have shallow breathing per EMS staff, 
and was subsequently brought to the hospital. Per family, patient lives alone and was feeling well - they had 
spoken to her two days prior to the event. Per family patient did not have recent fevers, vomiting, diarrhea, 
or cough. Also no recent medication changes or trauma. PMH includes stroke approx. 8 years ago, gout, HLD, 
HTN, and RLS. BP upon admission was 126/93, HR 123, temp 37.1 degrees Celcius, RR 28. Patient noted to 
smell of urine. CT showed large completed right sided infarct consistent with MCA stroke. Per neurology the 
lesion was not recoverable and patient would be unlikely to regain any function. Family was notified and poor 
prognosis was discussed. Patient has been very clear in the past that she would prefer ""to go when her time 
came"". She had a DNR And DNI as well. Daughter requested to pursue comfort measures for patient, 
therefore she was transferred to hospice care. Patient passed away the following day on 3/23/21. Death very 
unlikely due to COVID-19 vaccination since CT imaging clearly showed cerebral infarct and patient had a PMH 
of stroke.""



COVID19 VACCINE MODERNA 1152353-1 65+ years 10-14 days
Mild aphasia effecting speech.  Went into the ER and was hospitalized.  MRI and ultrasound confirmed stroke.

COVID19 VACCINE MODERNA 1153169-1 65+ years 10-14 days

Stroke; Itchiness on the back of the head; Bad headache; Lost mobility on one side; Muscles went all mushy; A 
spontaneous report was received from a consumer regarding a 66 year old, elderly male patient who received 
Moderna's COVID-19 vaccine (mRNA-1273) and had his muscles went all mushy/muscle weakness, lost mobility 
on one side/mobility decreased , stroke/cerebrovascular accident, itchiness on the back of the head/pruritus 
and bad headache.  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 an unspecified blood pressure medication and 
clopidogrel busulfate.    On 10 Mar 2021, prior to the onset of the events, the patient received their first of 
two planned doses of mRNA-1273 (lot/batch: 048A21A) in left non dominant arm for prophylaxis of COVID-19 
infection.  On an unspecified date, the patient experienced Itchiness on the back of the head and bad 
headache. On 20 Mar 2021, the patient's muscles went all mushy and lost mobility on one side. On 23 Mar 
2021, the patient was hospitalized for stroke. No treatment information was provided.  Action taken with 
mRNA-1273 in response to the events was not provided.   The outcome of the event bad headache was not 
resolved and outcome of Itchiness on the back of the head, muscles went all mushy, lost mobility on one side 
and stroke was unknown at the time of this report. .; Reporter's Comments: Based on the current available 
information and temporal association between the use of the product and the start date of the events, a 
causal relationship cannot be excluded.

COVID19 VACCINE MODERNA 1153170-1 65+ years 10-14 days

Stroke; throwing up all night; Gut problem; A spontaneous report was received from a consumer  concerning a 
75-year-old, male patient, who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced gut 
problem,stroke and throwing up all night.   The patient's medical history, as provided by the reporter, 
included stroke.Concomitant medications was not provided by the reporter.  On 03 Mar 2021 prior to the 
onset of the events, the patient received the first of two planned doses of mRNA-1273 (Batch number: 
unknown)  for prophylaxis of COVID-19 infection.   After receiving mRNA-1273, on 14 Mar 2021, the patient 
was hospitalized for ""gut problems"" and throwing up all night, and was treated with antibiotics.  On 17 Mar 
2021 patient experienced the event stroke .Lab tests done included brain scan ,no bleeding found.  Action 
taken with mRNA-1273 in response to the events was not reported.   The outcome of the events gut 
problem,stroke and throwing up all night 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 1153172-1 65+ years 10-14 days

Ischemic stroke; Right side of brain and blood vessels affected badly and found blood clots because of ischemic 
stroke; A spontaneous report was received from a consumer concerning an 89-years-old male patient, who 
received Moderna's COVID-19 vaccine (mRNA-1273) experienced ischemic stroke and right side of brain and 
blood vessels affected badly and found blood clots because of ischemic stroke/thrombosis.  The patient's 
medical history included hearing issue. Concomitant medication included losartan.  On 24 Feb 2021, 
approximately 12 days prior to onset of the events, the patient received their first of two planned doses of 
mRNA-1273 (batch number: 001A21A) intramuscularly in the left arm for prophylaxis of COVID-19 infection.    
On 08 Mar 2021, the patient got ischemic stroke. The patient was in hospital for 3 days and doctor put him on 
blood thinner. MRI (magnetic resonance imaging) of his upper body revealed his right side of brain and blood 
vessels affected badly and found blood clots because of ischemic stroke. Treatment for the event included 
blood thinner.  Action taken with mRNA-1273 in response to the events was not reported.   The outcome of 
the events ischemic stroke and right side of brain and blood vessels affected badly and found blood clots 
because of ischemic stroke 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 1153908-1 65+ years 10-14 days

Sore arm; Transient ischemic attack, symptoms of tia; 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 symptoms of transient ischaemic attack (TIA), transient ischemic attack/transient ischaemic 
attack and sore arm/pain in extremity.  The patient's medical history was not provided. Concomitant product 
use was not provided by the reporter.  On 13 Jan 2021, prior to the onset of the symptoms, the patient 
received their first of two planned doses of mRNA-1273 (Batch number 028L20A) intramuscularly in the left 
arm for prophylaxis of COVID-19 infection.   On an unspecified date patient had sore arm like from a flu 
vaccine. On 24 Jan 2021, the patient went to emergency room thinking patient had a TIA (transient ischemic 
attack). TIA was not detected at that time but found one later which is considered as medically significant 
event. Patient had all the symptoms of TIA to the point where patient could not talk, right leg was numb, and 
eyes went grey. It is unknown whether the patient had history of TIA.   The patient had a brain scan, heart 
tests, and an MRI whose results were not provided.  Treatment information was not provided.  Action taken 
with mRNA-1273 in response to the events was not provided.  The outcome of the events was not reported.; 
Reporter's Comments: Very limited information regarding the events has been provided at this time. Further 
information has been requested.

COVID19 VACCINE MODERNA 1159900-1 65+ years 10-14 days CVA (stroke) around 2:00 p.m., was immediately transported to hospital.  Meds were given (I believe 
Alteplase, but would need to confirm.) 3 brain bleeds after medications.  Patient passed away at 5:40 p.m.

COVID19 VACCINE MODERNA 1164900-1 65+ years 10-14 days

Patient started feeling woozy, dizzy, slurring words and fatigued around 11:30am. By the afternoon he was 
extremely fatigued and barely ate lunch or dinner. He went to bed at 9:30pm. By 1:30am, he woke up and 
urinated the bed because he couldn't get his urinal in place. He was extremely weak and shaking, and could 
barely hold his body upright when I used the lift to get him out of bed. He was not making coherent sense 
when he spoke, though his words and sentences were sensical, it made no sense in context.  We sent him to 
the ER on recommendation of the advice nurse and 4:30am. He was checked in and showed low levels of 
sodium and potassium. They gave him an IV and he began to feel better very soon, though he remained weak 
and woozy and nauseous.  He returned home in early afternoon, but remained weak for over 2 weeks 
afterward, slurring words and having trouble lifting his arms, though mental  function returned by that same 
day. The doctors believe that he had a TIA, though no evidence of a clot showed up. They did discover that he 
has atrial fibrillation, though they had never detected that before on the heart exams following his heart 
attack.

COVID19 VACCINE MODERNA 1166224-1 65+ years 10-14 days Ischemic stroke, - pneumonia - intubated, --- some residual post cva  weakness

COVID19 VACCINE MODERNA 1173051-1 65+ years 10-14 days Pt presented to the ER on 2/26 with hemorrhagic CVA basal ganglia, left sided hemiparesis, dysarthria, WBC 
elevated to 19,000, platelets elevated 568,000, new anemia, CRP markedly elevated

COVID19 VACCINE MODERNA 1174166-1 65+ years 10-14 days
Had a TIA on  day #11 after her second Moderna vaccine. Never had a TIA before. She was hospitalized for 
further evaluation. Could be a coincidence but I feel this should be documented and considered for review as a 
possible risk of the vaccine

COVID19 VACCINE MODERNA 1179255-1 60-64 years 10-14 days
Had a stroke Mar 16, 2021. 12 days after shot. This is nonsense adding all this data. It is as though you don't 
want to hear. Mistakes on pages are mot clear and easy to figure out. Such as no months if over 2 years of 
age. Idiotic.

COVID19 VACCINE MODERNA 1186301-1 65+ years 10-14 days

I received 1st Covid shot on Feb 18, 2021. On March 4,2021, I was taken to Med Center by ambulance after 
having a small stroke that am. I don't know if there is any correlation? Did not think so, as I received my 
second Covid shot on March 18th, without any adverse reaction at all. I am only sending this o you as I wws 
informed that you would want to know about this?

COVID19 VACCINE MODERNA 1190068-1 65+ years 10-14 days
Experienced two TIA events - first at noon & 2d again at 3 pm on 4/7/21 upon returning from 1 hour of water 
aerobic exercise at gym. Then I went straight to local ER where I was admitted for observation & testing. No 
other cause of TIA's was found, so my doctor urged me to make this report.

COVID19 VACCINE MODERNA 1195109-1 60-64 years 10-14 days
During daytime of 3/25/2021, began to feel discomfort on the left arm. The discomfort worsened to inability 
to move the left arm, left hand, or fingers. Admitted to the emergency room, then hospitalized for 3 days. 
Diagnosed as an Ischemic Stroke.



COVID19 VACCINE MODERNA 1198328-1 60-64 years 10-14 days

After having immunization on 3/25/2021, began feeling weak with low grade fever (99.9) after feeling like 
that for a day, daughter (nurse) noticed drawing of facial muscles and weakness to left side. took her to local 
hospital where they then transferred her to another hospital where they admitted her and performed a CT of 
brain which was positive for a stroke. Patients daughter states patient continued to run low grade temp until 
yesterday and is being discharged today

COVID19 VACCINE MODERNA 1201564-1 65+ years 10-14 days Suffered a stroke 2 weeks after vaccination
COVID19 VACCINE MODERNA 1205127-1 65+ years 10-14 days Stroke

COVID19 VACCINE MODERNA 1206228-1 50-59 years 10-14 days
Stroke, Alteplase, double vision on left eye, ear pain and ringing, left arm mobility compromised, left leg 
mobility compromised.  In at jospital via ER, then ICU, discharged  4/9/2021, occupational and physical 
therapy. Being performed .

COVID19 VACCINE MODERNA 1208253-1 65+ years 10-14 days
He suddenly suffered a severe stroke/blood clot in brain on January 19, 2021 which was 12 days after he 
received his first dose of the Moderna vaccine. He went via ambulance to hospital and was inpatient there at   
Hospital for 2 nights.

COVID19 VACCINE MODERNA 1211345-1 65+ years 10-14 days Stroke.
COVID19 VACCINE MODERNA 1213163-1 65+ years 10-14 days 4/13/2021 patient had a stroke
COVID19 VACCINE MODERNA 1215914-1 40-49 years 10-14 days Stroke

COVID19 VACCINE MODERNA 1219269-1 65+ years 10-14 days

This was the Johnson and Johnson one shot. My mother received it and today is in the hospital with acculsive 
blockage in left brain, paralyzed from stroke and is being operated on.  I believe it is a blockage from the 
vaccine. She was old but extremely cognizant, independent, healthy, strong of sound mind.  This is why I am 
reporting it. If she dies I will report again.

COVID19 VACCINE MODERNA 1245422-1 60-64 years 10-14 days

Diagnosed with Bell¶s Palsy; Stroke; Second dose scheduled 2 days past her 42 days; terrible dizziness; double 
vision; This spontaneous case was reported by a consumer and describes the occurrence of CEREBROVASCULAR 
ACCIDENT (Stroke) and FACIAL PARALYSIS (Diagnosed with Bell¶s Palsy) in a 64-year-old female patient who 
received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 010M20A) for COVID-19 vaccination. The 
occurrence of additional non-serious events is detailed below.     Concurrent medical conditions included High 
cholesterol, Hypertension and Thyroid disorder.    On 16-Mar-2021, the patient received first dose of mRNA-
1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 28-Mar-2021, the patient experienced 
CEREBROVASCULAR ACCIDENT (Stroke) (seriousness criteria hospitalization and medically significant), 
DIZZINESS (terrible dizziness) and DIPLOPIA (double vision). On 10-Apr-2021, the patient experienced FACIAL 
PARALYSIS (Diagnosed with Bell¶s Palsy) (seriousness criteria hospitalization and medically significant). On an 
unknown date, the patient experienced INAPPROPRIATE SCHEDULE OF PRODUCT ADMINISTRATION (Second 
dose scheduled 2 days past her 42 days). The patient was hospitalized from 28-Mar-2021 to 31-Mar-2021 due 
to CEREBROVASCULAR ACCIDENT, and then from 10-Apr-2021 to 13-Apr-2021 due to FACIAL PARALYSIS. At the 
time of the report, CEREBROVASCULAR ACCIDENT (Stroke), FACIAL PARALYSIS (Diagnosed with Bell¶s Palsy), 
DIZZINESS (terrible dizziness) and DIPLOPIA (double vision) outcome was unknown and INAPPROPRIATE 
SCHEDULE OF PRODUCT ADMINISTRATION (Second dose scheduled 2 days past her 42 days) had resolved. Not 
Provided      The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown.       
Patient had a stroke that affected her right side and affected her vision. She stated she had a very mild case 
of bells palsy, her mouth and her left side was drooping a bit, her left eye did not blink and would not close, 
she could chew and she could talk pretty good, she had to drink with the right side with a straw.  Products 
known to have been used by the patient, within two weeks prior to the event, included unspecified 
cholesterol medication, high blood pressure medication and unspecified thyroid medication. Treatment 
medications included: prednisone, 5 or 6 medications for the heart and valacyclovir HCL 1g tablet.  This report 
refers to a case of Inappropriate schedule of product administration for mRNA-1273. Based on the current 
available information and temporal association between the use of the product and the start date of the 
events (stroke, facial paralysis, dizziness, and diplopia), a causal relationship cannot be excluded.; Sender's 
Comments: This report refers to a case of Inappropriate schedule of product administration for mRNA-1273. 
Based on the current available information and temporal association between the use of the product and the 
start date of the events (stroke, facial paralysis, dizziness, and diplopia), a causal relationship cannot be 
excluded.



COVID19 VACCINE MODERNA 1249695-1 60-64 years 10-14 days

They thought they were having a stroke; Facial paresthesia; The right side of their face felt numb, like with 
paralysis; Their face was swollen; Right upper extremity paresthesia; Blurry vision; Dizzy; Nervous as hell; Felt 
like someone hit them with a gun in the right temple with Novocain; This spontaneous case was reported by a 
consumer (subsequently medically confirmed) and describes the occurrence of CEREBROVASCULAR ACCIDENT 
(They thought they were having a stroke), PARAESTHESIA (Facial paresthesia), HYPOAESTHESIA (The right 
side of their face felt numb, like with paralysis), SWELLING FACE (Their face was swollen) and PARAESTHESIA 
(Right upper extremity paresthesia) in a 60-year-old female patient who received mRNA-1273 (Moderna 
COVID-19 Vaccine) (batch no. 025B21A) for COVID-19 vaccination. The occurrence of additional non-serious 
events is detailed below.     The patient's past medical history included No adverse event (No medical history 
reported.).    On 01-Apr-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) 
(unknown route) 1 dosage form. On 11-Apr-2021, the patient experienced VISION BLURRED (Blurry vision), 
DIZZINESS (Dizzy), NERVOUSNESS (Nervous as hell) and FEELING ABNORMAL (Felt like someone hit them with 
a gun in the right temple with Novocain). On 14-Apr-2021, the patient experienced CEREBROVASCULAR 
ACCIDENT (They thought they were having a stroke) (seriousness criterion hospitalization), PARAESTHESIA 
(Facial paresthesia) (seriousness criterion hospitalization), HYPOAESTHESIA (The right side of their face felt 
numb, like with paralysis) (seriousness criterion hospitalization), SWELLING FACE (Their face was swollen) 
(seriousness criterion hospitalization) and PARAESTHESIA (Right upper extremity paresthesia) (seriousness 
criterion hospitalization). The patient was hospitalized from 14-Apr-2021 to 19-Apr-2021 due to 
CEREBROVASCULAR ACCIDENT, HYPOAESTHESIA, PARAESTHESIA, PARAESTHESIA and SWELLING FACE. On 11-
Apr-2021, VISION BLURRED (Blurry vision), DIZZINESS (Dizzy), NERVOUSNESS (Nervous as hell) and FEELING 
ABNORMAL (Felt like someone hit them with a gun in the right temple with Novocain) had resolved. At the 
time of the report, CEREBROVASCULAR ACCIDENT (They thought they were having a stroke), PARAESTHESIA 
(Facial paresthesia), HYPOAESTHESIA (The right side of their face felt numb, like with paralysis), SWELLING 
FACE (Their face was swollen) and PARAESTHESIA (Right upper extremity paresthesia) outcome was unknown.      
DIAGNOSTIC RESULTS (normal ranges are provided in parenthesis if available): In April 2021, Blood pressure 
measurement: normal (normal) Normal. In April 2021, Blood test: normal (normal) Normal. In April 2021, 
Echocardiogram: normal (normal) Normal. In April 2021, Lumbar puncture: negative (Negative) Negative for 
Lyme disease. In April 2021, Magnetic resonance imaging brain: normal (normal) Normal (2x). In April 2021, 
Ultrasound Doppler: normal (normal) Normal. In April 2021, X-ray: normal (normal) Normal.     The action 
taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Unknown Route) was unknown.       Concomitant product 
use was unknown.  Treatment information was not provided.; Sender's Comments: Based on the current 
available information and temporal association between the use of the product and the start date of the 
events, a causal relationship cannot be excluded. Further information is requested.

COVID19 VACCINE MODERNA 1269793-1 50-59 years 10-14 days Patient had TIA affecting left side of body with symptoms persistent out to 2 hours after onset.
COVID19 VACCINE MODERNA 1282776-1 65+ years 10-14 days March 22 had a stroke, admitted, respiratory entire time, then rec'd death certificated  Death Certificate

COVID19 VACCINE MODERNA 1293409-1 65+ years 10-14 days
Started feeling sick day of 2nd dose of the Moderna vaccine.   never felt good.   personal journal entries 
testify of this.  never felt good before she died.   Had a massive thrombophlebotic stroke 10 days later causing 
death.

COVID19 VACCINE MODERNA 1294370-1 65+ years 10-14 days

Patient received the COVID-19 vaccine on Thursday, March 25, 2021. On Tuesday April 6, 2021 he had a 
massive stroke, blood clot to left side of his brain. On Friday morning April 9, 2021 doctor's advised he had 
another stroke due to bleeding in the brain  (paralysis on right side and racing heart beat). He died on 
Saturday, April 10, 2021 @ 5:45 AM.



COVID19 VACCINE MODERNA 1294831-1 65+ years 10-14 days

Transient ischaemic attack; Flickering lights; This spontaneous case was reported by a non-health professional 
(subsequently medically confirmed) and describes the occurrence of TRANSIENT ISCHAEMIC ATTACK (Transient 
ischaemic attack) in an 80-year-old female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) for 
COVID-19 vaccination. The occurrence of additional non-serious events is detailed below.     No Medical 
History information was reported.    On 15-Apr-2021, the patient received first dose of mRNA-1273 (Moderna 
COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 25-Apr-2021, the patient experienced TRANSIENT 
ISCHAEMIC ATTACK (Transient ischaemic attack) (seriousness criterion medically significant) and PHOTOPSIA 
(Flickering lights). At the time of the report, TRANSIENT ISCHAEMIC ATTACK (Transient ischaemic attack) and 
PHOTOPSIA (Flickering lights) outcome was unknown. Not Provided      The action taken with mRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular) was unknown.       Concomitant medications and treatment 
medications are not provided. The patient was taken to the emergency room, where the patient was 
evaluated and released without an overnight stay.  Company Comment: Very limited information regarding 
this event/s has been provided at this time.  Further information has been requested.; Sender's Comments: 
Very limited information regarding this event/s has been provided at this time.  Further information has been 
requested.

COVID19 VACCINE PFIZER\BIONTECH 0922673-1 65+ years 10-14 days I woke up with tingling in my right hand and arm, my right side, and down my right leg. I went to the ER at 
Hospital, and was confirmed to have had a stroke in my left thalmus.

COVID19 VACCINE PFIZER\BIONTECH 0934906-1 50-59 years 10-14 days

experienced symptoms of TIA; Severe aphasia; blurred vision; confusion; short term memory loss; elevated 
blood pressure; This is a spontaneous report from a contactable Other-HCP(Patient). A 57-year-old female 
patient received first dose of BNT162B2(PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of 
administration at right arm, on 22Dec2020 08:15 at single dose for COVID-19 immunization. The patient was 
not pregnant. Medical history included herpes simplex on lips, post menopause, elevated cholesterol 
w/lifestyle changes. Known allergies reported as no. Concomitant medication included varicella zoster vaccine 
rge (cho) (SHINGRIX) for immunization. On 04Jan2021 08:30, the patient experienced symptoms of transient 
ischaemic attack(TIA), severe aphasia, blurred vision, confusion, short term memory loss, elevated blood 
pressure. The patient admitted to (Hospital name) (still here, hospitalization days reported as 2). Symptoms 
resolved except very mild aphasia. The patient had very few risk factors for TIA but did have family history of 
cardiovascular(CV) disease at young age, low density lipoprotein(LDL) was 192. The patient did not have 
diabetes, HTN, or known heart disease. She did not have severe anxiety. She did not smoke or use any 
substances. She walked about five miles 4x a week. Weigh reported as 157. Events reported as serious due to 
hospitalization. The patient had no Covid prior vaccination. Covid(nasal swab) was tested post vaccination on 
04Jan2021, Covid test result was Negative. The event resulted in emergency room/department or urgent 
care. Treatment received for the adverse event included clopidogrel bisulfate(PLAVIX), acetylsalicylic acid 
(ASPIRIN), statin; potassium, CT, MRI, ""telemet"". The outcome of the events was recovering.  Information on 
the lot/batch number has been requested.; Sender's Comments: The Company cannot completely exclude the 
possible causality between the reported  symptoms of transient ischaemic attack(TIA), severe aphasia, blurred 
vision, confusion, short term memory loss, elevated blood pressure and the administration of 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, Agency, as appropriate.""

COVID19 VACCINE PFIZER\BIONTECH 0942237-1 60-64 years 10-14 days

She got the vaccine on Dec 23, and then on Jan 4 she had a mild stroke with left sided arm and face weakness.  
She did recover fully.  She already has known CAD and risk factors for CVD.  It is possible, but by no means 
certain, that the vaccine was an indirect cause of the event.  Since the vaccine provoked an immune response, 
as it was supposed to, it is possible that this inflammation may have set up a metabolic predisposition that 
may have contributed to the event, which was 12 days later.



COVID19 VACCINE PFIZER\BIONTECH 0964218-1 50-59 years 10-14 days

Pt received dose 1 of Pfizer vaccine on 12/23/2020. Starting 1/4/2021, pt develped numbness and tingling of 
left arm, cheek, and tongue lasting 1.5-2 minutes. Numbness starts in elbow and radiates up and down arm. 
These episodes happen at various times thorughout the day. Sometimes her arm feels heavy. Has had an 
episode involving lip numbness that affected her seaking. Sometimes gets hot flashes lasting a few seconds. 
She contacted PCP to re-establish care on 1/11/21 after about 2 weeks of consistent, infrequent episodes. 
Never experienced this before.  On 1/14 pt had an in person visit where she was evaluated by PCP. At 
ambulatory visit, BP 174/96. Other vital signs normal. Upper extremity exam: wrist (left, Phalen's test 
positive, Tinel test positive, no deformity, no crepitus), wrist (right, normal range of motion, Phalen's test 
negative, Tinel test negative), hand grips 5/5  bicep 5/5 tricep 5/5. Differential diagnosis: TIA, carpal tunnel 
syndrome, transient neurological event, shingles, hypertensive urgency. Anxiety could be component as well. 
Pt started ASA 81 mg QD and amodipine 5 mg QD. Plan to get carotid Dopplers to rule out TIA/stroke. 
Consider MRI in the future.  1/16/21: Pt developed left arm/leg numbness and tingling 0530 and reported to 
ED with stroke-like symptoms. During this encounter, pt states that she experiences these 1-3 minute 
episodes of tingling/numbness every hour or so (initially only had 1-2 per day, became more frequent in days 
immediately preceding 1/16). Pt reports not being able to stand that morning due to weakness in lower 
extremeties, though the symptoms resolved after sitting down. The patient denies any weakness to the right 
side, along with any family hx of stroke or headache. She takes omeprazole, amlodipine, and a baby aspirin 
daily. She does not currently follow up with a neurologist. The patient had lab work done yesterday and also 
recently had a US of her carotid artery which was unremarkable. She denies any weakness, numbness, or 
tingling currently. There are no other concerns at this time. The onset was 3 weeks ago. The course/duration 
of symptoms is worsening and episodic: lasting 3 minutes and with a frequency of every hour. Location: Left 
face, left upper extremity, left lower extremity. The character of symptoms is weakness, tingling and 
numbness. SBP 182/86. Temp 97.6 F. CT head ngative, bloodwork unremarkable, chest X-ray negative. Pt 
admitted for MRI of brain and C-spine.  1/17/21: Hospital notes note that symptoms apear to worsen when pt 
is stressed or she talks about it. MRI of brain w/ and w/o contrast completed and unremarkable. Pt declined C-
spine MRI with and without contrast. Pt discharged.  1/19/21: Pt presented to outpt ambulatory appointment 
to follow up with worsening episodes of tingling in left arm/leg, numbness and tingling in mouth - is now 
effecting balance. Considering testing for other diseases such as syphilis, Lyme disease, multiple sclerosis, 
Guillaine-Barre. Priority status on referral to neurologist.

COVID19 VACCINE PFIZER\BIONTECH 0998807-1 50-59 years 10-14 days Impaired right eye vision.   01/29/2021- Retina Specialist diagnosed: Hemiretinal Vein Occlusion Right Eye. 
Will begin treatment for ocular injections in the next week

COVID19 VACCINE PFIZER\BIONTECH 1011317-1 65+ years 10-14 days

12 days after first vaccination:  Dizziness; high blood pressure; nearly passed out; right arm numbness; 
inability to grip or pick up items with fingers; feeling of ""lopsidedness""; unsteady on feet, requiring 
assistance to walk.  Primary care physician recommended ER visit where possible stroke was diagnosed.  
Hospital MRI confirmed: "" Left acute arterial ischemic stroke, MCA (Middle cerebral artery)"" .  Spent 2 days 
in hospital with high blood pressure, dizziness.  Residual right finger numbness upon release.""

COVID19 VACCINE PFIZER\BIONTECH 1012897-1 40-49 years 10-14 days Employee reports having a stroke 2 weeks after vaccination that required hospitalization.
COVID19 VACCINE PFIZER\BIONTECH 1014658-1 65+ years 10-14 days Left MCA stroke, is currently in the CCU

COVID19 VACCINE PFIZER\BIONTECH 1016111-1 65+ years 10-14 days her arm was sore but no other adverse reactions until Saturday, Feburary 6th 2021 she had stroke between 4 
and 6pm.  She died within 6 to 7 hours later.

COVID19 VACCINE PFIZER\BIONTECH 1021215-1 50-59 years 10-14 days

On Saturday 2/6 unwitnessed fall without loss of consciousness.  Gait was unstable, weakness on right side 
(RUE, RLE) slurred speech,  difficulty with finding words.  Transported by POV to ED for evaluation of stroke - 
same sx with onset of parasthesia in right upper arm.  Stroke protocol done - received tPA with resolution of 
symptoms during infusion.  Stayed in hospital until protocol completed.  Symptoms resolved over the course of 
the hopsitalization.

COVID19 VACCINE PFIZER\BIONTECH 1031821-1 65+ years 10-14 days

Presented to ED with altered mental status. He became fatigued and lethargic with a brief period of 
unresponsiveness. Could not speak and had a gaze to his left. Could not carry on conversation or answer 
questions appropriately. Stroke team activated and CT completed. CT negative for bleed. Neurology ordered 
Alteplase to be administered. Patient then transferred for further evaluation and treatment. Patient had left 
MCA occlusion with TICI IIb achieved. Admitted to neurology stroke service in ICU following procedure. 
Started on aspirin with plavix. Rehab referral.



COVID19 VACCINE PFIZER\BIONTECH 1042636-1 65+ years 10-14 days Left CVA Right sided numbness vision loss 2/16/2021

COVID19 VACCINE PFIZER\BIONTECH 1045982-1 65+ years 10-14 days

CLIENT STATES 9:15AM ON 2-5-21 SHE WAS PASSENGER IN CAR AND HUSBAND NOTICED THAT SHE HAD 
STOPPED TALKING AND WAS JUST STARRING X 2 MIN, THEN BECAME RESPONSIVE AND TALKATIVE AGAIN. 
SHE WAS 'NOT QUITE HERSELF FOR ABOUT 3 DAYS'. MRI, MRA, CT OF BRAIN & U.S. OF CAROTIDS DONE. DX 
WITH RT TEMPORAL/PARIETAL CVA. NOW ON PLAVIX & ASA 81MG. HAS APPT WITH NEUROLOGIST 2-17-21. 
REMAINS 'NOT QUITE HERSELF AND OFF BALANCE'.

COVID19 VACCINE PFIZER\BIONTECH 1046419-1 65+ years 10-14 days TIA 10 days after injection
COVID19 VACCINE PFIZER\BIONTECH 1054591-1 40-49 years 10-14 days Stroke on January 20th, 2021.  Unknown cause for blood clot.

COVID19 VACCINE PFIZER\BIONTECH 1056657-1 65+ years 10-14 days

10 days after 1st dose patient suffers ischemic stroke 4 days later the patient suffered a seizure; 10 days after 
1st dose patient suffers ischemic stroke 4 days later the patient suffered a seizure; This is a spontaneous 
report from a contactable consumer.   A 71-year-old male patient received first dose of BNT162B2 (PFIZER-
BIONTECH COVID-19 VACCINE, solution for injection) on 23Jan2021 at 08:00 at single dose via an unspecified 
route of administration on left arm  for COVID-19 immunization. Relevant medical history included Parkinson's 
disease, dementia, Post-traumatic stress disorder, high blood pressure and high cholesterol. Concomitant 
medication were not reported. It was mentioned other vaccine on 28Jan2021, but no further information 
provided. On 02Feb2021 at 12:00 am, 10 days after 1st dose of BNT162B2 patient experienced ischemic stroke 
and 4 days later the patient suffered a seizure. The events resulted in 6 days of hospitalization. At the time of 
the reporting the patient was recovering from events.   Information about lot/ batch number has been 
requested

COVID19 VACCINE PFIZER\BIONTECH 1058892-1 65+ years 10-14 days speech/word  finding difficulty ( dysarthria ), Novocain like feeling left perioral area( perioral anesthesia ) , 
drooling of food occasionally

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 1062740-1 65+ years 10-14 days
Resident presented with stroke like symptoms on 2/27/21 and was transferred to the emergency room.  She 
was diagnosed with Bell's Palsy and sent back to the facility.  Resident received 1st dose of Pfizer vaccine on 
1/24/21 and 2nd dose on 2/14/21.

COVID19 VACCINE PFIZER\BIONTECH 1072223-1 65+ years 10-14 days Site: Pain at Injection Site-Mild, Systemic: Stroke-Severe

COVID19 VACCINE PFIZER\BIONTECH 1075298-1 65+ years 10-14 days
Pt had worsening altered mental status, tachypnea, and low-grade fever on 1/13/21. Pt considered terminal 
status previously and comfort-focus care pursued. Suspected pneumonia vs. TIA/CVA. PO meds D/C'ed as 
patient could no longer swallow.

COVID19 VACCINE PFIZER\BIONTECH 1082330-1 40-49 years 10-14 days Central Retinal Vein occlusion, right eye

COVID19 VACCINE PFIZER\BIONTECH 1095175-1 65+ years 10-14 days The patient presented to the ED on 3/11/2021 with fatigue for a few weeks, and recent abdomen pain. The 
patient was found to be hyponatremic and there was also evidence of a CVA on MRI findings.

COVID19 VACCINE PFIZER\BIONTECH 1099438-1 65+ years 10-14 days Client was taken to the Emergency Room. He was diagnosed with Bell's Palsy.
COVID19 VACCINE PFIZER\BIONTECH 1103510-1 65+ years 10-14 days Patient had a stroke about two weeks after the last dose was given.

COVID19 VACCINE PFIZER\BIONTECH 1105307-1 65+ years 10-14 days

Patient reported have a slight left sided mouth droop on 3/8/2021- went to ER states EKG, CXR, and CT of 
head all negative. Kept overnight and had MRI 3/9/2021 in AM revealed ""mini stroke"" TIA per neurology. 
She was discharged with Plavix and Lipitor. Has follow up appointment with neurologist 4/8/2021 and 
cardiologist 4/1/2021. Patient states she was on Amiodarone and Bystolic prior to having this TIA. Patient is 
scheduled for second dose of vaccine 3/19/2021 and wants to receive it. She is cleared to receive from our 
stand point. Please reach out via email or phone if you guys disagree.""

COVID19 VACCINE PFIZER\BIONTECH 1108885-1 50-59 years 10-14 days

12 hours after receiving a shot I woke up from a sleep and when I went to walk her right leg collapsed under 
her. She hit her head at that point. Her leg remained unable to bear weight and Monday morning we went to 
the emergency room  where they diagnosed her with a stroke. Her right leg is paralyzed and her right side 
weak.



COVID19 VACCINE PFIZER\BIONTECH 1109279-1 50-59 years 10-14 days Dizziness the afternoon after the second shot on 23 Feb 2021  On  8 Mar 2021 experienced extreme dizziness.  
Call 911.  Went to Hospital.  Dr treated a brain stem stroke.

COVID19 VACCINE PFIZER\BIONTECH 1111554-1 65+ years 10-14 days Multiple strokes resulting from blood clots starting 10 days past 2nd shot. Fuzzy headed with headache prior 
to strokes.

COVID19 VACCINE PFIZER\BIONTECH 1120013-1 50-59 years 10-14 days SEVERE VESTIBULAR STROKE. Complete occlusion. Patient is now in Rehab trying to regain her ability to 
swallow properly, see without double vision, and walk again.

COVID19 VACCINE PFIZER\BIONTECH 1122895-1 50-59 years 10-14 days patient admitted with pontine Stroke

COVID19 VACCINE PFIZER\BIONTECH 1129260-1 65+ years 10-14 days

Stood up to go to the bathroom and could not put her right leg down; thought she was having a heart attack 
or a stroke or something; Fell on her right side; Cerebrovascular accident; Diarrhea; Nose running; Her calves 
were so sore, like having charley horse where her calf muscles were so tight it hurt; like having charley horse 
where her calf muscles were so tight it hurther calf muscles were so tight it hurt; her calf muscles were so 
tight it hurt; This is a spontaneous report from a contactable consumer. A 79-year-old female patient received 
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), dose 1 via an unspecified route of administration, 
administered in right arm on 18Feb2021 (Batch/Lot Number: EN6201) as single dose for COVID-19 
immunisation. Medical history included family history of glaucoma from 2019 (Her mother has Glaucoma); 
memory ain't that good (she puts everything on her calendar because her memory ain't that good); ongoing 
irregular heart beat since 2006 (periodically when she goes to the doctor they have her walk the treadmill 
and stuff like that); ongoing diabetes since 2011; and was allergic to Penicillin (as a kid she was bitten by a 
dog, she must have been about 12 years old, went to hospital they gave her a shot of penicillin, her head 
blew up, she looked like a monster, she went back they gave her Streptomycin). Concomitant medication(s) 
included brimonidine taken for glaucoma from 21Feb2021 to 01Mar2021; latanoprost taken for glaucoma; 
apixaban (ELIQUIS) taken for arrhythmia, and dyspnoea from 2019 and ongoing; and metoprolol taken for 
arrhythmia. The patient was administered with her first dose of COVID-19 vaccine on 18Feb2021. It went 
beautiful, she did not have any aftereffects or anything initially. On 01Mar2021, while in her own apartment 
she stood up to go to the bathroom and could not put her right leg down; she thought she was having a heart 
attack or a stroke or something and she fell on her right side. She went to the hospital where she was 
hospitalized overnight for observation and testing. MRI performed during that hospitalization had result of 
Cerebrovascular Accident-CVA. She also reported onset of diarrhea and nose running around 01Mar2021. 
When she went to the hospital on 01Mar2021 she was laying down, and when the doctor moved the blanket 
to test her legs her calves were so sore, like having charley horse where her calf muscles were so tight it 
hurt. The events were reported to have required a visit to the emergency room. They did not find anything 
else during hospitalization with testing. The only thing she can think of related to these events was the 
COVID-19 vaccine. She called to ask if she should or should not get the second dose of the COVID-19 vaccine as 
scheduled for 11Mar2021 relative to these events. She was scheduled for second dose on 11Mar2021, but she 
is scared because of events that occurred 01Mar2021. The outcome of the events diarrhea, ""Nose running"", 
""Her calves were so sore, like having charley horse where her calf muscles were so tight it hurt"", ""her calf 
muscles were so tight it hurt"" was recovering, and for other events was unknown.""

COVID19 VACCINE PFIZER\BIONTECH 1133578-1 65+ years 10-14 days

Four days of headaches starting 3/12/2021 (onset 7 days following vaccination) following by rapid onset (~6 
hr) nausea, vomiting, and encephalopathy with cortical blindness and altered level of consciousness on 
3/15/2021. Found to have diffuse white matter hyperintensities on MRI brain.  No spinal cord involvement. 
CSF analysis with lymphocytic pleocytosis.  Negative infectious workup. Started on high dose steroids and 
plasmapheresis for presumed autoimmune encephalitis. Slow improvement in symptoms for the first 10 days 
following initiation of steroids (present day).



COVID19 VACCINE PFIZER\BIONTECH 1135521-1 65+ years 10-14 days

Central retinal vein occlusion with macular edema of left; Central retinal vein occlusion with macular edema of 
left; ophthalmic and retinal artery occlusion left eye; nuclear sclerosis of both eyes; 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 mRNA VACCINE; Formulation: Solution for injection; Lot Number: EL9262) via an 
unspecified route of administration in the left arm on 29Jan2021 14:45 (at the age of 72-year-old) as a single 
dose for COVID-19 immunization. Medical history included acid reflux and allergies to mollusks. The patient did 
not receive other vaccine in four weeks prior to vaccination. Prior to vaccination the patient was not 
diagnosed with COVID-19. Since the vaccination, the patient has not been tested for COVID-19. Concomitant 
medication included omeprazole (MANUFACTURER UNKNOWN). On 08Feb2021 at 06:00, the patent 
experienced central retinal vein occlusion with macular edema of left eye; ophthalmic and retinal artery 
occlusion, left eye and nuclear sclerosis of both eyes. The seriousness criteria were considered as disability. 
The event resulted in Doctor or other healthcare professional office/clinic visit. Therapeutic measures were 
taken as a result of events and included treatment with intraocular injection of anti-VEGF. The outcome of the 
events was unknown.

COVID19 VACCINE PFIZER\BIONTECH 1152184-1 65+ years 10-14 days Stroke and Bell's Palsy

COVID19 VACCINE PFIZER\BIONTECH 1158696-1 65+ years 10-14 days

stroke; This is a spontaneous report from a contactable consumer (patient). A 66-year-old female patient 
received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: EL9266 and expiration 
date not reported) via an unspecified route of administration, administered in the left arm on 24Feb2021 
16:15 as a single dose for COVID-19 immunisation. Medical history included LBBB, HTN, and high cholesterol. 
The patient is not pregnant and has no known allergies. Prior to the vaccination, the patient was not 
diagnosed with COVID-19. The patient's concomitant medications were not reported. The patient had the first 
dose of the vaccine on 24Feb2021 and had stroke on 09Mar2021 16:00 with no CVA history. The event 
resulted in Doctor or other healthcare professional office/clinic visit, Emergency room/department or urgent 
care and Hospitalization. The patient was hospitalized on an unspecified date for the event for 1 day. 
Treatment was given in response to the event which included CT Scan and MRI. The patient underwent COVID 
test post vaccination via nasal swab on 09Mar2021 and was negative. The outcome of the event was 
recovering. The patient received the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot 
number: En6208) on 17Mar2021 for COVID-19 immunization.

COVID19 VACCINE PFIZER\BIONTECH 1162861-1 65+ years 10-14 days Heart Attack (NSTEMI) and 3 strokes
COVID19 VACCINE PFIZER\BIONTECH 1179804-1 65+ years 10-14 days Stroke, pulmonary embolism

COVID19 VACCINE PFIZER\BIONTECH 1188271-1 65+ years 10-14 days

Symtoms:  headache, loss of vision in left eye, vertigo.  Stroke took time to diagnos, I thought it was a vision 
problem.  Long time delays occurred while scheduling further testing (CT and MRI). Summary from MRI:  
""Study Result Impression:  There is diffusion restriction along the left thalamus consistent with subacute 
ischemia, greater than 6 hours in etiology but less than 2 weeks.""  Outcome:  Vision is slowly improving, 
headache is mostly gone, vertigo &  mental status slowly improving.""

COVID19 VACCINE PFIZER\BIONTECH 1190415-1 65+ years 10-14 days Blood clot in brain causing a small stroke affecting right arm, wrist and hand
COVID19 VACCINE PFIZER\BIONTECH 1201019-1 65+ years 10-14 days I had a major stroke on 2/4/2021. The cause boy stroke was not determined
COVID19 VACCINE PFIZER\BIONTECH 1201126-1 50-59 years 10-14 days Blood clot, stroke, severe headaches, dizziness, vomiting



COVID19 VACCINE PFIZER\BIONTECH 1205153-1 65+ years 10-14 days

Stroke like symptom- babble; could not form words to communicate to wife or EMT; 24 hrs before he didn't 
feel well nothing in particular-no headache, no stomach issue, no fever, no tremors or motor skill issues.; This 
is a spontaneous report received from a contactable consumer (patient). An 86-year- old male patient received 
second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE; Lot Number: UNKNOWN), via an 
unspecified route of administration on 18Feb2021 as a single dose and first dose on 28Jan2021 as a single dose 
and both the doses (at the age of 86-years-old) for COVID-19 immunisation. The patient medical history 
included Prior stroke, Kidney disease and inactive pituitary gland. Prior to the vaccination, the patient was 
not diagnosed with COVID-19. Since the vaccination, the patient had not been tested for COVID-19. The 
patient received concomitant medication within two weeks of vaccination (names not specified). The patient 
did not receive any vaccine within 4 weeks prior to the vaccine. On 09Mar2021, the patient had stroke like 
symptom- babble, could not form words to communicate to wife or EMT and he didn't feel well on an unknown 
date in Mar2021 (24 hrs before) (as reported). It was reported that patient had no headache, no stomach 
issue, no fever, no tremors or motor skill issues. The patient visited emergency room and was hospitalised on 
an unknown date in Mar2021 for the events Stroke like symptom- babble, could not form words to 
communicate to wife or EMT for 2 days. Therapeutic measures were taken as a result of events stroke like 
symptom- babble, could not form words to communicate to wife or EMT. The patient had undergone 
laboratory test and procedures on an unknown date in Mar2021 includes EKG, heart CT, monitored blood, a 
full MRI (next morning) and the results were not reported. The outcome of the events Stroke like symptom- 
babble, could not form words to communicate to wife or EMT was recovered on an unknown date in Mar2021 
while for another event was unknown.  Information about batch number and lot number is requested.

COVID19 VACCINE PFIZER\BIONTECH 1205248-1 50-59 years 10-14 days

On 31 Mar he suffered a stroke and was admitted to the hospital until 2 Apr 2021; He tested positive for 
Covid19 on 30Mar2021; This is a spontaneous report from a contactable consumer. A 52-year-old male patient 
received first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection, Lot number: 
EN6199), via an unspecified route of administration, administered in arm left on 19Mar2021 (at the age of 52-
years-old) as single dose for covid-19 immunisation. The patient's medical history and concomitant medications 
were not reported. The patient tested positive for Covid19 on 30Mar2021. On 31Mar2021, the patient 
suffered a stroke and was admitted to the hospital until 2Apr2021. He was scheduled for second dose and he 
got COVID, so would like to know the protocol and ins and outs and steps for that. The patient underwent lab 
tests and procedures which included sars-cov-2 test: positive on 30Mar2021. The patient did not receive any 
treatment for the events. The clinical outcome of the On 31 Mar he suffered a stroke and was admitted to the 
hospital until 2 Apr 2021 and He tested positive for Covid19 on 30Mar2021 were unknown. No follow up 
attempts are possible.

COVID19 VACCINE PFIZER\BIONTECH 1214115-1 60-64 years 10-14 days R41.82 - Altered mental status I63.9 - CVA (cerebral vascular accident) (CMS/HCC) D70.9 - Neutropenia 
(CMS/HCC)



COVID19 VACCINE PFIZER\BIONTECH 1227276-1 Unknown 10-14 days

suffering from a stroke; not being well; This is a spontaneous report from a contactable consumer. A 36-year-
old male patient received BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE), dose 2 via an unspecified 
route of administration on 21Mar2021 (Batch/Lot number was not reported) as SINGLE DOSE for COVID-19 
immunization. The patient's medical history and concomitant medications were not reported. The patient 
previously had first dose of BNT162B2 for COVID-19 immunization. The patient had symptoms of an illness 
(perhaps covid like symptoms) starting on 19Mar2020 (between his first and second dose of Pfizer BioNtech). 
The patient went ahead and got his second dose on 21Mar2021. He then went to see his DR in the last week 
(week of 05Apr2021) because of not being well. The primary care DR thought the patient had perhaps been 
exposed to COVID between the 1st & 2nd doses (due to symptoms that the DR thought seemed like body's 
over-reaction to COVID) but a COVID test was done and it was negative. Then the patient has been admitted 
to the hospital since suffering from a stroke on 08Apr2021. He still has not tested positive for COVID again but 
he is in ICU with stroke symptoms. The stroke resulted in doctor or other healthcare professional office/clinic 
visit, emergency room/department or urgent care, hospitalization and was a life threatening illness 
(immediate risk of death from the event). The patient was in the hospital for four days. The facility where the 
COVID-19 vaccine was administered was in the Public Health Clinic/facility. It was unknown if the patient did 
not receive any other vaccines within 4 weeks prior to the COVID vaccine or other medication in two weeks. 
Prior to vaccination, the patient was not diagnosed with COVID-19. The outcome of the events was not 
recovered. Treatment for the event stroke was given. The patient underwent lab tests and procedures which 
included COVID test: both negative on 18Mar2021 and 08Apr2021.  Information on the Lot/Batch number has 
been requested.

COVID19 VACCINE PFIZER\BIONTECH 1235815-1 50-59 years 10-14 days

stroke; Brain bleed; Brain blood clot; This is a spontaneous report from a contactable consumer via a Pfizer 
sponsored program named Corporate (Pfizer) Social Media Platforms. A 53-years-old male patient received 
bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), dose 1 via an unspecified route of administration, 
administered in Arm Left on 11Mar2021 13:15 as single dose for covid-19 immunisation.  Medical history 
reported as none.  The patient's concomitant medications were not reported.  The patient experienced brain 
blood clot on 25Mar2021 08:00 , stroke and brain bleed on an unspecified date.  The patient was hospitalized 
for brain blood clot, stroke, brain bleed for 7 days.  Therapeutic measures were taken as a result of brain 
blood clot, stroke, brain bleed included Ventillator.  The patient died on 02Apr2021.  An autopsy was not 
performed. The outcome of events was fatal. No other vaccine in four weeks; No covid prior vaccination.  
Information on the lot/batch number has been requested.; Reported Cause(s) of Death: Brain blood clot; 
stroke; Brain bleed



COVID19 VACCINE PFIZER\BIONTECH 1255148-1 60-64 years 10-14 days

she could have partially had a stroke; She woke up and her left hand and arm were numb; left arm hurts a 
couple of days ago; Her hand is now cramped up, and she cannot bend it, almost like someone who has 
cerebral palsy.; she could not use her left hand; Her hand is now cramped up, and she can not bend it, almost 
like someone who has cerebral palsy./all her fingers are cramped and she cant open them and her hand is in a 
brace; radial nerve palsy; This is a spontaneous report from a contactable consumer or other non hcp. A 61-
years-old female patient received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE; Solution for injection, Lot 
Number: EN6198) via an unspecified route of administration, administration in left arm on 19Mar2021 as 
SINGLE DOSE for covid-19 immunization. Medical history was not reported. There were no concomitant 
medications. On 01Apr2021, she woke up and her left hand and arm were numb. She went to the hospital, 
and they told her she could have partially and had a stroke. Three days after receiving the first dose of the 
Covid vaccine, she could not use her left hand. Her hand was now cramped up, and she could not bend it, 
almost like someone who had cerebral palsy. She stated that after the first dose her left hand went numb, 
and she went to the hospital and was diagnosed with radial nerve palsy. She stated that all her fingers are 
cramped, and she can't open them, and her hand was in a brace. She stated that she would have to do 
physical therapy. It was her left hand, the same arm that she got the first dose of the Covid vaccine in. She 
could not move her left hand. She was really annoyed about it, and she was scared. The patient stated that 
she had a grandson and a daughter. This vaccine was the best possible way to prevent Covid. She had always 
got vaccines. Upon follow-up received on 09Apr2021, she was calling about the Pfizer Covid vaccine. She does 
not have a ride to get her second dose of the Covid vaccine on Saturday morning. She does not know the 
name of the facility where she was supposed to go. She was asking for help with an (cab service). She thought 
she was calling her county. She would call her county and ask for help with a ride. She had a reaction after 
her first dose of the Covid vaccine. She received the first dose on 19Mar2021. She does not know if it was 
because of the Covid vaccine. She was asking if she should get the second dose of the Covid vaccine in the 
same arm as last time. She wanted to get the second dose of the Covid vaccine in the same arm as last time, 
so that she does not mess up the other side of her body. She was asking what was going on with her arm. She 
was asking if thaws had anything to do with the Covid vaccine. Upon follow-up received on 09Apr2021, she 
scheduled second dose due on 10Apr. Her left arm hurts a couple of days ago, it ended her going to the 
hospital. She called to ask if it had something to do with the Covid vaccine. The event hypoaesthesia, cerebral 
palsy, muscular weakness, muscle spasms outcome was reported as not recovered. The event cerebrovascular 
accident, pain in extremity, radial nerve palsy outcome was reported as Unknown. The action taken in 
response to the events for bnt162b2 was not applicable. Therapeutic measures were taken as a result of her 
hand was now cramped up, and she cannot bend it, almost like someone who had cerebral palsy. (cerebral 
palsy).  Follow-up (09Apr2021): This follow-up spontaneous report from a Pfizer-sponsored program. A 
contactable consumer (patient) reported that: New significant information.



COVID19 VACCINE PFIZER\BIONTECH 1255164-1 60-64 years 10-14 days

Also felt that she almost faint, not dizzy not vertigo type for under a minute; stroke; meningitis; have massive 
diarrhea; had a sore throat and could not swallow or eat; menstrual cramps; felt alot of extreme fatigue; felt 
hands to be freezing for 4-5 days and she have to get hot water to wrap around it; sinus pain; her face and 
eyebrows hurt; throw up viscously that it is almost  coming out of her nose and also went to sheer 
panic/vomiting; she is not speaking well or understood well; profusely sweating and had whole body sweat 
drenched on the floor; ice-cold ends; painful arm; baseline temperature is 94.6; Neck pain; Woke up Monday 
morning and couldn't get out of bed, wanted to die; Caller states she is losing her mind; had her gripping her 
pelvis because of the pain; sheer panic.; woke up with gut ripping food poisoning; still very tired; couldn't get 
out of bed; had a sore throat and could not swallow or eat; feel nauseous; feeling dehydrated; her head 
because of the ache; getting sick; nausea; experienced severe headache which led her to stay in bed all 
afternoon/her headache is more severe and describe it as she would like to shot her head because of the ache; 
has a flu-like chills; body ache symptom which comes and go; This is a spontaneous report from a contactable 
consumer. A 63-years-old female patient received first dose of BNT162B2 (BNT162B2, PFIZER-BIONTECH COVID-
19 VACCINE, Solution for injection, Lot Number: EP7534) via an unspecified route of administration in arm left 
on 21Mar2021 as single dose for covid-19 immunisation. Medical history included taking a anti-HTN medicine 
(beta blocker) and had slowly been weaned off of that prior to getting his shot as her cardiologist is afraid 
that it might affect the efficacy of the vaccine shot and had not been put back in any BP regulating meds until 
then and quite concerned because of her fluctuation BP. anxiety and gets to panic immediately, also is disabled 
and doesn't live with any nearby family, has allergies to alot of foods. State she comes from family of strokes, 
heart attacks, and high blood pressure and one of her biggest fears is having a stroke. States her boyfriend 
has a family of strokes too, 2 blood pressure medicines, which contain polyethylene glycol (PEG). and 
concomitant medications not reported. The patient stated after 1 week of getting the vaccine- getting sick, 
felt alot of extreme fatigue, felt hands to be freezing for 4-5 days and she have to get hot water to wrap 
around it. On 03Apr2021 experienced severe headache which led her to stay in bed all afternoon, she also has 
a flu-like chills body ache symptom which comes and go. On 04Apr2021 experienced nausea and took Tylenol 
for feeling so sick and felt well 2 hrs after. On 05Apr2021 woke up feeling all the symptoms like the other 
days, her headache is more severe and describe it as she would like to shot her head because of the ache, she 
also had a sore throat and could not swallow or eat for 2 1/2 days, she also feel nauseous and throws up 
water already, she already was feeling dehydrated. After which she called her doctor and mentioned that no 
organization or her doctor cant guide her well with regards the symptoms that she is feeling if this is common 
after receiving the vaccine. She asked her doctor and her doctor said that it could probably be a symptom of 
COVID19 infection. So she got tested and turned out she had a negative result. After a while she also 
experienced some sinus pain that was not normal for her, she also mentioned that her face and eyebrows 
hurt. She went to her ENT and ENT who she trusted and respected a lot as a surgeon because according to her 
is very well versed mentioned that these are not normal side effects that she is experiencing.  She also 

COVID19 VACCINE PFIZER\BIONTECH 1255244-1 Unknown 10-14 days

I had cob webs across my left eye, which turned out to be an occipital stroke; This is a spontaneous report 
from a contactable consumer (patient). A 79-year-old female patient received bnt162b2 (PFIZER-BIONTECH 
COVID-19 VACCINE, lot E19264), via an unspecified route of administration, administered in left arm on 
15Mar2021 as single dose for COVID-19 immunisation. Medical history included diabetes, arthritis, high blood 
pressure (BP), and known allergies to adhesive. The patient was not pregnant. Concomitant medications 
included tolterodine l-tartrate (DETROL), propranolol hydrochloride (INDERAL), metformin, celecoxib 
(CELEBREX), and valsartan (DIOVAN). On 28Mar2021, the patient experienced cob webs across her left eye, 
which turned out to be an occipital stroke. She reported that she had good control of her BP so the cause of it 
was unknown at this time. Therapy of the event included Paxil and underwent doppler test and MRI. The 
event resulted in doctor or other healthcare professional office/clinic visit, and disability or permanent 
damage. The patient had no Covid prior vaccination and was not Covid tested post vaccination. Outcome of 
event was recovered with sequel in Mar2021.



COVID19 VACCINE PFIZER\BIONTECH 1255329-1 65+ years 10-14 days

TIAs; Face, from the nose down looked like teeth were melting; so disoriented, she didn't know where she 
was, she didn't feel like herself; since this happened she makes mistakes; This is a spontaneous report 
received from a contactable consumer (patient). A 74-years-old female patient received first dose of BNT162B2 
(Solution for injection, PFIZER-BIONTECH COVID-19 mRNA VACCINE; Lot Number: EN6205), via an unspecified 
route of administration in the upper right arm on 06Mar2021 at 17:30 (at the age of 74-year-old) as a single 
dose for COVID-19 immunisation. The patient's medical history included type 2 diabetes mellitus diagnosed in 
1998-1999, high blood pressure diagnosed about 3 years later from Diabetes Type 2, like 2002 and little bit 
obesity. The patient family medical history included that her mother passed in 2008 and was admitted to 
hospital where she had TIA maybe in 2005. The patient's concomitant medications were not reported. The 
patient was not administered additional vaccine on same date as suspect vaccine. The patient did not receive 
any other vaccine within 4 weeks prior to the vaccine. The patient family medical history included that her 
mother passed in 2008 and was admitted to hospital where she had TIA maybe in 2005. On 19Mar2021, the 
patient woke up so disoriented, she didn't know where she was, she didn't feel like herself, felt weird. She 
was staring out the window, and she daughter called her on the phone and caller told daughter she was 
feeling crazy, that morning was feeling weird and her daughter informed it was not morning it was in the 
evening and patient did not sound right. The patient's face from the nose down, looked like her teeth were 
melting, both cheeks looked like they were melting. She said her bottom lip was turned out and down, 
sagging, drooping. On 19Mar2021, about 18:30, the patient went to emergency room and was admitted to 
the hospital on 19Mar2021 around 21:00-22:00. On 19Mar2021 around 21:00-11:00, while she was in the 
hospital, her sugar had gone up to 310, hard time bringing her sugar down and blood pressure was way up, 
way higher than normal. In the hospital the patient was told she had transient ischaemic attack (TIA). The 
patient was discharged on 21Mar2021. The patient informed that since it happened she was making mistakes. 
The patient received the second dose of BNT162b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE; Solution for 
injection and Lot Number: EP6955) via an unspecified route of administration in the upper right arm on 
27Mar2021 as single dose for COVID-19 immunization. The informed that the she waited until after she 
received her second dose to inform about the events just in case something else happened. She stated she 
was fine now, everything was ok and stated she did believe the events were related to the vaccine. The 
patient followed up with her primary doctor, talked to him about her experience and going into the hospital. 
He instructed her to call Pfizer and let them know of her experiences. The patient underwent lab tests and 
procedures which included Computerised tomogram scan, Magnetic resonance imaging on unspecified date in 
Mar2021 and sugar 310 and hard to bring down, blood pressure was way up on 19Mar2021. The outcome of 
event since it happened she made mistake was unknown and rest all events was recovered on an unspecified 
date 2021.

COVID19 VACCINE PFIZER\BIONTECH 1269713-1 65+ years 10-14 days

stroke; This is a spontaneous report from a contactable consumer. An 84-year-old male patient received 
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), dose 1 via an unspecified route of administration, 
administered in Arm Left on 07Feb2021 10:00 (Batch/Lot number was not reported) as single dose for covid-19 
immunisation. Medical history included high blood pressure. The patient has no known allergies and no covid 
prior vaccination. Concomitant medications included clopidogrel bisulfate, amlodipine, vitamin d [vitamin d 
nos] and ""levoth"" (as reported). The patient has no other vaccine in four weeks. On 21Feb2021 at 12 AM, 
the patient had a bad stroke ""14 days"" after he's first shot. They think it's the vaccine. The event resulted in 
hospitalization for 25 days and disability or permanent damage. The patient was covid tested post vaccination 
via nasal swab on 17Mar2021 which was negative. The outcome of the event was not recovered.  Information 
on the Lot/batch number has been requested.""



COVID19 VACCINE PFIZER\BIONTECH 1284749-1 6-17 years 10-14 days

left-side facial drop with left mouth corner; stroke symptoms; transient mild headache; blurry vision; left side 
of tongue affected; slurring speech; felt confused; drowsy; This is a spontaneous report from a contactable 
consumer (patient). This 17-year-old female patient received the 1st dose of BNT162B2 (PFIZER-BIONTECH 
COVID-19 VACCINE, lot number: ER8734), via an unspecified route of administration in the right arm at 17 
years old on 30Mar2021 at single dose for COVID-19 immunization. Medical history included acquired brain 
injury (C-PVL) from pneumococcal strep infection, hypoxic ischemic encephalopathy, premature birth, 
quadriplegic dyskinetic cerebral palsy. Concomitant medications were none. The patient was not pregnant at 
time of vaccination. The patient previously received T-Dap vaccine at 10 years old and had prolonged 
migraine reaction. 12 days after, the patient developed stroke symptoms with transient mild headache, 
blurry vision, and left-side facial drop with left mouth corner and left side of tongue affected causing slurring 
speech also felt confused and drowsy which lasted for 8 hours. Events were started on 11Apr2021 at 03:30 
PM. Events resulted in: Doctor or other healthcare professional office/clinic visit, Emergency 
room/department or urgent care. The patient went to ER, they did stroke work-up. No evidence of stroke. 
The patient received treatment including CT scan, MRI, EKG, labs. The patient had no covid prior vaccination, 
no covid tested post vaccination. Outcome of the events was recovering.

COVID19 VACCINEUNKNOWN MANUFACTURER 1180587-1 65+ years 10-14 days Acute Hemorrhagic CVA resulting in eventual death.
COVID19 VACCINE PFIZER\BIONTECH 0975214-1 65+ years Over 120 days He had a stroke later that night after receiving vaccine.
COVID19 VACCINE JANSSEN 1201532-1 60-64 years 15-30 days Numbness entire left side of body and face.  Treatment for stroke

COVID19 VACCINE JANSSEN 1201645-1 65+ years 15-30 days

PATIENT SUFFERED AN ISCHEMIC OCCIPITAL LOBE STROKE, CONFIRMED BY CT SCAN, ON 4/2/2021. PATIENT 
WAS TRANSFERRED TO AND ADDMITTED TO HOSPITAL. PATIENT WAS NOT ADMITTED TO THE ICU PER HIS 
WIFE. PATIENT WAS RECENTLY TRANSFERED TO REHAB WHERE IS HE IS CURRENTLY AS OF 4/13/2021. 
PATIENT LOST VISION IN LEFT EYE AS WELL AS FUNCTION IN HIS LEFT ARM PER THE PATIENTS WIFE. PATIENT 
IS REGAINING SIGHT AND STRENGTH IN BOTH HIS LEFT EYE AND ARM BUT PROGRESS IS SLOW, PER HIS WIFE.

COVID19 VACCINE JANSSEN 1202401-1 40-49 years 15-30 days

Janssen COVID-19 Vaccine EUA: patient presents to emergency department with altered mental status and 
confusion three days after being discharged from a different hospital for COVID-19 infection.  In emergency 
department diagnosed with stroke, left ventricular thrombus, subacute anterior myocardial inferction with 
totally occluded mid LAD, and COVID-19 infection. Underwent cardiac catheterization and transferred to 
current facility for higher level of care and testing- currently remains hospitalized on anticoagulation and 
oxygen.

COVID19 VACCINE JANSSEN 1202607-1 50-59 years 15-30 days minor stroke 4/10/2021

COVID19 VACCINE JANSSEN 1203308-1 65+ years 15-30 days
Acute metabolic encephalopathy, BPH with urinary obstruction due to blood clot. Patient was vaccinated at a 
pharmacy with Janssen covid-19 vaccine and experienced headaches and dizziness. Then began to have urinary 
retention which was believed to be due to a large blood clot requiring 12x 100mL flushes. Patient went to ED 
at medical center on 3/30/21 and was admitted. He was discharged to nursing home on 4/11/21.

COVID19 VACCINE JANSSEN 1203326-1 60-64 years 15-30 days Stroke

COVID19 VACCINE JANSSEN 1203802-1 50-59 years 15-30 days
Janssen: Patient's son reports his mother woke up the morning of 4/7/2021 and c/o a severe headache and 
neck pain; around 10:45 a.m. patient collapsed and was taken to Hospital by paramedics and then later was 
airlifted due to a massive stroke.  Patient remains hospitalized in the Neuro ICU.

COVID19 VACCINE JANSSEN 1204231-1 65+ years 15-30 days
Suffered from a stroke on 4/3/21 from a blood clot in his brain stem. Prior to vaccine he was healthy and 100% 
independent, still drove, did grocery shopping, yard work, etc. Now he cannot move his left side and was 
placed on hospice as he has lost his will to eat, drink, or live.

COVID19 VACCINE JANSSEN 1206024-1 60-64 years 15-30 days stroke caused by 2 cerebral blood clots

COVID19 VACCINE JANSSEN 1208082-1 65+ years 15-30 days

Pt had AFIB and was on ELIQUIS 2.5 mg BID. He began to bleed, a lot. We stopped DOAC, disussed possibility 
pt might die form blood clot without the DOAC. He had vaccine  after stopping DOAC (stopped DOAC 2/24/21). 
On 3/8 he had the Janssen Vaccine. On  3/15 he awoke w weakness, inability to speak. Transferred to hospital 
where he was diagnosed w having major stroke, admitted to hospital. They decided NOT to use anticoagulant 
because he had too great a risk of bleeding.



COVID19 VACCINE JANSSEN 1208112-1 40-49 years 15-30 days

Cerebral infarction 163.9. I was admitted to the hospital on April 4th,  15 days after taking the Janssen shot. 
My initial symptoms included tingling, numbness, and inability to walk.  The doctors confirmed during MRI 
that I had had a stroke.  I was in the hospital for four days, and released to PT/OT three times a week for the 
next 4 weeks to regain full use of the right side.  I  am also unable to work during this time.

COVID19 VACCINE JANSSEN 1208442-1 50-59 years 15-30 days Patient had an embolic stroke and then had carotid endarterectomy post vaccination  (He is comorbid, 
however)

COVID19 VACCINE JANSSEN 1208635-1 60-64 years 15-30 days Stroke- hearing loss in right ear, extreme headache left temple lobe, nausea, dizziness, diarrhea, inability to 
move legs. Hospitalized for 5 days  Continued weakness left side of the body

COVID19 VACCINE JANSSEN 1209715-1 65+ years 15-30 days

after receiving vaccine, felt tired, had runny nose on 4/5/21 visited patient around 10am, told us she was 
going to see the doctor next day 4/6/21 called patient 3x and no one picked up learned that patient suffered 
from stroke sometime prior night, learned that from sister (approximately 12 hours before patient was 
discovered in her home) - 911 called and rushed patient to ER patient spent time in ICU, conditioned stabled - 
continues to stay in hospital, condition continues to be monitored

COVID19 VACCINE JANSSEN 1209973-1 60-64 years 15-30 days

HOSPITAL COURSE: Patient is a 64 y.o. man admitted on 4/8/2021 with hx of HTN, HLD, tobacco use, 
Hypothyroidism, and OSA who presented with acute right facial droop in setting of 8 days of headaches and 
paresthesias, found to have acute ischemic stroke. New slurred speech and worsening of facial droop 4/9 AM, 
but no new findings on repeat MRI. .

COVID19 VACCINE JANSSEN 1211052-1 65+ years 15-30 days

My father received his shot on March 13, 2021.  He drove to move home and on March 28th started having 
his right arm go numb but did not tell us.  He asked to go the ER March 29th at 6:45am saying his chest hurt 
and was having a hard time breathing, this has happened before since having Covid in September.  I called 
911 after he became dizzy and could not walk.  While at the ER suffered a massive stroke that paralyzed him 
from his nose down over a course of 3 days.  His brain stem was affected and he lost the ability to swallow.  
After being on a ventilator for 72 hours he was removed from it and died less then 30 mins later from 
drowning in his own saliva on April 1, 2021.

COVID19 VACCINE JANSSEN 1213303-1 60-64 years 15-30 days

I called a message that patient had experienced a stroke recently and had also rececived the Jansson vaccine. 
I called patient, who had reported that it happened on 4/2. She had woke up and couldn't put her robe on. 
Her left arm was not working right. She also noted  that she had drooled. She kept thinking that she was find 
and got ready and went to work. During work she was typing and found that her left hand was not working 
still, but still went throughout her day and typed with her right hand. Later that evening when she got home, 
her husband took her to the ER. There, she reports that her blood pressure was through the roof. She had a 
CT scan and MRI and labs done and was diagnosed with a TIA. She was started on Plavix, baby aspirin, and 
was started on a statin drug (couldn't remember the name as that information was at home and she was at 
work at time of call). She is on a heart monitor for 4 weeks and has follow ups with her outside PCP and 
cardiologist. Today she states that she is feeling back to normal and has regained function on her left side. She 
reports that she had a headache at time that had lasted for a while. She also reports that she feels like she 
was having issues weeks before because her brain felt foggy and just was not thinking right.

COVID19 VACCINE JANSSEN 1213323-1 65+ years 15-30 days Presented with CVA.   CTA showed large segment occlusion of L ICA,  S/P  thrombectomy and carotid 
angioplasty by IR. Residual L internal carotid 70% stenosis post procedure

COVID19 VACCINE JANSSEN 1213474-1 65+ years 15-30 days

Date and time adverse event started:  04/08/21 evening (stroke at home) Adverse events experienced and 
are they still occurring now:   after the stroke they did a number of test, angiogram, CAT scan with and 
without contrast, MRI  Spoke to her doctor who told her husband to take her to the hospital (husband stated 
she is doing better she is still in the hospital)

COVID19 VACCINE JANSSEN 1214809-1 60-64 years 15-30 days

Patient was admitted on 4/9 to hospital with left facial, upper and lower extremity numbness that last 5 min 
and resolved. In ED had similar symptoms.  CT head, MRI brain, MRA head and neck unremarkable. Hgb 6.6 
and Plt 13.  Transferred to Medical Center on 4/10 for more care. Diagnosed with TIA and possible TTP 
(ADAMTS13 pending, meets other criteria). Started on high dose methylprednisolone 1000 mg IV x 3 doses on 
4/11, plasmapheresis on 4/11, and weekly rituximab on 4/11.  Status/outcomes pending

COVID19 VACCINE JANSSEN 1216240-1 65+ years 15-30 days Massive stroke  Death 4 Days later



COVID19 VACCINE JANSSEN 1216337-1 40-49 years 15-30 days
I had a stroke three weeks after the vaccine. I didn't think they were related, but I figured I should report it 
based on the recent news. TEE determined PFO. Heart monitor was placed to check for arrhythmia.  High 
cholesterol was noted and medication for that was given. I was also given blood thinners and aspirin.

COVID19 VACCINE JANSSEN 1221126-1 65+ years 15-30 days Stroke

COVID19 VACCINE JANSSEN 1225727-1 65+ years 15-30 days

APRIL 2ND NUMBNESS IN TONGUE, FOLLOWED BY NUMBNESS IN LIP AND PART OF CHEEK, FOLLOWED BY 
NUMBNESS IN RIGHT HAND. TRIP TO EMERGENCY ROOM . A BLOOD TEST AND MRI WAS GIVEN AND A 
STROKE WAS CONFIRMED. I WAS ADMITTED TO THE HOSPITAL FOR OBSERVATION IN EARLY MORNING OF 
APRIL 3RD. ECHO CARDIOGRAM WAS ADMINISTERED ON APRIL 3. I WAS DISMISSED FROM THE HOSPITAL ON 
APRIL 3. ON APRIL 5 I PICKED UP A HEART MONITOR TO WEAR FOR ONE MONTH. I HAVE A SCHEDULED 
APPOINTMENT WITH MY PRIMARY CARE DOCTOR ON FRIDAY, APRIL 16.

COVID19 VACCINE JANSSEN 1228668-1 65+ years 15-30 days

My symptoms i had sever headache! Once April 1st Hit! Thats Was the day I Had a Heart stroke at store, i 
don?t remember anything and once i woke up i was at the hospital, and they told me that i had a heart 
stroke because i had lots of blood clots in my body.  And they told me i vomit and peed myself durong the 
whole situation i went in store

COVID19 VACCINE JANSSEN 1229014-1 60-64 years 15-30 days 6 days after vaccination, patient had mini stroke and hospitalized

COVID19 VACCINE JANSSEN 1229229-1 60-64 years 15-30 days

Patient awoke 04/09/2021 with visual disturbance and limited field of vision.  Went to eye center and was 
evaluated.  MD at eye center sent him to ER and told patient that it appeared he was having a stroke.  
Admitted to medical center 04/09/2021.  Patient reports he was diagnosed with a stroke affecting the 
occipital region that affects his vision.  Patient was discharged from the  hospital 04/11/2021.

COVID19 VACCINE JANSSEN 1229368-1 40-49 years 15-30 days
Patient presented to ED with right sided numbness including arm, leg and body. Face not involved.  Over 14 
days since J&J COVID vaccine. Patient admitted with  left thalamic stroke, neurologist involved, not believed 
to be related to vaccine. Started on aspirin 325 mg daily and Plavix. Still hospitalized.

COVID19 VACCINE JANSSEN 1230891-1 65+ years 15-30 days Stroke with the left brain coirtex...I have had speech problems since then.

COVID19 VACCINE JANSSEN 1231357-1 65+ years 15-30 days
Woke up with lost of vision in left eye for 4 to 5 hours on April 6th, 2021 in the morning.  Patient went to her 
ophthalmologist that afternoon.  The sight came back but very blurry.  Retina specialist seen her on 
4/13/2021 and diagnosed mini stroke (TIA) of her left eye. He urgently Guide her to go to ER on 4/13/2021.

COVID19 VACCINE JANSSEN 1232593-1 50-59 years 15-30 days pulmonary embolism and CVA suffered approximately 2 weeks post vaccination

COVID19 VACCINE JANSSEN 1233202-1 50-59 years 15-30 days

Patient states that while vacationing, 3 weeks and 1 day after receiving her Janssen vaccine, she woke up at 
8:30am with numbness in her left foot. When attempting to stand she fell to floor. After checking her blood 
pressure and blood sugar she took 2 tylenol and sat down to rest. Around 10:30am she began to have 
numbness in her left hand and on the left side of her face. She was taken by ambulance at that time to 
Hospital. While there they ran a number of tests and scans diagnosing her with have a stroke caused by a 
small blood clot in right side of her brain. She was admitted to the hospital and was not discharged until 
4/3/2021. Upon returning home, she has been seeing her PCP, APRN and a neurologist. She has since been 
released on 4/19/2021 to go back to work and has no residual side effects from stroke. She states she is now 
on blood pressure and cholesterol medication and is taking a daily baby Aspirin.

COVID19 VACCINE JANSSEN 1241915-1 50-59 years 15-30 days Acute severe headaches and blurred vision after vaccine and acute ischemic stroke with resulting right 
hemianopsia

COVID19 VACCINE JANSSEN 1242119-1 65+ years 15-30 days Ischemic Stroke on 4/15/2021; Extensive and closely adjoining foci of acute infarction in left, extending from 
parietal operculum through insula and external capsule to eat ependymal margin of left lateral ventricle;



COVID19 VACCINE JANSSEN 1246442-1 50-59 years 15-30 days

Muscle aches started about 12 hours after the injection.  First my legs and back but after another 12 hours it 
was mostly my legs.  Legs felt like the muscles were being pulled.  (It felt like the beginnings of the extreme 
reaction I had to ampicillin 2 decades earlier, though not nearly as severe.)  My arm swelled slightly, was 
warm at the injection site and ached about 12 hrs after the injection.  The leg aches lasted about 2 days, the 
arm ache lasted about 1 day and the slight arm swelling lasted about 6 days... Reason for my reporting:  I had 
an annual eye exam 4/14/21 where a retinal scan was done.  The optometrist saw some blood spots in my left 
eye and referred me to an ophthalmologist.  Ophthalmologist performed additional scans and tests including a 
Fluroescein angiography and determined I have BRVO (Branch Retinal Vein Occlusion) which is a series of blot 
clots in small vessels of the eye's main vein.  He did not say it could be a result of the vaccine but I have no 
risk factors associated with getting BRVO.  Since it is not affecting my vision yet, the doctor wants to monitor 
it in 3 months to make sure it has not worsened.  Since the Janssen vaccine was put on hold for causing other 
types of blot clots in women in my age group, I am wondering if the vaccine caused the blood clots in my eye.

COVID19 VACCINE JANSSEN 1248592-1 65+ years 15-30 days

I experienced a mini-stroke (TIA) in which my speech was affected and which resulted in me being hospitalized.  
For about 5 minutes, I was unable to find words and properly communicate.  I went to the ER and was 
admitted and had a battery of tests, kept overnight, and discharged the following day  My statin dose was 
increased, and I was put on a baby aspirin, in addition to Pradaxa blood thinner.  i believe that I may have had 
a vascular thrombi related to the effect of the medicine/spike protein.

COVID19 VACCINE JANSSEN 1251507-1 60-64 years 15-30 days

Department of Health received a call from her sister, in response to a call/letter/text sent out to all recipients 
of the Janssen vaccine. She stated that her sister received the J and J vaccine on 3/12/21 (confirmed in State 
vaccine system) at the hospital where she receives her oncology care.  She reported the following:  ""She had 
a massive stroke on MARCH 27TH, 2021 leaving her paralyzed on the right side with the inability to speak, 
swallow, or see. She was initially diagnosed with Ovarian cancer approximately three and one half years ago. 
She was chosen for a study with Pharmaceuticals and her diagnosis was changed to a vary rare form of cancer 
called clear cell carcinoma which originates in the gynecological area. She did have a previous stroke 
approximately three years ago, (just after original diagnosis) but she was on a different course of treatment at 
that time...Oncologists have explained that this most recent stroke event would not be considered a side 
effect of her current treatment routine. She wanted to bring it to the attention of the health department in 
case it needs to be looked at more closely by the J&J research/scientific team. She passed away on 4/5/21. 
Her current treatment consisted of palliative chemo only. ""  Decedent was a resident but was vaccinated in 
another state. After the CVA she was brought to the hospital and subsequently transferred to the Medical 
Center where she died on 4/5/2021. Sister is willing to speak with any investigators if deemed necessary.""

COVID19 VACCINE JANSSEN 1252018-1 65+ years 15-30 days

On 4/16/2021 went to the emergency room with high blood pressure that was noted as a ""hypertensive 
emergency"".  Was admitted into the hospital the next day where a CT scan confirmed that a blood clot in the 
brain occurred which led to a basal ganglia stroke.  After a 5 day stay in the hospital, patient is now in a full 
time rehab facility to attempt to recover her cognitive and speech skills, while also attempting to regain use 
of her right hand which is currently not functioning due to the stroke.""



COVID19 VACCINE JANSSEN 1258972-1 40-49 years 15-30 days

Hospitalist Discharge Summary Admission date/time Apr 23, 2021 at 00:19 Discharge date:  Apr 26, 2021 
Hospital course 47M pmh DMII, HTN, HLD, L basal ganglia stroke, pw right-sided weakness, gait imbalance, 
double vision and slurred speech beginning at 2:00 p.m. 4/22. on admission, double vision resolved; slurred 
speech, headache and right-sided weakness imbalance gait remain. 4/23am pt developed L pupil dilation and 
lethargy, MRI brain demonstrating acute stroke, allow permissive htn treat for sbp>220mmhg or DBP 
>120mmhg, cont asa/statin; US carotid nonacute/benign; TTE pending; ST/PT/OT. Tele benign. 4/24 BPs 
remain elevated, allow permissive htn to standards <220/120; cont st/pt/ot, a little improved participation 
today po intake etc. 4/25 cont to improve slowly, will be good candidate. cont allow permissive htn, no 
events on tele, cont asa/statin for significant stroke, add plavix. 4/26 pt cont improve clinically, BP stabilizing 
still permissive htn, recommend start home BP meds within 2-3 days once out of acute phase, pt accepted 
today, TTE benign doppler benign, but doesn't seem like bubble study done, recommend repeat as outpatient 
to ensure no positive bubble defer to pt's pcp f/u. double vision persists, pt currently w eye patch relief, 
recommend outpatient ophtho follow up closely after or during time. cont asa/plavix/statin, then transition to 
asa/statin as rx per guidelines. no afib on tele, consider zio patch on d/c to ensure no afib in young patient w 
x2 stroke. recommend hypercoag workup outpatient.   Acute stroke, L lacunar -asa/plavix/statin -permissive 
htn -tele -PT/OT/ST -TTE benign, nml ef, no bobble done? -repeat tte outpatient w bubble to ensure no R>L 
shunt -US carotid nonacute -MRI Brain 4/23 1.  Focal patchy restricted diffusion and FLAIR signal 
hyperintensity in the left medial thalamus/rostral midbrain compatible with acute lacunar type ischemic 
infarct. 2.  No significant intracranial mass effect, midline shift or extra-axial collection. 3.  Chronic left basal 
ganglia infarct approximating the anterior limb of the left internal capsule involving the head of the left 
caudate nucleus.

COVID19 VACCINE JANSSEN 1262703-1 65+ years 15-30 days Stroke

COVID19 VACCINE JANSSEN 1264000-1 65+ years 15-30 days My sister suffered a massive stroke with blood clots. Totally paralyzed on right side and limited speech.  
Unable to  function on her own,  receiving care at a Nursing  Home

COVID19 VACCINE JANSSEN 1267416-1 65+ years 15-30 days

73 y.o. male former smoker with PMH significant for coronary artery disease with history of CABG in 
12/22/2020, hypertension, hyperlipidemia, type 2 diabetes mellitus, GERD, hypertension, non proliferative 
diabetic retinopathy, sleep apnea presents to emergency room complaining of generalized fatigue and body 
aches ongoing for 2 weeks.  Patient received Johnson and Johnson COVID-19 vaccine 2 weeks ago.  Patient 
denies any fever or chills.  Denies any chest pain or shortness of breath.  No nausea or vomiting.  Poor 
appetite.  Patient had is the cardiac catheterization rehab post CABG, last session was 1 week ago.  Denies 
any sick contacts. ED vitals stable, afebrile.  Patient on room air.  Labs remarkable for lymphocytes 15.3, 
monocytes 10.9, glucose 190, BUN 21, creatinine 1.3, sodium 133, potassium 5.3, chloride 97. Lactate normal 
at 1.6, troponin 14, Last A1c 6.7 from 12/19/2020. EKG no acute ST wave changes EKG changes. CTA chest no 
pulmonary embolism seen.  Patchy airspace disease of the lungs suspicious for mild to moderate 
bronchopneumonia. Ultrasound Dopplers of the lower extremity right negative for DVT. COVID-19 positive. 
Patient received Rocephin, Zithromax in ED, ER asked to admit patient the hospital for observation due to 
ongoing fatigue and body aches from COVID-19 pneumonia.

COVID19 VACCINE JANSSEN 1273829-1 60-64 years 15-30 days Transient Ischemic Attic T.I.A.

COVID19 VACCINE JANSSEN 1278019-1 65+ years 15-30 days

On 4/9/2021 patient suffered from a Hemorragic Stroke on the left side of the brain making him unable to 
move his right leg and toes, right arm and hand, slight droop of right lip, and responding mostly in one word 
answers with delays at times.  He was hospitalized in the am hours, sent to ER and then to Neuro ICU for 3.5 
days and then moved onto a neuro floor for 1.5 days.  On 4/13/2021 he was transported to an acute 
rehabilitation center to receive OT, PT and Speech Theraphy.   On 4/19/2021 patient suffered from Ischemic 
Stroke on the right side of the brain, he became unresponsive.  He was intubated on 4/19/2021, placed into 
ICU and was removed from intubation, due to poor life outcome from the 2 strokes having affected his body, 
on 4/21/2021.

COVID19 VACCINE JANSSEN 1282311-1 30-39 years 15-30 days

Patient presented w/ loss of consciousness on 4/26. Initial workup negative. Pt then had a witnessed seizure 
requiring intubation for airway protection. After extubation on 4/29, patient was noted to have profound leg 
weakness out of proportion to brief intubation. Infectious and neurologic workup negative for transverse 
myelitis. Thought to be possibly auto-immune Guillain-Barre like peripheral neuropathy. Started on plasma 
exchange with immediate good response.



COVID19 VACCINE JANSSEN 1282510-1 65+ years 15-30 days

pt says she had a few episodes of feeling dizzy before having a stroke.  Pts right hand became numb, she had 
some confusion, she was nauseated and had a severe headache several days prior to going to the emergency 
room.  On 3/28/21 her face was dropping on the right side so was brought ER.  She was admitted and given CT 
and multiple test.  She was treated for a Stroke and stayed for about 3 days.  She was discharged to FU w/ 
Neurologist next week.

COVID19 VACCINE JANSSEN 1286417-1 65+ years 15-30 days

Patient with history of myasthenia gravis with multiple prior myasthenic crises requiring IVIG and one 
requiring intubation experienced myasthenia gravis exacerbation with no apparent trigger that began two 
weeks after receiving J&J vaccine. Daughters noticed he was having progressive difficulty swallowing, slurred 
speech, and generalized weakness. O2 sats were also noted to be lower than normal with pulse oximeter at 
home (92% compared to baseline of 95%). On day of admission patient had a mechanical fall while carrying a 
tray with his walker.  Hypoxic to 88% on arrival. Labs notable for leukocytosis (13.68), hyponatremia to 127 
and negative infectious workup. CTH with chronic microvascular changes and global atrophy but negative for 
acute process. He was admitted and continued on prednisone 5mg daily (outpatient regimen). Patient was 
started on a three day course of IVIG on 5/3/21 due to concern for myasthenia exacerbation with subsequent 
improvement.

COVID19 VACCINE JANSSEN 1286545-1 65+ years 15-30 days

Pt received vaccine in her home state, unable to get details of vaccine administration such as date, site, lot #, 
etc.  Per ED MD note : 81-year-old female with reported history of atrial fibrillation found down at hotel 
room.  Patient states she has been on the ground in the room for 3 days, she was found covered in feces.  
Alert and oriented x4 however intermittently appears confused and has varying history.  She does not know 
how she got on the ground, however denies fall or syncope.  No significant current complaints.  Slightly 
tachycardic and febrile, slightly hypertensive, exam without any significant acute findings, no obvious skin 
source of ulcer or infection, no focal neurological deficits, no pain.  Initiated aggressive fluid hydration and 
sepsis work-up.  EKG appears normal with no signs of ischemia or arrhythmia.  Labs show slightly elevated 
troponin, low magnesium, metabolic/lactic acidosis.  VBG relatively normal.  Urine negative for infection chest 
x-ray without evidence of pneumonia, no clinical signs or symptoms to identify source of infection.  Nothing to 
suggest meningitis at this time.  CT head is negative.  Unclear source of fever however empirically treated 
with antibiotics and fluids.  Patient remains hemodynamically stable with no hypotension.  She did arrive 
slightly hypoxic and with increased respiratory rate however clear lung sounds and no indications of heart 
failure, COPD/asthma.  CT chest without evidence of pulmonary embolism, focal pneumonia, or fluid overload.  
Respiratory status possibly related to compensation for metabolic acidosis that is likely due to lack of fluid 
intake due to being on the ground.  CK is normal and kidney function is normal.  Consulted medicine for 
admission for further evaluation and treatment.  Cardiology was also consulted for NSTEMI, agrees with 
current plan.   per H&P 4/28/21:   Altered mental status (R41.82): Etiology is not clear. Patient states she had 
J&J Covid vaccine about 3 weeks ago. Need to rule out cerebral venous sinus thrombosis. Get a CT scan of the 
brain with contrast. If negative will get CT venogram or MRV and MRI of the head. Neuro checks. Request PT 
OT and speech therapy evaluation. Check urine drug screen. Check blood alcohol level.    Non-STEMI (non-ST 
elevated myocardial infarction) (I21.4): Start argatroban drip until cerebral vein sinus thrombosis is excluded 
then we can switch to heparin drip. Start aspirin and statin. Check fasting lipid panel. Monitor on telemetry. 
Trend troponin. Request echocardiogram. Cardiology to consult. Dr.  was consulted from the ER.      + Beta-
Blocker Ordered: Beta-Blocker Ordered     + Aspirin Ordered: Aspirin Ordered     + Statin Ordered: Statin 
Ordered    Fall (W19.XXXA): Plan as documented above.    Rhabdomyolysis (M62.82): Hydrate and recheck CPK.    
Elevated liver enzymes (R74.8): Check hepatitis panel. Monitor levels.    Fever (R50.9): No clear source of 
infection. Follow up on blood cultures.   CT chest negative for infectious process. Check CT of the abdomen and 
pelvis.Start empiric antibiotics: Vancomycin and Zosyn.    Hypomagnesemia (E83.42): Administer magnesium 
sulfate. Repeat level in the morning.    Diabetes (E11.9): Start sliding scale insulin. Monitor fingersticks. 
Hypoglycemic protocol.  Check hemoglobin A1c.    Hypertension (I10): Fortunately patient is hemodynamically 
stable. We will cautiously start metoprolol. Adjust antihypertensives to optimal blood pressure control.    
Acidosis, lactic (E87.2): Likely due to profound volume depletion. Rule out sepsis. Hydrate and trend level.    
VTE: Argatroban.      + VTE Prophylaxis Assessment: Risk Level documented as Low Risk    Discharge Planning:        
+ Discharge Planning:           + Discharge To, Anticipated: Home independently  Per Intensivist note 4/30/21: . 

COVID19 VACCINE MODERNA 0981249-1 50-59 years 15-30 days I had covid nov 23 2020.  On jan 25 I had a stroke  Couldn't talk. Couldn't move my left arm or leg.  I received 
TPA.



COVID19 VACCINE MODERNA 0981910-1 30-39 years 15-30 days

called to report to her supervisor/employer that while she was at the gym working out she started to not 
feel well, she felt she was hyperventilating and then her left arm went numb and although she was awake, 
she not able to respond. The paramedics was contacted and came. She reported that once she was in the 
emergency department all her tests were clear, including her CT scan. The MD felt it was most likely a ""mini 
TIA"". She has fully recovered and denies any other symptoms at this time, but was instructed by her MD to 
contact the facility that administered her MODERNA covid vaccine.""

COVID19 VACCINE MODERNA 1002636-1 65+ years 15-30 days

On 1/17/2021 patient woke and began her day as usual, was found down by family member 1 hour later 
conscious but unable to speak and unable to move her R side.  She was admitted to the hospital - Initial NIHSS 
was 26 and CT imaging showed no acute hemorrhage but mild hypodensity of greater than 1/3 of the MCA 
territory (TPA not recommended).  CTA did show distal L M1/M2 occulsion and she was transferred to larger 
facility for thrombectomy.  Unfortunately the patient had persistent severe neurological deficits after 
thrombectomy.  Was discharged home on hospice care and expired on 1/23/21.

COVID19 VACCINE MODERNA 1023060-1 65+ years 15-30 days
Patient developed right sided hemiparesis on 2/5/2021. He presented to hospital on 2/7/2021 with these 
symptoms and diagnosed with an acute CVA and internal carotid artery occlusion. He was admitted to the 
hospital and discharged to inpatient rehab on 2/11/2021.

COVID19 VACCINE MODERNA 1023668-1 18-29 years 15-30 days
Headache started on 1/26. Woke up from a nap on 1/30 at 1:30pm and was having difficulty with speech. I 
could not say the words I wanted to and words that I could get out sounded very slurry. I went to the 
Emergency Room where I was stroke-activated. I was admitted to the hospital 1/30 and discharged 1/31.

COVID19 VACCINE MODERNA 1025460-1 65+ years 15-30 days

Patient went to bed totally fine and woke up saying he could not see in one eye. I rushed him to the 
emergency hospital they ran cat scans, MRI, heart tests etc. He stayed overnight while they checked. The 
next day we went to eye doctor who told him he had a eye stroke. He would regain some of his site not all of 
it. Something to do with blood clot or loss of blood to the eye. I was not satisfied with that so made another 
drs appointment for the next day with a different eye doctor. The first eye doctor gave us some blood test to 
do so we did it then. Later that evening we got an emergency call form the first eye doctor to get back to the 
hospital right away he could lose sight in the other eye.. They found some high c-reactive protein. Normal is 8 
his was over 40. They put him on heavy steroids and did biopsy on both temples of his eyes. This started last 
Wednesday morning. He was released from the hospital Monday Morning to see his regular doctor that 
afternoon. Test results for the eye would be Tuesday and all other vital tests came back fine thank goodness. 
On Tuesday the biopsy tests also came back negative so they are stopping steroids. I think they were looking 
for auto immune issues. Today we are going to Rheumatologist

COVID19 VACCINE MODERNA 1032838-1 40-49 years 15-30 days 01/25/21 developed ""Covid Arm""  rash, heat, itch continued for ~3 days - treated with antihistamine.   
02/15/21 experienced a TIA - no know risk factors prior to this event.""

COVID19 VACCINE MODERNA 1035877-1 30-39 years 15-30 days stroke 2/13/2021

COVID19 VACCINE MODERNA 1042458-1 65+ years 15-30 days Patient admitted with acute stroke, no prior history of same.  Mild hyperlipidemia, but otherwise no clear 
risk factors for stroke.  Unclear if anything to do with COVID vaccine.

COVID19 VACCINE MODERNA 1049648-1 65+ years 15-30 days I was notified on 2/22/21 that this patient passed away over the weekend. I do not know the details, nor can 
I confirm anything beyond what I was told. I believe the death occurred on 2/20/21 due to a massive stroke.



COVID19 VACCINE MODERNA 1056476-1 65+ years 15-30 days

Seizures; Mini stroke; Tired; A spontaneous report was received from a consumer concerning a 73-year-old 
male who received Moderna Covid-19 vaccine and experienced seizures, mini stroke, confused, agitated, eyes 
were abnormal, memory impairment, and tired.   The patient's medical history included heart attack and 
stent placement in 2011. His relevant concomitant medications include acetylsalicylic acid, candesartan 
cilexetil, clopidogrel bisulfate, diltiazem hydrochloride, ezetimibe, adenosine, gabapentin, metoprolol tartrate 
and rosuvastatin calcium.  The patient received their first of two planned doses of mRNA-1273 on 14 Jan 2021. 
On 10 Feb 2021, 30 minutes prior to the onset of the events, the patient received his second of two planned 
doses of mRNA-1273 (Lot#010M20A) intramuscularly in left deltoid for the prophylaxis of COVID-19 infection.   
On 10 Feb 2021, With in 30 minutes of receiving the vaccination, the patient had a seizure. They took him to 
the hospital, where he had a computerized tomography (CT) scan, blood work and had a consult. After consult, 
they said, it's a mini stroke. They released him and told her if it happens again call 911. He felt so tired and 
went to sleep at home. Around 17:00 dinner time, he woke up looked very blankly, and his wife reported 
knowing he had another seizure. She reported he ran to his keys saying, ""I have to go"", seemed confused, 
agitated and didn't know where he was. She called 911 andhe was transported to the hospital in an 
ambulance.  Around 19:00 the same day, he was admitted to do scans overnight. Around 21:00, patient's eyes 
were abnormal, he became agitated again and nurses confirmed he was having another seizure. 30 minutes 
later, he was talking to his wife and daughter as if he didn't remember anything. He mentioned some metallic 
taste in his mouth.  On 11 Feb 2021, they did an electroencephalogram (EEG) and confirmed that he was 
having seizure. He was prescribed seizure medication and released him from hospital. However, the patient 
and his wife reported not wanting him to take the medication as they believe the events were due to the 
vaccine. Treatment information was not provided.   Action taken with vaccine is not applicable as the patient 
received both the doses.  The outcomes of the events, seizures, mini stroke, and tired, were recovered.; 
Reporter's Comments: Very limited information regarding this event has been provided at this time.  The 
patient's medical history of heart attack and concomitant medication use can be confounding factor. Further 
information has been requested.""

COVID19 VACCINE MODERNA 1062907-1 50-59 years 15-30 days
I developed Bell's palsy on 2/21/2021, I do have a previous hx of this . It's a very mild case . On 3/01/2021 I 
suffered a TIA.  Waiting on getting MRI  to see if there's any blockage. All my vital signs were within normal 
limits. Not for sure there's a correlation .

COVID19 VACCINE MODERNA 1066166-1 65+ years 15-30 days

Patient is an 80-year-old male that is admitted for observation status for recent TIA symptoms and 
bradycardia.  He was seen in the emergency room this morning at approximately for complaints of posterior 
head and neck pressure, right arm numbness and tingling as well as a mild blurry vision in his right eye.  
Patient states that the symptoms from the right arm and eye blurriness lasted less than 1 hour.  And has 
completely resolved at this time.  Patient states that he still does have some posterior neck tightness.  But 
most of this is on the left side at this point.  Patient denies any increase in physical activity that he could 
attribute to the onset of the neck pain.  Patient states that it does feel tight when he turns his head from side 
to side.  Patient states that he no longer has a headache.  He does have a history of a possible mini stroke 
approximately 10 years ago.  He has had no other recent cardiac problems, or any other strokelike symptoms 
since that time.  Patient takes medications for his cholesterol and a baby aspirin daily.  Patient is fairly active 
and continues to drive a semi-5 days a week.  TIA     Neurochecks every 4 hours     Carotid Dopplers 3/2 
Bradycardia     Echocardiogram 3/2     Last echo 1/4/2019, EF 60% Discharged home 3/2/21.

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

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 1086021-1 65+ years 15-30 days

Possible Stroke; Unable to speak/Lack of pronunciations; Fatigue; A spontaneous report was received from a 
health care professional concerning 75-years old male patient who experienced stroke (Cerebrovascular 
accident), unable to speak/ lack of pronunciations (Speech disorder) and fatigue (Fatigue).  The patient's 
medical history included heart attack. Concomitant medications included included Metoprolol, HCTZ, 
Irbesartan, and Aspirin.  On 08 Jan 2021, the patient received their first of two planned doses of mRNA-1273 
(lot/batch: 012L201A) intramuscularly in the Anatomical location for prophylaxis of COVID-19 infection.  On 05 
Feb 2021, approximately four days prior to the events, the patient received their second of two planned doses 
of mRNA-1273 (lot/batch: 030L20A) intramuscularly in the Anatomical location for prophylaxis of COVID-19 
infection.  On 06 Feb 2021, the patient experienced fatigue.  On 09 Feb 2021, the patient experienced the 
events stroke and unable to speak/ lack of pronunciations. The events resulted in hospitalisation as 
seriousness criteria. The patient was admitted to the hospital on 09 Feb 2021. The patient was moved to ICU 
for 24 hours, and was the patient was discharged from Hospital on 11 Feb 2021. Treatment for the event 
included Eliquis and 80 mg chewable aspirin.  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 events 
stroke, unable to speak/ lack of pronunciations and fatigue were considered as recovered/resolved.; 
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, a causal relationship cannot be excluded. Of note, the patient has 
a pre-existing history of heart attack which is a strong confounder for the reported CVA and speech disorder. 
Fatigue is consistent with the known safety profile of the vaccine.

COVID19 VACCINE MODERNA 1086926-1 Unknown 15-30 days

thought that it might be a stroke; Lip is dripping at the right side; A spontaneous report was received from a 
Healthcare professional which concerns 37-year-old male nurse patient who received Moderna's COVID-19 
vaccine (mRNA-1273) and who experienced a situation where his right lip is dripping and thought that it might 
be a stroke.  The patient's medical history was not provided. The concomitant medication included Tizanidine.  
On 23-Dec-2021, approximately 27 days prior to the events, the patient received their first of two planned 
doses of mRNA-1273 (Lot number: 037K20A) intramuscularly for prophylaxis of COVID-19 infection.   On 18-Jan-
2021, Patient experienced a situation where his right lip are is dripping and thought that it might be a stroke.  
Treatment information was not provided.  Action taken with mrna-1273 in response to the events was 
unknown.  The outcome of the event(s) where his right lip is dripping and thought that it might be a stroke 
was unknown.; Reporter's Comments: Limited information regarding these events has been provided at this 
time.  Further information has been requested.

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 1108903-1 65+ years 15-30 days

Pharmacy staff tried to contact patient to confirm appointment for second dose. Patient's sister answered the 
phone and stated that the patient had a stroke on 03-16-2021, that he was in the hospital.  She could not 
discuss it further because the patient's mother was next to her, and did not know that her son went to 
hospital. Patient's mother received vaccine the same day.

COVID19 VACCINE MODERNA 1111862-1 65+ years 15-30 days 5 days after vaccination patient admitted to hospital with acute ischemic stroke. she was ""dragging"" her left 
leg""



COVID19 VACCINE MODERNA 1119813-1 Unknown 15-30 days

Suffered 2 strokes; kidney stone surgery; A spontaneous report was received from a consumer concerning a 62 
year-old, female patient, who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced 
cerebrovascular accident,and renal stone surgery.   The patient's medical history was not provided., included 
allergy to cefaclor and hereditary hemorrhagic telangiectasia.Concomitant medications reported included 
Atrovastin, Aspirin, Clopidogrel, Olicolic oil.  On 21 Jan 2021 , approximately 28 days  prior to the onset of the 
events, the patient received the first of two planned doses of mRNA-1273 (Lot number: 032120A) via unknown 
route in an unknown site for prophylaxis of COVID-19 infection. Before the scheduled second dose of Moderna 
Vaccination patient developed adverse events.  On 16 Feb 2021, patient had surgery for kidney stone. On 17 
Feb 2021 she developed a stroke and again on 26 Feb 2021 she developed second stroke.The event stroke 
was considered serious and medically significant.  The treatment taken for the events was reported as 
unknown. Action taken with mRNA-1273 in response to the events was unknown..  The outcomes of the 
events 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 1123876-1 65+ years 15-30 days

Stroke; A spontaneous report was received from a consumer concerning her husband, a 75 years old, male 
patient who received Moderna (mRNA-1273) vaccine and experienced Stroke (Cerebrovascular accident).  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: prefervifion.  On 14-Feb-2021, prior to the onset of the 
symptoms, the patient received their first of two planned doses of mRNA-1273 (Batch number: 
031M20A)intramuscularly for prophylaxis of COVID-19 infection.   On 1-Mar-2021, the patient had a stroke and 
was hospitalized on the same day. The patient is still hospitalized. No laboratory details were provided.  On 
14 Mar 2021, the patient has their second shot scheduled.  Treatment information provided by the reporter 
included: Aspirin, prolix, cleft, lovenox.  Action taken with mRNA-1273 in response to the event was unknown  
The outcome of the event, Stroke was considered Not resolved.; Reporter's Comments: Very limited 
information regarding this event has been provided at this time.  Further information has been requested.

COVID19 VACCINE MODERNA 1124712-1 40-49 years 15-30 days

Volunteered on March 1st to help with vaccines- I filled syringes with the Moderna vaccine.    On  3/6/2021 at 
11:24 AM I presented  with dizziness, slurred speech, a feeling of my lip dropping to the right, and weakness 
in left upper extremity.  Called my daughter whom arrived within 10 minutes. After asking me some questions 
and exercises she  said my strength in the left upper extremity was weak compared to the right.  My 
daughter took me to ER, at check in I said I think I had a stroke. I was admitted, and neurology was consulted. 
In the ER they called it a TIA, and after imaging a  diagnosis of stroke was made.    Acute frontoparietal 
infarct, ASA/plavix, lipitor, PT/OT, Neurologist follow up.    After discharge I have been meeting with PT/OT 
following exercises. Met with my PCP and continued medications Aspirin 81 mg, atorvastatin 80 mg, 
clopidogrel 75 mg. Still have muscle aches, and pain in the left upper extremity- especially 3rd and 5th digits.

COVID19 VACCINE MODERNA 1126925-1 65+ years 15-30 days Massive Stroke
COVID19 VACCINE MODERNA 1127653-1 65+ years 15-30 days Death by Hemorrhagic Stroke



COVID19 VACCINE MODERNA 1129681-1 65+ years 15-30 days

Congestive Heart Failure; fluid on lungs; He was found to have fluid on the heart; Shortness of breath; Stroke; 
A spontaneous report was received from a family member concerning reporter's husband who was also a 86-
years-old, male patient who received Moderna's COVID-19 Vaccine (mRNA-1273) and who experienced 
stroke/cerebrovascular accident, congestive heart failure/cardiac failure congestive, he was found to have 
fluid on lungs and hear /pulmonary oedema and pericardial effusion and shortness of breath/dyspnoea.  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: 027L20A) on 23 Jan 2021. On 
20 Feb 2021, approximately one day prior to the onset of the symptoms, the patient received their second of 
two planned doses of mRNA-1273 (Batch number: 039K20A) intramuscularly for prophylaxis of COVID-19 
infection.  On 21 Feb 2021, the patient had a stroke. The patient consulted with general practitioner on 22 
Feb 2021 who ordered a magnetic resonance imaging (MRI). Patient started to develop shortness of breath on 
22 Feb 2021. The MRI on 24 Feb 2021 confirmed that the patient had suffered a stroke. On 05 Mar 2021 the 
patient went to the emergency room with shortness of breath. The patient was diagnosed to have fluid on 
the heart and lungs and with congestive heart failure. Treatment for the events included Clopidogrel and 
aspirin.  The patient received both scheduled doses of mRNA-1273; therefore, action taken with the drug in 
response to the events is not applicable.  The outcomes of the events 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 event, a causal relationship cannot be excluded.

COVID19 VACCINE MODERNA 1134852-1 65+ years 15-30 days
The PA-C who patient sees per daughter in law said the PA suspects the vaccine given 2/15/2021 may have 
caused the stroke that occurred on 3/12/2021.  Although, the patient had TIA three months prior.  The PA-C 
from the Clinic in the area.

COVID19 VACCINE MODERNA 1135294-1 65+ years 15-30 days

Mini stroke thing; Hot; 15-20 sec she had hard time talking; Mumbling; Fatigue; Chills; A spontaneous report 
was received from a consumer concerning his wife a 71-years-old female patient who received Moderna's 
COVID-19 vaccine (mRNA-1273) and experienced fatigue, hot/ feeling hot, chills and for 15-20 sec she had hard 
time talking/ dysarthria, mumbling/ speech disorder, like mini stroke thing/ transient ischaemic attack.  The 
patient's medical history included high blood pressure. Concomitant medications included pill for high blood 
pressure.  On 08 Feb 2021, prior to the onset of the events the patient received their first of two planned 
doses of mRNA-1273 (Batch Number: Unknown) intramuscularly in the left arm (non-dominant) for prophylaxis 
of COVID-19 infection. On 08 Mar 2021, prior to the onset of the events the patient received their second of 
two planned doses of mRNA-1273 (Batch Number: Unknown) intramuscularly in the left arm for prophylaxis of 
COVID-19 infection.  On 08 Mar 2021, on the same night the patient experienced felt fatigue, hot, chills and for 
15-20 sec the patient had hard time talking, mumbling, like mini stroke thing a medically significant event.  
No treatment information was provided.   The patient received both scheduled doses of mRNA-1273 prior to 
the events, therefore action taken with the drug in response to the events was not applicable.  The outcome 
of the events, fatigue, hot, chills and for 15-20 sec she had hard time talking, mumbling, like mini stroke thing 
was not reported.; Reporter's Comments: Based on the current available information and temporal association 
between the use of the product and the start date of the events, a causal relationship cannot be excluded.  
The patient's medical history of high blood pressure is a risk factor for stroke and hence remains a confounder 
for causality. The patient did not consent for the follow up.



COVID19 VACCINE MODERNA 1135713-1 Unknown 15-30 days

Stroke; Missed or late 2nd dose; A spontaneous report was received from a consumer concerning, a female 
patient of unspecified age, who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced stroke 
and missed or late 2nd dose.  The patient's medical history was not provided. No relevant concomitant 
medications were provided.  On 03 Feb 2021, the patient received their first of the two planned doses of 
mRNA-1273 (lot/batch: unknown) intramuscularly for prophylaxis of COVID-19 infection.  The patient missed 
the second dose which was scheduled on 05 Mar 2021 as she was hospitalized for a stroke.  No Laboratory 
investigations were provided. No Treatment information provided.  Action taken with mRNA-1273 in response 
to the events was unknown.  The outcome of the event, missed or late second dose was considered resolved 
on 05 Mar 2021. The outcome of the event stroke 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 1136657-1 65+ years 15-30 days NA 74 y/o several comorbidities. Stroke
COVID19 VACCINE MODERNA 1139859-1 65+ years 15-30 days CVA - ischemic  stroke of frontal lobe and parietal lobe

COVID19 VACCINE MODERNA 1146475-1 65+ years 15-30 days
Patient returned to immunization clinic for 2nd dose of vaccine.   He reported that he had a stroke 
approximately 1 month after his COVID vaccine.  I advised nurse to not vaccinate today as this may be a 
vaccine adverse event.

COVID19 VACCINE MODERNA 1147623-1 65+ years 15-30 days Cerebellar stroke

COVID19 VACCINE MODERNA 1147679-1 Unknown 15-30 days

TIA with expressive aphasia; TIA with expressive aphasia; Blood pressure has been all over the place, getting 
as high as 160/90; Extreme light sensitivity and even closing her eyes in a dark room felt like a spot light was 
on her; Trouble sleeping; A Spontaneous report was received from a Consumer concerning for herself, a female 
patient of an unspecified age who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced 
transient ischemic attack (TIA) with expressive aphasia/Transient ischaemic attack, transient ischemic attack 
(TIA) with expressive aphasia/Transient ischaemic attack/aphasia, blood pressure has been all over the place, 
getting as high as 160/90/blood pressure increased, extreme light sensitivity and even closing her eyes in a 
dark room felt like a spotlight was on her/ Photophobia and trouble sleeping/Insomnia.  The patient's medical 
history was not provided. Concomitant product use was not provided by the reporter.  On 27Jan2021, prior to 
the onset of events, the patient received their first of two planned doses of mRNA-1273 (batch number: 
unknown) via Intramuscular route for COVID-19 infection prophylaxis. On 24Feb2021, prior to the onset of 
events, the patient received their second of two planned doses of mRNA-1273 (batch number: unknown) via 
Intramuscular route for COVID-19 infection prophylaxis.  On 24Feb2021, 30 minutes after receiving the 
vaccine, patient started speaking and gibberish came out. The patient stated that she could not form words. 
The patient's physician diagnosed it as transient ischemic attack (TIA) with expressive aphasia. The patient 
had extreme light sensitivity and even closing her eyes in dark room felt like a spotlight was on her therefore, 
she had trouble sleeping. The patient also stated that her blood pressure had been all over the place, getting 
up to 160/ 90. The patient was treated with Excedrin (aspirin/paracetamol/caffeine).  The seriousness criteria 
for the event transient ischemic attack (TIA) with expressive aphasia was medically significant.  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, transient ischemic attack (TIA) with 
expressive aphasia, blood pressure has been all over the place, getting as high as 160/90, extreme light 
sensitivity and even closing her eyes in a dark room felt like a spotlight was on her and trouble sleeping were 
unknown.; Reporter's Comments: Very limited information regarding these events has been provided at this 
time. Further details regarding the subject's medical history, investigations and treatment is necessary for 
assessment. Further information has been requested.



COVID19 VACCINE MODERNA 1150488-1 65+ years 15-30 days

mini stroke; still weak; A spontaneous report (United States) was received from a consumer concerning an 80 
years old, female patient, who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced event 
mini stroke/transient ischaemic attack and still weak/asthenia.  The patient's medical history was not 
provided. The concomitant medications on use were also not provided.  On 26 Feb 2021, approximately 17 
days prior to the onset of the events, the patient received their first of two planned doses of mRNA (Batch 
number: 011A21A) through unknown route of administration for prophylaxis of COVID-19 infection.  On 15 Mar 
2021, patient experienced mini stroke. The patient was hospitalized on the same day till 17 Mar 2021.It was 
serious event which required hospitalization.  Laboratory tests performed included ultrasounds, cat scan of the 
brain, MRI of brain, ultrasound of arteries, and chest x-ray. The findings of lab tests were not provided. The 
patient was given acetylsalicylic acid and an injection in the belly to prevent blood clots.  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 and temporal association between the use of the 
product and the start date of these events, a causal relationship cannot be excluded

COVID19 VACCINE MODERNA 1151944-1 65+ years 15-30 days
Patient admitted to the hospital with a CVA with right sided weakness and chest pain. Chest pain radiated to 
her right arm and had significant shortness of breath. Symptoms started one week prior to seeking 
emergency care.

COVID19 VACCINE MODERNA 1153324-1 50-59 years 15-30 days stroke
COVID19 VACCINE MODERNA 1154501-1 65+ years 15-30 days Within days symptoms of likely CVA. Within one week diagnosis of shingles.
COVID19 VACCINE MODERNA 1156284-1 65+ years 15-30 days Cerebral stroke on 3/23/21

COVID19 VACCINE MODERNA 1161998-1 65+ years 15-30 days

Diagnosed with Mild Stroke; Forgetfulness; A spontaneous report was received from a consumer concerning a 
48-year-old, female patient, who experienced  no movement in her eft arm, all the way to her hand and felt 
no movement in lip or chin. She experienced numbness on the side of her face and was forgetful and 
Forgetfulness.   The patient's medical history was not provided. Products known to have been used by 
patient, within two weeks prior to the event, included atorvastatin calcium, acetylsalicylic acid, sodium 
alginate, sodium bicarbonate, vitamin d and antidepressants.  On 12-FEB-2021, prior to the onset of the 
events, the patient received her first of two planned doses of mRNA-1273 (Lot number: Unknown) 
intramuscularly in the left arm for prophylaxis of COVID-19 infection. On 12-MAR-2021, prior to the onset of 
the events, the patient received her second of two planned doses of mRNA-1273 (Lot number: 003A21A) 
intramuscularly in the left arm for prophylaxis of COVID-19 infection.   On 14-MAR-2021, approximately two 
days after receiving her vaccine, the patient began experiencing no movement in her left arm, all the way to 
her hand and felt no movement in lip or chin. She experienced numbness on the side of her face and was 
forgetful. The patient went to the hospital and was diagnosed with a stroke and felt forgetfulness.  On 16-
MAR-2021, the patient was discharged from hospital. She was able to use her arm, although her hand was 
still stiff, and her fingers could move.  Treatments for the events was not reported.  Action taken with mRNA-
1273 in response to the events was not reported.   The outcome of the event, cerebrovascular accident and 
forgetfulness 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 1163147-1 30-39 years 15-30 days

Patient experienced a lingering headache that increased in the days leading up to an ischemic stroke that 
occurred 16 days after receiving the second dose. Emergency Department CT confirmed an occlusion  of the 
midline cranial artery. TpA (clot buster) was administered on 3/3/21. Subsequent TEE confirmed a patent 
foramen ovale (PFO), which was closed with a surgical procedure on 3/30/21.

COVID19 VACCINE MODERNA 1163510-1 65+ years 15-30 days Symptoms began on 3/24/21 and progressed until 3/28/21. Diagnosis is he suffered a spinal stroke, involving 
T6-T10. He is paralyzed from just below his nipple line, all the way down.

COVID19 VACCINE MODERNA 1163729-1 65+ years 15-30 days My Mom had a stroke 3 weeks to the day she got her second shot
COVID19 VACCINE MODERNA 1166439-1 65+ years 15-30 days new CVA symptoms, memory, slurred speech, > weakness, < oxygenation, > confussion

COVID19 VACCINE MODERNA 1176324-1 65+ years 15-30 days
She was admitted at hospital on 3/9/21-3/11/21 due to ischemic stroke which she received TPA and 
mechanical thrombectomy for L MCA M1 occlusion. Her symptoms include aphasia, R facial droop, R side 
weakness. Patient report no residual deficits.



COVID19 VACCINE MODERNA 1177522-1 65+ years 15-30 days

Initial symptom was difficulty urinating, then developed a fever and weakness. Fell in the bathroom.  Went to 
ER; they ran labs, did EKG, chest X-ray, covid test (negative).  Their conclusion was unspecified virus.  The next 
day he had slight fever and body aches, with pins and needles pain in arms and back.  Still having difficulty 
urinating.  Next morning still unable to urinate and having severe pain in abdomen.  Very weak and unable to 
walk.  We called 911 and had him transported to ER.  They inserted catheter and drained his bladder, 
attached bag to his leg.  Their diagnosis was inflamed prostate.  They did not address his weakness and 
inability to stand.  He was instructed to see his primary physician and a urologist after the weekend.  As that 
day progressed, he became unable to control his left leg.  By the next morning, he couldn't move either leg.  
Called 911 and he was transported back to ER.  They attempted to do an MRI but the machine broke down.  
He was transferred to a medical center that evening, where he had an MRI and was admitted.  The initial 
diagnosis was inflamed spine, but the 2nd day the neurologist told us he had a spinal stroke.

COVID19 VACCINE MODERNA 1187500-1 65+ years 15-30 days stroke

COVID19 VACCINE MODERNA 1187870-1 65+ years 15-30 days On 3/25/21, he went to Hospital because of a high fever. One 3/28/21, he had a moderate stroke in his frontal 
lobe and can no longer talk, understand basic things or take care of himself.

COVID19 VACCINE MODERNA 1189575-1 65+ years 15-30 days

Minor brain attack; Partial loss of speech; This spontaneous case was reported by a patient family member or 
friend and describes the occurrence of CEREBROVASCULAR ACCIDENT (Minor brain attack) in an 82-year-old 
male patient who received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. The occurrence 
of additional non-serious events is detailed below.     The patient's past medical history included No adverse 
event (No reported medical history).    On 02-Mar-2021, the patient received first dose of mRNA-1273 
(Moderna COVID-19 Vaccine) (unknown route) 1 dosage form. On 23-Mar-2021, the patient experienced 
CEREBROVASCULAR ACCIDENT (Minor brain attack) (seriousness criterion hospitalization) and APHASIA 
(Partial loss of speech). The patient was hospitalized for 3 days due to CEREBROVASCULAR ACCIDENT. At the 
time of the report, CEREBROVASCULAR ACCIDENT (Minor brain attack) and APHASIA (Partial loss of speech) 
outcome was unknown.        The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Unknown) was 
unknown.       Products known to have been used by the patient, within two weeks prior to the event, 
included unspecified diabetes and blood pressure medications. Treatment medications included unspecified 
blood pressure and blood thinner medications.  Based on the current available information and temporal 
association between the use of the product and the start date of the events, a causal relationship cannot be 
excluded. However, the patient's age and comorbidities may be confounding factors for causality assessment.; 
Sender's Comments: Based on the current available information and temporal association between the use of 
the product and the start date of the events, a causal relationship cannot be excluded. However, the patient's 
age and comorbidities may be confounding factors for causality assessment.

COVID19 VACCINE MODERNA 1196486-1 65+ years 15-30 days

Patient was in usual state of health when received first Covid Moderna vaccine on 2/2/21 and did fine until 
about 2/17.  He started c/o discomfort and appetite decreased.  2/18/21 had low grade fever.  2/22  fever and 
generalized weakness and abnormal labs (elevated potassium).  2/22 hydration was started.  2/25 antibiotic 
started for UTI for 7 days.  Patient seem to improve except appetite.  Since vaccine, patient remained on 
frequent IV hydration and had poor appetite through February into March.  On 3/2/21, patient received 2nd 
dose of  Moderna Vaccine while on Augmentin for UTI, issue with dehydration and appetite.  By 3/4/21, 
patient was noticed to have trouble chewing and swallowing.  Speech was ordered.   On 3/5/21, it was noted 
patient had continued poor appetite, weakness, dehydration risk, debility.  On 3/8/21, it was noted patient 
had intermittent confusion.  By 3/10/21, patient was more alert.   Patient remained fairly consistent from that 
time with poor appetite, dehydration issue, weakness and dysphagia management.  Then on 3/27/21 he 
became disoriented, wheezing, labored breathing,   Vitals were 92% oxygen on room air, Temp 97.5, 158/62, 
pulse 94.  Oxygen started and sent to ER.  Family reported patient is admitted to hospital with mild stroke 
and UTI.   The vaccine seemed to change patient's state of health about 2 weeks post first dose with multiple 
sequelae.  This seems similar to timing of actual COVID infection pattern when it is the actual virus.



COVID19 VACCINE MODERNA 1197611-1 Unknown 15-30 days

Massive heart attack; Death; vomiting; Stroke; This spontaneous case was reported by a consumer and 
describes the occurrence of MYOCARDIAL INFARCTION (Massive heart attack), CEREBROVASCULAR ACCIDENT 
(Stroke) and DEATH (Death) in a 73-year-old female patient who received mRNA-1273 (Moderna COVID-19 
Vaccine) (batch nos. 011m20a and 013a21a) for COVID-19 vaccination. The occurrence of additional non-serious 
events is detailed below.     The patient's past medical history included No adverse event. Concomitant 
products included LOSARTAN POTASSIUM (COZAAR) for an unknown indication.   On 05-Feb-2021, the patient 
received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 05-Mar-
2021, received second dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed 
to 1 dosage form. On 11-Mar-2021, the patient experienced DEATH (Death) (seriousness criterion death) and 
VOMITING (vomiting). In March 2021, the patient experienced MYOCARDIAL INFARCTION (Massive heart 
attack) (seriousness criteria hospitalization and life threatening) and CEREBROVASCULAR ACCIDENT (Stroke) 
(seriousness criterion medically significant). On 11-Mar-2021, MYOCARDIAL INFARCTION (Massive heart 
attack), CEREBROVASCULAR ACCIDENT (Stroke) and VOMITING (vomiting) had resolved. The patient died on 
11-Mar-2021. The cause of death was not reported. It is unknown if an autopsy was performed.      
DIAGNOSTIC RESULTS (normal ranges are provided in parenthesis if available): On 05-Mar-2021, 
Echocardiogram: unknown (Inconclusive) unknown.     For mRNA-1273 (Moderna COVID-19 Vaccine) 
(Intramuscular), the reporter did not provide any causality assessments.   No concomitant medication 
information also included inhalers, non specified and eye drops non specified. No treatment information was 
reported.   Based on the current available information and temporal association between the use of the 
product and the start dates of the events,  a causal relationship cannot be excluded.; Sender's Comments: 
Based on the current available information and temporal association between the use of the product and the 
start dates of the events,  a causal relationship cannot be excluded.; Reported Cause(s) of Death: unknown 
cause of death

COVID19 VACCINE MODERNA 1198582-1 65+ years 15-30 days

Patient presented to the ER with right sided extremity weakness.  Initial CT showed no hemorrhagic stroke so 
patient was admitted for treatment of ischemic stroke.  Was started on IV Heparin drip and condition 
improved greatly.  Subsequent CT showed small ischemic stroke on left.  Patient recovered and was sent 
home on Plavix, Aspirin and Atorvastatin.

COVID19 VACCINE MODERNA 1199548-1 65+ years 15-30 days

3/18/21 admitted via ER  for Transient cerebral ischemia (left sided weakness/paralysis primarily left arm)- 
discharged 3/19/21 3/19/21 Acute Stroke (progression of symptoms, involving left arm and leg/foot drop)- 
transported via ambulance to ER and admitted again, then transferred to inpatient rehab ~3/23/21 and 
discharged to home 3/31/21

COVID19 VACCINE MODERNA 1199585-1 65+ years 15-30 days
Facility manager reported patient presenting with hypertension per the EMS when they were taking her to 
the hospital.  No reported symptoms prior to Friday.  Retirement home was informed that patient had a 
stroke on Friday.

COVID19 VACCINE MODERNA 1200915-1 65+ years 15-30 days She is high risk but she had a stroke within a couple of weeks of the Moderna vaccine. There's no way to 
know if it is related but definitely something that needs to be tracked.

COVID19 VACCINE MODERNA 1200940-1 65+ years 15-30 days Right MCA ischemic stroke with full left hemiparesis,  mostly resolved with tPa. Idiopathic. Negative work up 
for coronary artery or carotid artery or intracerebral artery disease, arrhythmias, anatomic cardiac disease.

COVID19 VACCINE MODERNA 1204126-1 50-59 years 15-30 days Ischemic Stroke - resulting in ICU stay



COVID19 VACCINE MODERNA 1204693-1 40-49 years 15-30 days

presents with progressively worsening dyspnea on exertion for the last few weeks, much worse over the last 
one day.    Patient reports feeling fatigued, having cough, and feeling more short of breath for the last day, 
and has developed central chest pain which is pleuritic in the emergency department.  She reports that the 
chest pain is 4/10 in severity and does not radiate.  Her caregiver at bedside reports that the patient has had 
worsening dyspnea on exertion for the last 3 or so weeks.  Of note, she becomes dyspneic with limited 
exertion, such as going up a flight of stairs, at baseline.  She had a fever of 101.4 ¶F at home earlier today, 
but denies chills or diaphoresis.  He had 1 episode of nonbloody vomiting earlier today.  Denies nausea at this 
time.  She received her second dose of the Moderna COVID vaccine yesterday, 4 weeks after the first.   They 
note that approximately 5 years ago, she had a prolonged admission for which she was transferred to OHSU 
and was on ECMO for a time before making a nearly full recovery.  She has had the baseline dyspnea on 
exertion since that time.   Review of Systems  Constitutional: Positive for fever and malaise/fatigue. Negative 
for chills.  HENT: Negative for sore throat.   Eyes: Negative for blurred vision.  Respiratory: Positive for cough 
and shortness of breath. Negative for hemoptysis, sputum production and wheezing.   Cardiovascular: Positive 
for chest pain.  Gastrointestinal: Negative for abdominal pain, diarrhea and vomiting.  Genitourinary: 
Negative for dysuria and frequency.  Musculoskeletal: Negative for back pain.  Skin: Negative for rash.  
Neurological: Positive for weakness. Negative for tingling, sensory change and focal weakness.  
Endo/Heme/Allergies: Does not bruise/bleed easily.  Psychiatric/Behavioral: The patient is nervous/anxious.       
Past Medical History: Past Medical History: Diagnosis Date ? Developmental delay, moderate since birth   
Functional equivalent to 10-12 year old, no formal testing done otherwise.   ? DVT (deep venous thrombosis) 
(HCC) 1/2016   while on ECMO ? Personal history of ECMO 1/2016   - ARDS after unknown viral illness   Past 
Surgical History: Procedure Laterality Date ? LUNG BIOPSY Left 1995   Mass noted following an MVA, was 
benign ? MASS EXCISION Right 2006   Growth removed from right knee ? PROCEDURE N/A 1/20/2021   
Procedure: LAPAROSCOPIC CHOLECYSTECTOMY; CHOLANGIOGRAMS;  Service: Procedures;  Laterality: N/A;  
POSSIBLE COMMON BILE DUCT ? PROCEDURE N/A 1/20/2021   Procedure: RIGID 
ESOPHAGOGASTRODUODENOSCOPY;  Service: Procedures;  Laterality: N/A;   Medications administered in the 
ED: Medications doxycycline (VIBRAMYCIN) 100 mg in sodium chloride 0.9 % (NS) 100 mL IVPB (100 mg 
Intravenous New Bag 4/9/21 2235) ceftriaxone (ROCEPHIN) 1 g in 50 mL SNAP IVPB (0 g Intravenous Stopped 
4/9/21 2234)  Physical Examination: GEN: Very pleasant female sitting up in bed in NAD. Slightly anxious 
appearing.  HENT: Moist mucous membranes. No posterior oropharyngeal erythema or exudates. NECK: 
Supple. No cervical or supraclavicular lymphadenopathy.  CARDIOVASCULAR: Tachycardic rate and regular 
rhythm. No murmurs, rubs, or gallops. No pain with palpation of chest wall.  PULM: Normal effort. No use of 
accessory muscles. Clear to auscultation bilaterally. No wheezes or crackles. ABD: Soft. Non tender. Non 
distended.  EXT: No lower extremity edema. SKIN: No suspicious lesions noted on the exposed skin.    EKG: 
04/09/21  Rhythm: Sinus tachycardia  Rate: 111  Axis: normal  Intervals: normal   Concern for possible inferior 
infarct noted, but felt less consistent with true ST depression  Recent Imaging: Chest x-ray, 04/09/21:  

COVID19 VACCINE MODERNA 1205884-1 60-64 years 15-30 days
Symptoms: Loss of Short Term Memory for 7 hours Event: Ischemic stroke on right parietal superior cortex 
1.2cm Treatment: aspirin 325 mg 1 daily; atorvastatin 40 mg 1 daily Outcome: hospital stay, 2 days. Sent 
home for recovery. Follow up with Primary Care Physician in 1 week

COVID19 VACCINE MODERNA 1206050-1 65+ years 15-30 days Right Lacunar Stroke causing loss of feeling on entire left side.  Most feeling has returned except in left 
forearm and hand which has only partially recovered.



COVID19 VACCINE MODERNA 1206885-1 65+ years 15-30 days

Brain bleed; Stroke; She has not received the second dose; This spontaneous case was reported by a non-
health professional and describes the occurrence of CEREBROVASCULAR ACCIDENT (Stroke) and CEREBRAL 
HAEMORRHAGE (Brain bleed) in an 85-year-old female patient who received mRNA-1273 (Moderna COVID-19 
Vaccine) (batch no. 012L20A) for COVID-19 vaccination. The occurrence of additional non-serious events is 
detailed below.     The patient's past medical history included No adverse event (No reported medical history).    
On 07-Jan-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1 
dosage form. On 02-Feb-2021, the patient experienced CEREBROVASCULAR ACCIDENT (Stroke) (seriousness 
criterion hospitalization). On an unknown date, the patient experienced CEREBRAL HAEMORRHAGE (Brain 
bleed) (seriousness criterion hospitalization) and PRODUCT DOSE OMISSION ISSUE (She has not received the 
second dose). At the time of the report, CEREBROVASCULAR ACCIDENT (Stroke), CEREBRAL HAEMORRHAGE 
(Brain bleed) and PRODUCT DOSE OMISSION ISSUE (She has not received the second dose) outcome was 
unknown. Not Provided      The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Unknown) was 
unknown.       Based on the current available information and temporal association between the use of the 
product and the start dates of the events of the serious, a causal relationship cannot be excluded.  It is likely 
the reported ""stroke"" and ""brain bleed"" are descriptions the same event but this is not definitively stated. 
This report also refers to an event of dose omission.  There were no AEs specifically associated with this 
medication error; Sender's Comments: Based on the current available information and temporal association 
between the use of the product and the start dates of the events of the serious, a causal relationship cannot 
be excluded.  It is likely the reported ""stroke"" and ""brain bleed"" are descriptions the same event but this is 
not definitively stated. This report also refers to an event of dose omission.  There were no AEs specifically 
associated with this medication error""

COVID19 VACCINE MODERNA 1208285-1 65+ years 15-30 days Blood clot in brain caused stroke

COVID19 VACCINE MODERNA 1209374-1 50-59 years 15-30 days

Experienced a Left Basal Ganglia  cerebrovascular stroke on 1/12/21.  Onset approximately 1805 with 
numbness and tingling in  right forearm.  This went away and at approximately 1900 symptoms returned with 
addition of right lower extremity numbness and tingling  and inability to write.  There were no cognitive or 
speech deficits.  Presented to ED approximately 1930, evaluation with CT and CT Angio leading to initiation of 
TPA at 2029.  Admitted to  hospital with stay until 1/15/21 and then admitted to Rehab  1/15/21 with 
discharge 1/27/21.  Outpatient PT/OT continued until 3/31/21.  Returned to work on 3/5/21 with time 
limitations and continue this way due to additional post-stroke symptoms (intermittent dizziness and double 
vision).

COVID19 VACCINE MODERNA 1216640-1 65+ years 15-30 days

My father received the first dose of the moderna vaccine on February 21, 2021. On March 19, 2021 my father 
exhibited stroke-like symptoms and was admitted into the hospital for a medical emergency. The doctors ran 
multiple tests and determined that he suffered a transient ischemic attack (TIA). His symptoms subsided and 
he was discharged on March 20, 2021. He received his second dose of the moderna vaccine on March 21, 2021 
and, on the same day, suffered the same stroke-like symptoms which the doctors determined was another 
TIA. My father had no previous history of strokes, seizures or stroke-like symptoms prior to receiving the 
moderna vaccine. My father was re-admitted into the hospital on March 21, 2021 and over the course of two 
weeks was subject to a number of tests which revealed that his platelet count had significantly decreased to 
the point where his blood began to clot. They diagnosed him with a sudden onset of thrombotic 
thrombocytopenic purpura (TTP). The doctors explained that TTP was very serious and life-threatening disease 
if left untreated. Since this discovery, my father has needed to receive multiple plasma exchanges and 
rituximab treatments. I have written records asking the doctors about the link between the moderna vaccine 
and his TTP. The doctors recommended that I report this information. I believe it's critical for others to be 
made aware about the serious side effects of the moderna vaccine. I am willing to share my father's medical 
records which proves the drastic decrease in his platelet count following his receiving the moderna vaccine.



COVID19 VACCINE MODERNA 1220927-1 Unknown 15-30 days

seizure or mini stroke; hallucinations; seizure or mini stroke; pain; This spontaneous case was reported by a 
consumer and describes the occurrence of TRANSIENT ISCHAEMIC ATTACK (seizure or mini stroke), 
HALLUCINATION (hallucinations) and SEIZURE (seizure or mini stroke) in a 74-year-old male patient who 
received mRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. 019B21A and 030b21A) for COVID-19 
vaccination. The occurrence of additional non-serious events is detailed below.     The patient's past medical 
history included no adverse event (NO Relevant medical information provided). Concomitant products included 
GALANTAMINE and LEVETIRACETAM (KEPPRA) for an unknown indication.   On 09-Mar-2021, the patient 
received second dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 09-Mar-
2021, received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 
dosage form. On 06-Apr-2021, the patient experienced TRANSIENT ISCHAEMIC ATTACK (seizure or mini stroke) 
(seriousness criterion medically significant), HALLUCINATION (hallucinations) (seriousness criterion medically 
significant) and PAIN (pain). On an unknown date, the patient experienced SEIZURE (seizure or mini stroke) 
(seriousness criterion medically significant). At the time of the report, TRANSIENT ISCHAEMIC ATTACK (seizure 
or mini stroke), HALLUCINATION (hallucinations), PAIN (pain) and SEIZURE (seizure or mini stroke) outcome was 
unknown.        The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown.       
Treatment medication included Aspirin. The drug history included ""blood pressure medication""; Sender's 
Comments: Very limited information regarding these events has been provided at this time. Further 
information has been requested.""

COVID19 VACCINE MODERNA 1220964-1 Unknown 15-30 days

Brain stroke; This spontaneous case was reported by an other health care professional (subsequently 
medically confirmed) and describes the occurrence of CEREBROVASCULAR ACCIDENT (Brain stroke) in a female 
patient of an unknown age who received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination.     
The patient's past medical history included No adverse event (No medical history reported). Concomitant 
products included AMLODIPINE, HYDROCHLOROTHIAZIDE, SIMVASTATIN, LISINOPRIL, OMEPRAZOLE and 
ACETYLSALICYLIC ACID (ASPIRIN 81) for an unknown indication.    On 11-Mar-2021, the patient received first 
dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 06-Apr-2021, the patient 
experienced CEREBROVASCULAR ACCIDENT (Brain stroke) (seriousness criteria hospitalization and medically 
significant). At the time of the report, CEREBROVASCULAR ACCIDENT (Brain stroke) outcome was unknown.      
DIAGNOSTIC RESULTS (normal ranges are provided in parenthesis if available): On an unknown date, Magnetic 
resonance imaging: abnormal (abnormal) medial occipital and temporal lobes affected..     The action taken 
with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown.   For mRNA-1273 (Moderna 
COVID-19 Vaccine) (Intramuscular), the reporter did not provide any causality assessments.

COVID19 VACCINE MODERNA 1220983-1 60-64 years 15-30 days

Stroke; This spontaneous case was reported by a consumer and describes the occurrence of 
CEREBROVASCULAR ACCIDENT (Stroke) in a 60-year-old female patient who received mRNA-1273 (Moderna 
COVID-19 Vaccine) (batch no. 014M20A) for an unknown indication.     The patient's past medical history 
included Thrombectomy.    On 22-Feb-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 
Vaccine) (Intramuscular) 1 dosage form. On 22-Mar-2021, the patient experienced CEREBROVASCULAR 
ACCIDENT (Stroke) (seriousness criteria hospitalization, medically significant and life threatening). The patient 
was treated with Rehabilitation therapy for Cerebrovascular accident. At the time of the report, 
CEREBROVASCULAR ACCIDENT (Stroke) outcome was unknown.        The action taken with mRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular) was unknown.       Concomitant product use was not provided by 
the reporter. No treatment information was provided.  Company Comment: Limited information regarding the 
events has been provided at this time and a causal relationship cannot be excluded.  Per SD date of 
administration of the first dose of vaccine is either 22-feb-2021 or 28-feb-2021. To be checked on query 
response.; Sender's Comments: Limited information regarding the events has been provided at this time and a 
causal relationship cannot be excluded.  Per SD date of administration of the first dose of vaccine is either 22-
feb-2021 or 28-feb-2021. To be checked on query response.



COVID19 VACCINE MODERNA 1221030-1 Unknown 15-30 days

stroke; double vision; cannot swallow; vertigo; no vision; could not walk; one side body went numb; headache; 
vomiting; fell down a few times; dizziness, lightheaded; balance issues; weak; tired; This spontaneous case was 
reported by a patient family member or friend and describes the occurrence of CEREBROVASCULAR ACCIDENT 
(stroke) and BLINDNESS TRANSIENT (no vision) in a 54-year-old female patient who received mRNA-1273 
(Moderna COVID-19 Vaccine) (batch nos. 046A21A and 012A21A) for COVID-19 immunization. The occurrence 
of additional non-serious events is detailed below.     Concurrent medical conditions included Fruit allergy 
(Allergic to Peaches). Concomitant products included MULTIVITAMIN [VITAMINS NOS] and VITAMIN D 
[VITAMIN D NOS] for an unknown indication.   On 24-Feb-2021 at 9:30 AM, the patient received first dose of 
mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 24-Mar-2021 at 9:30 AM, received 
second dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 dosage 
form. On 26-Mar-2021, the patient experienced BALANCE DISORDER (balance issues), ASTHENIA (weak) and 
FATIGUE (tired). On 26-Mar-2021 at 12:00 PM, the patient experienced DIZZINESS (dizziness, lightheaded). On 
27-Mar-2021, the patient experienced FALL (fell down a few times). On 28-Mar-2021, the patient experienced 
BLINDNESS TRANSIENT (no vision) (seriousness criterion medically significant), GAIT DISTURBANCE (could not 
walk), HYPOAESTHESIA (one side body went numb), HEADACHE (headache) and VOMITING (vomiting). On 28-
Mar-2021 at 10:30 AM, the patient experienced CEREBROVASCULAR ACCIDENT (stroke) (seriousness criterion 
hospitalization) and VERTIGO (vertigo). On 30-Mar-2021, the patient experienced DIPLOPIA (double vision) and 
DYSPHAGIA (cannot swallow). The patient was hospitalized on 28-Mar-2021 due to CEREBROVASCULAR 
ACCIDENT. At the time of the report, CEREBROVASCULAR ACCIDENT (stroke), DIPLOPIA (double vision), 
DYSPHAGIA (cannot swallow), VERTIGO (vertigo), GAIT DISTURBANCE (could not walk), HYPOAESTHESIA (one 
side body went numb) and HEADACHE (headache) had not resolved, BLINDNESS TRANSIENT (no vision) and 
FALL (fell down a few times) had resolved and DIZZINESS (dizziness, lightheaded), BALANCE DISORDER (balance 
issues), ASTHENIA (weak), FATIGUE (tired) and VOMITING (vomiting) outcome was unknown.      DIAGNOSTIC 
RESULTS (normal ranges are provided in parenthesis if available): On 28-Mar-2021, Blood pressure 
measurement: 270/150 mmHg. On 30-Mar-2021, Magnetic resonance imaging: abnormal MRI showed stroke 
in cerebellum- left medulla part of brain.; Sender's Comments: Very limited information regarding these 
events has been provided at this time. The events are probably related to the patient's comorbidities



COVID19 VACCINE MODERNA 1221174-1 65+ years 15-30 days

stroke; Couldn't keep his balance; severe dizziness,; nausea; he kept throwing up constantly and couldn't keep 
his balance.; temperature of 101¶F; fatigue; severe headache on one side of is head; This case was received 
via an unknown source (no reference has been entered for a health authority or license partner) on 13-Apr-
2021 and was forwarded to Moderna on 13-Apr-2021.    This spontaneous case was reported by a consumer 
(subsequently medically confirmed) and describes the occurrence of CEREBROVASCULAR ACCIDENT (stroke) in a 
67-year-old male patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. 002A21A and 
003A21A) for COVID-19 vaccination. The occurrence of additional non-serious events is detailed below.     
Concurrent medical conditions included Cholesterol. Concomitant products included NYSTATIN (STATIN 
[NYSTATIN]) for Cholesterol, FINASTERIDE for an unknown indication.   On 03-Mar-2021, the patient received 
first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1 dosage form. On 31-Mar-2021, 
received second dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) dosage was changed to 1 
dosage form. On 31-Mar-2021, the patient experienced PYREXIA (temperature of 101¶F), FATIGUE (fatigue) 
and HEADACHE (severe headache on one side of is head). On 01-Apr-2021, the patient experienced GAIT 
DISTURBANCE (Couldn't keep his balance), DIZZINESS (severe dizziness,) and NAUSEA (nausea). On 03-Apr-
2021, the patient experienced CEREBROVASCULAR ACCIDENT (stroke) (seriousness criterion hospitalization). 
On an unknown date, the patient experienced VOMITING (he kept throwing up constantly and couldn't keep 
his balance.). The patient was hospitalized on 03-Apr-2021 due to CEREBROVASCULAR ACCIDENT. At the time 
of the report, CEREBROVASCULAR ACCIDENT (stroke), GAIT DISTURBANCE (Couldn't keep his balance), 
DIZZINESS (severe dizziness,), PYREXIA (temperature of 101¶F), FATIGUE (fatigue), HEADACHE (severe 
headache on one side of is head), NAUSEA (nausea) and VOMITING (he kept throwing up constantly and 
couldn't keep his balance.) outcome was unknown.      DIAGNOSTIC RESULTS (normal ranges are provided in 
parenthesis if available): On an unknown date, Body temperature: 101 (Inconclusive) degrees Farenheit. On an 
unknown date, Computerised tomogram: cva (Inconclusive) Narrowed artery in cerebellum.     For mRNA-1273 
(Moderna COVID-19 Vaccine) (Unknown), the reporter did not provide any causality assessments.   On 03-Apr-
2021 patient went to urgent care facility and was transferred to a hospital. Upon discharge he was given a 
prescription for 40mg of a statin.; Sender's Comments: Based on the current available information and 
temporal association between the use of the product and the start date of the events, a causal relationship 
cannot be excluded. Further information has been requested.

COVID19 VACCINE MODERNA 1232447-1 65+ years 15-30 days Dies at long term care facility doe to a stroke.



COVID19 VACCINE MODERNA 1235536-1 65+ years 15-30 days

stroke; Completely lost vision in right eye which came back; migraine; fatigued kicked in, very 
tired,exhausted; nauseated; throwing up; This spontaneous case was reported by a physician (subsequently 
medically confirmed) and describes the occurrence of CEREBROVASCULAR ACCIDENT (stroke) and BLINDNESS 
TRANSIENT (Completely lost vision in right eye which came back) in a 65-year-old male patient who received 
mRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. ASKU and ASKU) for COVID-19 vaccination. The 
occurrence of additional non-serious events is detailed below.     Concurrent medical conditions included 
Stroke. Concomitant products included METFORMIN, LISINOPRIL, GLIMEPIRIDE, ROSUVASTATIN CALCIUM 
(CRESTOR), PIOGLITAZONE HYDROCHLORIDE (ACTOS) and CANAGLIFLOZIN (INVOKANA [CANAGLIFLOZIN]) for an 
unknown indication.   On 28-Feb-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 
Vaccine) (Intramuscular) 1 dosage form. On 28-Mar-2021, received second dose of mRNA-1273 (Moderna COVID-
19 Vaccine) (Intramuscular) dosage was changed to 1 dosage form. On 29-Mar-2021, the patient experienced 
MIGRAINE (migraine), FATIGUE (fatigued kicked in, very tired,exhausted), NAUSEA (nauseated) and VOMITING 
(throwing up). On 06-Apr-2021, the patient experienced CEREBROVASCULAR ACCIDENT (stroke) (seriousness 
criterion hospitalization) and BLINDNESS TRANSIENT (Completely lost vision in right eye which came back) 
(seriousness criterion medically significant). The patient was hospitalized from 06-Apr-2021 to 09-Apr-2021 due 
to CEREBROVASCULAR ACCIDENT. On 01-Apr-2021, MIGRAINE (migraine), FATIGUE (fatigued kicked in, very 
tired,exhausted), NAUSEA (nauseated) and VOMITING (throwing up) had resolved. On 09-Apr-2021, 
CEREBROVASCULAR ACCIDENT (stroke) and BLINDNESS TRANSIENT (Completely lost vision in right eye which 
came back) had resolved.        The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 
was unknown.   For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not provide 
any causality assessments.   Treatment reported during hospital included IV blood thinner ,Xarelto 20mg. 
Metoprolol Tartrate 25mg, Amiodarone 200mg, after second dose.  Company comment: Based on the current 
available information and temporal association between the use of the product and the start date of these 
events, a causal relationship cannot be excluded.   This case was linked to MOD-2021-076248 (Patient Link).; 
Sender's Comments: Based on the current available information and temporal association between the use of 
the product and the start date of these events, a causal relationship cannot be excluded.  .



COVID19 VACCINE MODERNA 1235687-1 40-49 years 15-30 days

Memory lapse, difficulty with memory recall; Confused; Blood clots; Cerebral Ischemic Attack; Brain Fog; 
Headache; This spontaneous case was reported by a consumer (subsequently medically confirmed) and 
describes the occurrence of MEMORY IMPAIRMENT (Memory lapse, difficulty with memory recall), 
CONFUSIONAL STATE (Confused), THROMBOSIS (Blood clots) and TRANSIENT ISCHAEMIC ATTACK (Cerebral 
Ischemic Attack) in a 49-year-old male patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch 
no. 046A21A) for COVID-19 vaccination. The occurrence of additional non-serious events is detailed below.     
The patient's past medical history included Heart valve operation. Concomitant products included WARFARIN 
SODIUM (COUMADIN) for an unknown indication.   On 12-Mar-2021, the patient received first dose of mRNA-
1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 09-Apr-2021, received second dose of 
mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) dosage was changed to 1 dosage form. On 10-Apr-
2021, the patient experienced MEMORY IMPAIRMENT (Memory lapse, difficulty with memory recall) 
(seriousness criterion hospitalization), CONFUSIONAL STATE (Confused) (seriousness criterion hospitalization), 
THROMBOSIS (Blood clots) (seriousness criterion hospitalization) and TRANSIENT ISCHAEMIC ATTACK (Cerebral 
Ischemic Attack) (seriousness criterion hospitalization). On 15-Apr-2021, the patient experienced FEELING 
ABNORMAL (Brain Fog) and HEADACHE (Headache). The patient was hospitalized from 10-Apr-2021 to 12-Apr-
2021 due to CONFUSIONAL STATE, MEMORY IMPAIRMENT, THROMBOSIS and TRANSIENT ISCHAEMIC 
ATTACK. At the time of the report, MEMORY IMPAIRMENT (Memory lapse, difficulty with memory recall), 
FEELING ABNORMAL (Brain Fog) and HEADACHE (Headache) had not resolved and CONFUSIONAL STATE 
(Confused), THROMBOSIS (Blood clots) and TRANSIENT ISCHAEMIC ATTACK (Cerebral Ischemic Attack) had 
resolved. Not Provided    DIAGNOSTIC RESULTS (normal ranges are provided in parenthesis if available): On 10-
Apr-2021, Computerised tomogram: abnormal (abnormal) revealed blood clots. On 10-Apr-2021, International 
normalised ratio: low (Low) Low. On 10-Apr-2021, Magnetic resonance imaging: abnormal (abnormal) revealed 
blood clots. On 15-Apr-2021, International normalised ratio: low (Low) Low.         It was reported that the 
patient still has difficulty with memory recall, brain fog, headache, and still having trouble with low INR. The 
patient did not have any side effects after the first dose. Treatment for the events included Levonox injections 
and Coumadin (increased dose).  Based on the information provided which includes a strong temporal 
association between the use of mRNA-1273 vaccine and onset of the reported events, excluding other 
etiologies causal relationship cannot be excluded. Headache is consistent with the product known safety 
profile.; Sender's Comments: Based on the information provided which includes a strong temporal association 
between the use of mRNA-1273 vaccine and onset of the reported events, excluding other etiologies causal 
relationship cannot be excluded. Headache is consistent with the product known safety profile.



COVID19 VACCINE MODERNA 1245365-1 Unknown 15-30 days

CVA isolated; Diplopia (left eye); Left with a palsy; Inability to walk confidently; Left cranial nerves VI, and III 
show deficit's; Cannot see out of left eye; This spontaneous case was reported by a health care professional 
(subsequently medically confirmed) and describes the occurrence of CEREBROVASCULAR ACCIDENT (CVA 
isolated), DIPLOPIA (Diplopia (left eye)), PARALYSIS (Left with a palsy), GAIT DISTURBANCE (Inability to walk 
confidently), CRANIAL NERVE DISORDER (Left cranial nerves VI, and III show deficit's) and VISUAL IMPAIRMENT 
(Cannot see out of left eye) in a 66-year-old female patient who received mRNA-1273 (Moderna COVID-19 
Vaccine) for COVID-19 immunisation.     Concurrent medical conditions included Obesity (BMI 45-45.9).    On 13-
Mar-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage 
form. On 01-Apr-2021, the patient experienced CEREBROVASCULAR ACCIDENT (CVA isolated) (seriousness 
criteria hospitalization, disability, medically significant and life threatening) and DIPLOPIA (Diplopia (left eye)) 
(seriousness criteria hospitalization, disability and medically significant). On 12-Apr-2021, the patient 
experienced PARALYSIS (Left with a palsy) (seriousness criteria disability and medically significant), GAIT 
DISTURBANCE (Inability to walk confidently) (seriousness criteria disability and medically significant), CRANIAL 
NERVE DISORDER (Left cranial nerves VI, and III show deficit's) (seriousness criteria disability and medically 
significant) and VISUAL IMPAIRMENT (Cannot see out of left eye) (seriousness criteria disability and medically 
significant). At the time of the report, CEREBROVASCULAR ACCIDENT (CVA isolated), DIPLOPIA (Diplopia (left 
eye)), PARALYSIS (Left with a palsy), GAIT DISTURBANCE (Inability to walk confidently), CRANIAL NERVE 
DISORDER (Left cranial nerves VI, and III show deficit's) and VISUAL IMPAIRMENT (Cannot see out of left eye) 
outcome was unknown.        The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 
was unknown.   For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not provide 
any causality assessments.   The Patient was Treated with  Lovenox, Coumadin, Brimonidine eye drops.The 
patient has been taking High Blood Pressure Medication,Severe Obesity medications and Hyperlipidemic 
Medications.The patient has no known Allergies.  Company Comment: Based on the current available 
information and temporal association between the use of the product and the start date of the events, a 
causal relationship cannot be excluded.; Sender's Comments: Based on the current available information and 
temporal association between the use of the product and the start date of the events, a causal relationship 
cannot be excluded.

COVID19 VACCINE MODERNA 1245387-1 65+ years 15-30 days

Stroke; Can not talk; This spontaneous case was reported by a consumer (subsequently medically confirmed) 
and describes the occurrence of CEREBROVASCULAR ACCIDENT (Stroke) and APHASIA (Can not talk) in a 76-
year-old male patient who received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination.     The 
patient's past medical history included No adverse event (No reported  medical history).    On 03-Mar-2021, 
the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 
23-Mar-2021, the patient experienced CEREBROVASCULAR ACCIDENT (Stroke) (seriousness criterion 
hospitalization) and APHASIA (Can not talk) (seriousness criterion hospitalization). The patient was 
hospitalized on 23-Mar-2021 due to APHASIA and CEREBROVASCULAR ACCIDENT. On 13-Apr-2021, 
CEREBROVASCULAR ACCIDENT (Stroke) outcome was unknown. At the time of the report, APHASIA (Can not 
talk) outcome was unknown. Not Provided      The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) 
(Intramuscular) was unknown.       The wife reported on behalf of her husband. On 13 Apr 2021, the patient 
was transported to another facility by ambulance. The wife had no information about the lot numbers and 
was not even and was not sure about the date of first vaccine however, she did mention it could be 03 Mar 
21.  No concomitant medications were reported. Treatment information was not reported.; Sender's 
Comments: Limited information regarding the events has been provided at this time and a causal relationship 
cannot be excluded



COVID19 VACCINE MODERNA 1245414-1 50-59 years 15-30 days

Cerebral Stroke; Headache; Dizziness; Imbalance of her body; severe weakness; Vomiting; Nausea; Fever; 
Fatigue; Chills; Muscle pain; Joint pain; Flu like symptoms; This spontaneous case was reported by a consumer 
(subsequently medically confirmed) and describes the occurrence of CEREBROVASCULAR ACCIDENT (Cerebral 
Stroke) in a 58-year-old female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. 
046A21A and 029A21A) for COVID-19 vaccination. The occurrence of additional non-serious events is detailed 
below.     The patient's past medical history included Stroke (mild stroke) in 2017.   On 05-Mar-2021, the 
patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1 dosage form. On 31-
Mar-2021, received second dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) dosage was 
changed to 1 dosage form. On 01-Apr-2021, the patient experienced INFLUENZA LIKE ILLNESS (Flu like 
symptoms), PYREXIA (Fever), FATIGUE (Fatigue), CHILLS (Chills), MYALGIA (Muscle pain), ARTHRALGIA (Joint 
pain) and NAUSEA (Nausea). On 10-Apr-2021, the patient experienced DIZZINESS (Dizziness), BALANCE 
DISORDER (Imbalance of her body), ASTHENIA (severe weakness), HEADACHE (Headache) and VOMITING 
(Vomiting). On 13-Apr-2021, the patient experienced CEREBROVASCULAR ACCIDENT (Cerebral Stroke) 
(seriousness criterion medically significant). At the time of the report, CEREBROVASCULAR ACCIDENT (Cerebral 
Stroke), INFLUENZA LIKE ILLNESS (Flu like symptoms), DIZZINESS (Dizziness), BALANCE DISORDER (Imbalance of 
her body), ASTHENIA (severe weakness), PYREXIA (Fever), FATIGUE (Fatigue), CHILLS (Chills), HEADACHE 
(Headache), MYALGIA (Muscle pain), ARTHRALGIA (Joint pain), VOMITING (Vomiting) and NAUSEA (Nausea) 
outcome was unknown.            On 10 Apr 2021 the Patient went to Emergency room and  her Computerized 
tomography (CT) scan done for stomach, results are not provided. On 13Apr 2021 the patient was again taken 
to ER and her Magnetic Resonance Imaging  (MRI) was done and diagnosed with Cerebral Stroke. The 
treatment medications include Acetaminophen , Promethazine, Apixaban  Company Comment: Based on the 
current available information and temporal association between the use of the product and the start date of 
the events, a causal relationship cannot be excluded.; Sender's Comments: Based on the current available 
information and temporal association between the use of the product and the start date of the events, a 
causal relationship cannot be excluded.

COVID19 VACCINE MODERNA 1245431-1 60-64 years 15-30 days

Bleeding stroke; This spontaneous case was reported by a consumer and describes the occurrence of 
HAEMORRHAGIC STROKE (Bleeding stroke) in a 63-year-old female patient who received mRNA-1273 
(Moderna COVID-19 Vaccine) (batch nos. 017B21A and 030A21A) for COVID-19 vaccination.     The patient's 
past medical history included No adverse event (No relevant medical history provided). Concomitant products 
included ROPINIROLE HYDROCHLORIDE (REQUIP) for an unknown indication.   On 13-Mar-2021, the patient 
received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 10-Apr-2021, 
received second dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 
dosage form. On 10-Apr-2021, the patient experienced HAEMORRHAGIC STROKE (Bleeding stroke) (seriousness 
criteria hospitalization, disability and medically significant). The patient was hospitalized from 11-Apr-2021 to 
14-Apr-2021 due to HAEMORRHAGIC STROKE. At the time of the report, HAEMORRHAGIC STROKE (Bleeding 
stroke) outcome was unknown.      DIAGNOSTIC RESULTS (normal ranges are provided in parenthesis if 
available): On 11-Apr-2021, Computerised tomogram head: brain bleed Brain Bleed.     For mRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not provide any causality assessments.   Patient 
states an Anti seizure medicine was used for treatment. After discharge from hospital, patient states she now 
has to take therapy.   Based on the current available information and temporal association between the use 
of the product and the start date of the event, a causal relationship cannot be excluded. However, Very 
limited information regarding this event has been provided at this time.  Further information has been 
requested.; Sender's Comments: Based on the current available information and temporal association 
between the use of the product and the start date of the event, a causal relationship cannot be excluded. 
However, Very limited information regarding this event has been provided at this time.  Further information 
has been requested.



COVID19 VACCINE MODERNA 1249632-1 65+ years 15-30 days

Transient ischemic attack; This spontaneous case was reported by a health care professional (subsequently 
medically confirmed) and describes the occurrence of TRANSIENT ISCHAEMIC ATTACK (Transient ischemic 
attack) in a 76-year-old female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 
015M20A) for COVID-19 vaccination.     The patient's past medical history included No adverse event (No 
medical history reported).    On 22-Mar-2021, the patient received first dose of mRNA-1273 (Moderna COVID-
19 Vaccine) (Intramuscular) 1 dosage form. On 15-Apr-2021, the patient experienced TRANSIENT ISCHAEMIC 
ATTACK (Transient ischemic attack) (seriousness criterion hospitalization). The patient was hospitalized from 
15-Apr-2021 to 16-Apr-2021 due to TRANSIENT ISCHAEMIC ATTACK. At the time of the report, TRANSIENT 
ISCHAEMIC ATTACK (Transient ischemic attack) outcome was unknown. Not Provided      The action taken 
with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown.   For mRNA-1273 (Moderna 
COVID-19 Vaccine) (Intramuscular), the reporter did not provide any causality assessments.   Concomitant 
product use was not provided by the reporter.  Treatment information was not provided.  Very limited 
information regarding the event has been provided at this time and is insufficient for causality assessment. 
Further information has been requested.; Sender's Comments: Very limited information regarding the event 
has been provided at this time and is insufficient for causality assessment. Further information has been 
requested.

COVID19 VACCINE MODERNA 1249690-1 60-64 years 15-30 days

Stroke; More than 36 days have passed since first dose, still didn't get second dose; This spontaneous case 
was reported by a consumer (subsequently medically confirmed) and describes the occurrence of 
CEREBROVASCULAR ACCIDENT (Stroke) in a 61-year-old female patient who received mRNA-1273 (Moderna 
COVID-19 Vaccine) (batch no. 038A21A) for COVID-19 vaccination. The occurrence of additional non-serious 
events is detailed below.     Concurrent medical conditions included Hypertension and Cholesterol. 
Concomitant products included AMLODIPINE, ENALAPRIL and METOPROLOL TARTRATE for Blood pressure 
abnormal, ATORVASTATIN and EZETIMIBE for Cholesterol total abnormal NOS, ACETYLSALICYLIC ACID 
(ASPIRIN (E.C.)) for an unknown indication.    On 13-Mar-2021, the patient received first dose of mRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 29-Mar-2021, the patient experienced 
CEREBROVASCULAR ACCIDENT (Stroke) (seriousness criterion hospitalization). On an unknown date, the 
patient experienced INAPPROPRIATE SCHEDULE OF PRODUCT ADMINISTRATION (More than 36 days have 
passed since first dose, still didn't get second dose). The patient was hospitalized from 29-Mar-2021 to 15-Apr-
2021 due to CEREBROVASCULAR ACCIDENT. At the time of the report, CEREBROVASCULAR ACCIDENT (Stroke) 
outcome was unknown and INAPPROPRIATE SCHEDULE OF PRODUCT ADMINISTRATION (More than 36 days 
have passed since first dose, still didn't get second dose) had resolved.        The action taken with mRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular) was unknown.   For mRNA-1273 (Moderna COVID-19 Vaccine) 
(Intramuscular), the reporter did not provide any causality assessments.   Company comment: Based on the 
current available information and temporal association between the use of the product and the start date of 
the event, a causal relationship cannot be excluded. However, the patient's past medical history of 
Hypertension, cholesterol. may remain risk factor for this event.; Sender's Comments: Based on the current 
available information and temporal association between the use of the product and the start date of the 
event, a causal relationship cannot be excluded. However, the patient's past medical history of Hypertension, 
cholesterol. may remain risk factor for this event.



COVID19 VACCINE MODERNA 1254025-1 65+ years 15-30 days

missing of scheduled second dose of vaccine / dose omission; stroke; right side of his body paralyzed, from his 
face to his feet; This spontaneous case was reported by a consumer and describes the occurrence of 
CEREBROVASCULAR ACCIDENT (stroke) and HEMIPLEGIA (right side of his body paralyzed, from his face to his 
feet) in a 79-year-old male patient who received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 
vaccination. The occurrence of additional non-serious events is detailed below.     The patient's past medical 
history included Stroke in October 2015.    On 10-Feb-2021, the patient received first dose of mRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 03-Mar-2021, the patient experienced 
CEREBROVASCULAR ACCIDENT (stroke) (seriousness criterion medically significant) and HEMIPLEGIA (right side 
of his body paralyzed, from his face to his feet) (seriousness criteria disability and medically significant). On an 
unknown date, the patient experienced PRODUCT DOSE OMISSION ISSUE (missing of scheduled second dose of 
vaccine / dose omission). The patient was treated with Rehabilitation therapy for Cerebrovascular accident. 
At the time of the report, CEREBROVASCULAR ACCIDENT (stroke) outcome was unknown, HEMIPLEGIA (right 
side of his body paralyzed, from his face to his feet) had not resolved and PRODUCT DOSE OMISSION ISSUE 
(missing of scheduled second dose of vaccine / dose omission) had resolved.        The action taken with mRNA-
1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown.       After hospitalization, patient was 
transferred to nursing home, then a rehabilitation facility. The second dose of the Moderna COVID-19 Vaccine 
was scheduled for an incorrect date of 04-Mar-2021;however the patient did not receive this dose due to 
hospitalization.  Products known to have been used by the patient, within two weeks prior to the event, 
included unspecified 15 pills. No treatment information was provided.  Based on the current available 
information and temporal association between the use of the product and the start dates of the events, a 
causal relationship cannot be excluded.; Sender's Comments: Based on the current available information and 
temporal association between the use of the product and the start dates of the events, a causal relationship 
cannot be excluded.

COVID19 VACCINE MODERNA 1267794-1 40-49 years 15-30 days

Approximately 3 weeks after Moderna Covid-19 vaccine administration, patient began to experience dizziness, 
transferred to Hospital, diagnosed with ischemic stroke, discharged, returned within days with worsening, 
diagnosed with new ischemic stroke (contralateral side), transferred to Medical Center, patient's condition 
worsened, presumably additional new ischemic stroke, patient ultimately died on 3/5/2021.  Diagnosis was 
acute infarction of the brainstem/pons as well as acute bilateral cerebellar/occipital infarctions.

COVID19 VACCINE MODERNA 1281071-1 Unknown 15-30 days

had a stroke on 04Feb2021 that resulted in her left side being paralyzed; This spontaneous case was reported 
by a consumer (subsequently medically confirmed) and describes the occurrence of CEREBROVASCULAR 
ACCIDENT (had a stroke on 04Feb2021 that resulted in her left side being paralyzed) in a female patient of an 
unknown age who received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination.     The 
patient's past medical history included Clot blood and Stroke in 2017.    On 14-Jan-2021, the patient received 
first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 04-Feb-2021, the 
patient experienced CEREBROVASCULAR ACCIDENT (had a stroke on 04Feb2021 that resulted in her left side 
being paralyzed) (seriousness criteria hospitalization and medically significant). At the time of the report, 
CEREBROVASCULAR ACCIDENT (had a stroke on 04Feb2021 that resulted in her left side being paralyzed) 
outcome was unknown.        The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 
was unknown.       Concomitant medications and treatment information were not reported.   Reporter did not 
allow further contact



COVID19 VACCINE MODERNA 1288117-1 60-64 years 15-30 days

stroke at vision site; partial sight lost in left eye; feeling weak; This spontaneous case was reported by a 
consumer (subsequently medically confirmed) and describes the occurrence of CEREBROVASCULAR ACCIDENT 
(stroke at vision site) and BLINDNESS (partial sight lost in left eye) in a 62-year-old female patient who 
received mRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. 036B21A and 012A21A) for COVID-19 
vaccination. The occurrence of additional non-serious events is detailed below.     The patient's past medical 
history included Implantable cardioverter defibrillator insertion.   On 22-Mar-2021, the patient received first 
dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 19-Apr-2021, received 
second dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) dosage was changed to 1 dosage 
form. On 20-Apr-2021, the patient experienced CEREBROVASCULAR ACCIDENT (stroke at vision site) 
(seriousness criteria hospitalization and medically significant), BLINDNESS (partial sight lost in left eye) 
(seriousness criteria hospitalization, disability and medically significant) and ASTHENIA (feeling weak). The 
patient was hospitalized from 20-Apr-2021 to 21-Apr-2021 due to BLINDNESS and CEREBROVASCULAR 
ACCIDENT. At the time of the report, CEREBROVASCULAR ACCIDENT (stroke at vision site), BLINDNESS (partial 
sight lost in left eye) and ASTHENIA (feeling weak) had not resolved.      DIAGNOSTIC RESULTS (normal ranges 
are provided in parenthesis if available): On 20-Apr-2021, Computerised tomogram: (abnormal) Stroke at 
vision site. On 20-Apr-2021, Magnetic resonance imaging: (abnormal) Stroke at vision site.         No 
concomitant medication were reported.  The reporter stated that the patient was taking medicines but 
doctor changed her medication and she did not want to talk so she did not give names.; Sender's Comments: 
Based on the current available information and temporal association between the use of the product and the 
start date of the events, a causal relationship cannot be excluded.

COVID19 VACCINE MODERNA 1288776-1 40-49 years 15-30 days

at ER patient was diagnosed with a stroke and now remains hospitalized; fever; bodyache; This spontaneous 
case was reported by a consumer (subsequently medically confirmed) and describes the occurrence of 
CEREBROVASCULAR ACCIDENT (at ER patient was diagnosed with a stroke and now remains hospitalized) in a 
45-year-old male patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. 037B21A and 
030A21A) for COVID-19 vaccination. The occurrence of additional non-serious events is detailed below.     No 
Medical History information was reported.   On 19-Mar-2021, the patient received first dose of mRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 16-Apr-2021, received second dose of mRNA-
1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 dosage form. On 16-Apr-2021, the 
patient experienced PYREXIA (fever) and MYALGIA (bodyache). On 27-Apr-2021, the patient experienced 
CEREBROVASCULAR ACCIDENT (at ER patient was diagnosed with a stroke and now remains hospitalized) 
(seriousness criteria hospitalization and medically significant). On 18-Apr-2021, PYREXIA (fever) and MYALGIA 
(bodyache) had resolved. At the time of the report, CEREBROVASCULAR ACCIDENT (at ER patient was 
diagnosed with a stroke and now remains hospitalized) had not resolved. Not Provided          No concomitant 
medication was provided.  Treatment included hospitalization.  The patient received both scheduled doses of 
mRNA-1273 prior to the event; therefore, action taken with the drug in response to the event is not 
applicable.  Company Comment - Based on the information provided which includes a strong temporal 
association between the use of mRNA-1273 vaccine and onset of the reported events, a causal relationship 
cannot be excluded. Fever and myalgia are consistent with the product safety profile.; Sender's Comments: 
Based on the information provided which includes a strong temporal association between the use of mRNA-
1273 vaccine and onset of the reported events, a causal relationship cannot be excluded. Fever and myalgia 
are consistent with the product safety profile.



COVID19 VACCINE PFIZER\BIONTECH 0952497-1 40-49 years 15-30 days

Patient with PMH of depression and GERD who presented 1/8 with constipation, abdominal discomfort and 
worsening dyspnea. Symptoms began around 12/29. COVID vaccine 12/19. Previously quite active, marathon 
runner, gained some weight over last couple years but was still in good enough shape to complete 10K in New 
Orleans in early February. In late February, had a flu-like illness, as did one of his friends from church. 2020 
was hard on him - weight gain, decreased activity, stress, overall deconditioning. No issues apart from sore 
arm after COVID vaccine 12/19 but then starting getting abdominal fullness/discomfort around 12/29, which 
steadily worsened, also develop worsening dyspnea on slight exertion. No known sick contacts.. Work-up 
notable for pericardial effusion, pleural effusions. Echo with severe diffuse LV hypokinesis, concern raised for 
myocarditis. COVID PCR negative, serology negative. RVP negative. . Concern raised that COVID vaccine may 
have played a role in myocarditis. He was found to have the following conditions Acute heart failure with 
reduced EF NYHA FC II,  non-ischemic cardiomyopathy. Myocarditis appears subacute per MRI hypertension 
obesity small pericardial effusion- asysmptomatic no pericarditis suspected obstructive sleep apnea.   .Started 
on the following medications. Continue Carvedilol 12.5mg BID, Farxiga 5mg daily, Digoxin 0.125mg daily, 
Entresto 97-103mg BID, and Spironolactone 25mg daily.   Per MD note.  While it remains uncertain, team is 
doubtful COVID vaccine played a role in his cardiac issues. Given the MRI findings are not acute, more likely 
that the cardiac insult occurred weeks to months ago - potentially in the setting of the February 2020 illness. 
Perhaps his ""deconditioning"" in 2020 was related to worsening cardiac function. Nevertheless, will hold on 
2nd COVID vaccine dose given absence of a clear explanation for his myocarditis. conversation with team will 
continue to determine if candidate for second covid vaccine. If consensus is that myocarditis pre-dated vaccine, 
might be able to proceed with dose 2 of vaccine.""

COVID19 VACCINE PFIZER\BIONTECH 0991725-1 50-59 years 15-30 days after second dose feel like mild flu and body aches, light headache and little nusia

COVID19 VACCINE PFIZER\BIONTECH 1009424-1 50-59 years 15-30 days
2 weeks after my second shot, I had a CVA causing complete loss of sensation in my left arm.  I am in good 
health and do not have multiple risk factors for CVA.  While the scans showed evidence of a CVA, no 
underlying cause has yet to be determined.

COVID19 VACCINE PFIZER\BIONTECH 1010161-1 65+ years 15-30 days Transiet Ischemic Attack

COVID19 VACCINE PFIZER\BIONTECH 1012766-1 65+ years 15-30 days Patient did not have any adverse events.   She tolerated vaccine, Developed COVID infection 12/28/20 and 
recovered 01/21/21 She died due to her cardiomyopathy

COVID19 VACCINE PFIZER\BIONTECH 1024013-1 65+ years 15-30 days Had a stroke, blood clot removed from brain
COVID19 VACCINE PFIZER\BIONTECH 1033542-1 50-59 years 15-30 days I experienced and embolic Stroke that is currently not determined a cause for at this time

COVID19 VACCINE PFIZER\BIONTECH 1035546-1 65+ years 15-30 days

Stroke; This is a spontaneous report from a contactable consumer. A 94-year-old female patient received the 
1st dose of bnt162b2 (BNT162B2, Manufacturer Pfizer-BioNTech), via an unspecified route of administration, on 
16Jan2021, at single dose, for COVID-19 immunisation. Medical history included ongoing hypertension (took 
medication). Patient did not have COVID-19 prior to vaccination. Concomitant included unspecified medication 
for hypertension. The patient experienced stroke on 31Jan2021. The patient was brought to the emergency 
room and hospitalized  due to the event on 31Jan2021. No therapeutic measures were taken as a result of the 
event. The patient underwent lab tests and procedures which included COVID-19 virus test: negative in 
Feb2021 (a week before report); investigation: brain bleed and discovered she had a stroke (on unknown date 
in 2021). The patient died on 03Feb2021 due to stroke and old age. An autopsy was not performed. Patient's 
family did not attribute her death to the vaccine at all.  The information on the Lot/Batch number has been 
requested.; Reported Cause(s) of Death: stroke; Old age



COVID19 VACCINE PFIZER\BIONTECH 1039905-1 65+ years 15-30 days

a possible transient ischaemic attack; the patient began retaining water; This is a spontaneous report from a 
non-contactable consumer (patient).   An 87-year-old male patient received the 1st dose of bnt162b2 
(BNT162B2) at single dose on 19Jan2021 for Covid-19 immunisation. Medical history included mitral valve 
replacement, pacemaker. The patient had not experienced Covid-19 prior vaccination. Concomitant medication 
included blood thinner, atorvastatin calcium (STATIN), lisinopril (manufacturer unknown), warfarin 
(manufacturer unknown).  No other vaccine received in four weeks. In 2021 a few days after 1st vaccination 
the patient began retaining water. On 04Feb2021 the patient was hospitalized for a possible transient 
ischemic attack. The patient was hospitalized for a possible transient ischaemic attack and began retaining 
water from 04Feb2021 to an unknown date. Therapeutic measures were taken as a result of events. The 
outcome of unknown.  No follow-up attempts are possible. Information about lot/batch number cannot be 
obtained. No further information is expected.

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 1049684-1 65+ years 15-30 days

DX: CVA History The patient is a 92 y.o. female with a past medical history notable for  History of CVA, 
history of arthritis, history of COPD, history of DVT, history of reflux, history of hypertension, history of 
hyperthyroidism, recent GI bleed. The patient presents for evaluation of worsening weakness at skilled care 
facility. Patient had history of stroke. Patient was assessed there was found of have another stroke. Patient's 
other care and therapies were reviewed. Patient's blood thinners recently stopped within the last 3 months 
due to GI bleed requiring multiple transfusions. Patient has been slow to recover. Patient has struggled with 
intake and weight loss. Patient's past medical history, past surgical history, social history, family history, 
medications allergies were reviewed.



COVID19 VACCINE PFIZER\BIONTECH 1069560-1 60-64 years 15-30 days

Hospital course 1/31 ? 2/20/21 1/31 in ED pt was at home when children noticed his lips were blue, ems 
arrived and found him to be 50% on RA, on Non-rebreather pt got to 78%, covid on 01/26   Shortness of 
Breath   61-year-old male presents with EMS for evaluation of shortness of breath hypoxia.  History is limited 
due to the patient's current clinical condition and so is primarily obtained from EMS.  EMS reports that he 
tested positive for COVID-19 5 days ago.  He began developing shortness of breath yesterday and his family 
called because his lips and fingers were blue today and he appeared short of breath.  On EMS arrival he had a 
room air saturation of less than 50% so he was placed on nonrebreather with improvement in his saturation 
to 70% and he was transported to the emergency department.  Patient does admit to shortness of breath.  He 
denies any chest pain.  He is noted to have a cast on his left ankle and said that he broke his left ankle on 23 
December but has not had surgery.  He denies any new pain or swelling of the leg.  In the ED he was placed 
on 15L nasal cannula and NRB mask with improvement in SPO2 to low 90s. Additional work up revealed 
troponin of 1.35, lactic acid 5.8, and d-dimer 14.4.  He received dexamethasone and was placed on heparin gtt.   
1/31 admitted to ICU Acute hypoxic respiratory failure due to COVID-19 vs heart failure vs PE.  CXR with 
bilateral hazy infiltrates more pronounced in the bases and left periphery and suspected multifocal 
pneumonia.   At risk for PE given LLE immobility in the setting of COVID-19 with significantly elevated d-dimer. 
RISK of CTA outweighs benefit given AKI and iodine allergy. Continue with empiric treatment with heparin 
gtt.   Admitted to ICU with SO2 in 60s-70s on 15L and NRB. Attempted 50L 95% FIO2 high flow and nasal 
cannula. Given lasix 40mg IV with good diuresis however SPO2 still remained low 80s with RR 40s and PO2 42 
so the decision was made to intubate.  Oxygenation improved following intubation, with further improvement 
following recruitment maneuver and increase in PEEP. FIO2 weaned to 90% with SPO2 remaining in mid 90s. 
Will continue to wean FIO2 as able.  ARDS net protocol as much as possible. Consider prone ventilation and/or 
epoprostenol if unable to improve .  VAP Bundle: HOB >30 degrees; Oral care per nursing standard and on 
DVT/PPI prophylaxis Sedation: Target Richmond Agitation and Sedation Scale (RASS) of 0 to -2 with propofol 
and fentanyl. Check baseline TG levels.    COVID - 19: Convalescent plasma: Not indicated  Steroids: 
Dexamethasone 6 mg / day for 10 days Remdesivir: Not indicated d/t AKI   IL-6 inhibitor: Meets criteria for 
tocilizumab Systemic AC: Heparin gtt. No signs of bleeding (Platelets and Hb stable).  Antibiotics: Start 3 and 7 
day course of azithromycin and ceftriaxone, respectively.  Elevated troponin  Suspect demand ischemia d/t 
hypoxia; EKG does not show any ischemic changes    AKI: Suspect d/t hypoxia in the setting of COVID infection. 
Urine output and electrolytes acceptable.  Closed fracture of left ankle Suffered fracture following a fall on ice 
in December. Cast was placed on 12/30 by SOS. He was due to be re-evaluated this week for possible cast 
removal.    Inhaled epoprostenol started  Considered for ECMO but not initiated due to not a candidate  
Vasopressors required at times  Antihypertensive infusion required at times  severe hypoxia with position 
changes  switched from heparin drip to enoxaparin prophylaxis  2/20 discharge summary 61 y/o male admitted 
to Hospital on 1/31 with hypoxia.  He was diagnosed with COVID 19 5 days prior to admission, and had 
worsening respiratory status.  He was intubated after arrival, and was on ventilator for the entire 

COVID19 VACCINE PFIZER\BIONTECH 1070759-1 65+ years 15-30 days

Something like a mini stroke occur; some kind of injury to his neck; This is a spontaneous report from a 
contactable consumer from a Pfizer Sponsored program Covax US Support. A 68-year-old male patient 
received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE, Lot number EL9263), via an 
unknown route of administration on 27Jan2021 (at the age of 68-years-old) as a single dose for Covid-19 
immunization. Medical history included a heart patient prior to the vaccine for which he takes heart 
medications from an unknown date. The patient's concomitant medications were reported as a lot of 
medications and heart medications for which he has been taking for years (unspecified). The patient did not 
receive any other vaccines within four weeks prior to the vaccination. On 15Feb2021 at 16:00, the patient 
experienced something like a mini stroke; and he had some kind of injury to his neck from an unknown date. 
The patient was hospitalized due to heart problems describes as mini stroke on 15Feb2021. The patient 
underwent lots of test (unspecified) on an unknown date with unknown results. The clinical outcome of the 
event mini stroke and neck injury was unknown. The patient was still hospitalized.

COVID19 VACCINE PFIZER\BIONTECH 1094126-1 40-49 years 15-30 days About a week and a half after receiving the second Pfizer vaccine my husband had a stroke

COVID19 VACCINE PFIZER\BIONTECH 1095360-1 65+ years 15-30 days SHORTNESS OF BREATH Bradycardia Hypothermia Cardiomyopathy  Elevated troponin Acute renal failure 
(ARF)  Death

COVID19 VACCINE PFIZER\BIONTECH 1098306-1 65+ years 15-30 days Stroke



COVID19 VACCINE PFIZER\BIONTECH 1104238-1 65+ years 15-30 days Client was scheduled to get second dose of Pfizer Covid-19 on 02/19/21.  Received call from family stating that 
client suffered a stroke on 02/18/21 and was admitted to hospital.

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 1108439-1 65+ years 15-30 days Acute Embolic Stroke (Diagnostic Code I63.9)

COVID19 VACCINE PFIZER\BIONTECH 1124679-1 65+ years 15-30 days
Stroke - globus pallidus area  Lost ability to speak and recognize objects.  Immediately taken to ER and 
evaluated and TPA given.  Results good following drug administration sent home after two days.  Some 
mental affects still.

COVID19 VACCINE PFIZER\BIONTECH 1142210-1 65+ years 15-30 days TIA 3/16/2021 and moderate stroke on 3/18/2021 resulting in ischemic area left temporal and occipital lobe. 
Injury affecting speech, memory, and cognitive abilities.  unable to live independently as prior to the event.

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 PFIZER\BIONTECH 1150166-1 65+ years 15-30 days Stroke (blood clot in right brain), resulting in slurred speech and left-side weakness

COVID19 VACCINE PFIZER\BIONTECH 1158679-1 65+ years 15-30 days

admitted with a cerebellar stroke; This is a spontaneous report from a contactable physician. A 73-year-old 
female patient received BNT162B2(PFIZER-BIONTECH COVID-19 mRNA VACCINE, Formulation: Solution for 
injection; Batch/Lot number was not reported), dose 1 via an unspecified route of administration on 
27Feb2021 as single dose for COVID-19 immunization. Medical history included ongoing Hypertension, ongoing 
Diabetes, ongoing Cholesterol, ongoing Chronic UTI, gastrooesophageal reflux disease, depression, diabetic 
neuropathy, blood pressure abnormal. Concomitant medications includes, atorvastatin taken for blood 
cholesterol from an unspecified start date and ongoing; omeprazole taken for gastrooesophageal reflux 
disease from an unspecified start date and ongoing; sertraline taken for depression from an unspecified start 
date and ongoing; pregabalin taken for diabetic neuropathy from an unspecified start date and ongoing; 
losartan taken for blood pressure measurement from an unspecified start date to 15Mar2021; captopril, 
hydrochlorothiazide taken for blood pressure measurement from an unspecified start date to 15Mar2021; 
glimepiride taken for diabetes mellitus from an unspecified start date to 15Mar2021; cefalexin taken for 
urinary tract infection from an unspecified start date to 15Mar2021; metformin taken for diabetes mellitus 
from an unspecified start date to 15Mar2021; dulaglutide taken for diabetes mellitus. It was reported that, 
they have been holding her blood pressure and diabetes medicine during her admission. On 15Mar2021, 
patient was admitted with cerebellar stroke. It was reported that, condition has improved slightly and she 
would most likely discharge to a skilled nursing facility. Patient did not believe that she did receive any other 
vaccinations on 27Feb2021, but was unsure. On 15mar2021, the patient underwent lab tests and procedures 
which included angiogram: stroke, magnetic resonance imaging: stroke on 15Mar2021. As therapeutic 
measures for cerebellar stroke, the patient was put on Aspirin, Plavix and the dose of atorvastatin was 
increased to 80 mg. The outcome for the event was recovering.  Follow-up activities have been completed and 
no further information is expected.; Sender's Comments: The event of cerebellar stroke is assessed as possibly 
related to the suspect vaccine BNT162B2 based on temporal association, but consider also possible 
contributory effects from patient's medical history and/or concomitant medications.



COVID19 VACCINE PFIZER\BIONTECH 1158680-1 40-49 years 15-30 days

documented MRI stroke; Appears to be thromboembolic; This is a spontaneous report from a contactable 
physician (reported for himself). A 48-years-old male patient received first dose of BNT162B2 (PFIZER-
BIONTECH COVID-19 MRNA VACCINE, Solution for injection, lot number and expiry date were not reported), 
via an unspecified route of administration, administered in right arm on 04Jan2021 07:00 as a single dose for 
COVID-19 immunisation. Medical history included allergies to penicillin. The patient's concomitant medications 
were not reported. The patient had no other vaccine in four weeks. The patient had no covid prior 
vaccination. On 27Jan2021 14:00, it was reported that patient had documented MRI stroke, and appeared to 
be thromboembolic. Patient have no risk factors for CVA, and stroke occurred. The patient underwent lab 
tests and procedures which included MRI (magnetic resonance imaging): stroke on 27Jan2021. Events resulted 
in doctor or other healthcare professional office/clinic visit, emergency visit and disability or permanent 
damage. Therapeutic measures were taken in response to the events which included patient had started on 
aspirin. The patient was not tested for covid post vaccination. The outcome of the events stroke and 
thromboembolic was recovering.   Information about lot/batch number is requested.; Sender's Comments: The 
causal association cannot be excluded between the reported events of ""MRI stroke and appeared to be 
thromboembolic"" and  BNT162B2 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 AE. 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 1160062-1 65+ years 15-30 days lethargy post vaccinations  3 weeks (march 16) after 2nd vaccination admitted to hospital for stroke

COVID19 VACCINE PFIZER\BIONTECH 1162126-1 60-64 years 15-30 days

Bell's Palsy; stroke; Minor injection site soreness; Extreme sleepiness (2 days); This is a spontaneous report 
received from a contactable consumer (patient). A 62-years-old male patient received BNT162B2 (PFIZER-
BIONTECH COVID-19 VACCINE, lot number EN6206), first dose via an unspecified route of administration, 
administered in right arm on 05Mar2021 07:30 as single dose for covid-19 immunisation. Medical history 
included high blood pressure (HBP) hypertension, Transient ischaemic attack (TIA) twice, pre-diabetic. Known 
allergies was none. Concomitant medications received within 2 weeks of vaccination included metformin, 
atorvastatin, losartan, amlodipine, Aspirin (acetylsalicylic acid). The most recent COVID-19 vaccine was 
administered at work location. The patient did not receive any other vaccines within 4 weeks prior to the 
COVID vaccine. Prior to vaccination, the patient was not diagnosed with COVID-19. Since the vaccination, the 
patient has not been tested for COVID-19. The patient experienced bell's palsy (17 days after vaccination - 
confirmed via ER visit vice stroke) and stroke (seriousness crietria was medically significant), minor injection 
site soreness (2days) and extreme sleepiness (2 days); all events on 22Mar2021 17:30. The adverse event 
result in emergency room/department or urgent care. Treatment was received for all adverse events 
including Steroid/anti-viral medication 7 days by neurologist. The event outcome for all events was not 
recovered.  Follow-up attempts are needed. Information on batch/lot number was available.



COVID19 VACCINE PFIZER\BIONTECH 1162134-1 50-59 years 15-30 days

Stroke; BNT162B2 (First dose: 28-DEC-2020;  second dose: 14Jan2021); BNT162B2 (First dose: 28-DEC-2020;  
second dose: 14Jan2021); This is a spontaneous report from a contactable other health professional (patient). 
A 57-year-old male patient received the second dose of  BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot 
number: EK9231) on 14Jan2021 (at the age of 57 years; as reported) at a single dose in the left arm for COVID-
19 immunization. The patient medical history and concomitant medications were not reported. The patient 
previously took the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: EK9231) on 
28Dec2020 in the left arm for COVID-19 immunization. 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 a stroke on 01Feb2021 at 15:00. The event resulted to  emergency room/department visit and 
physician office visit but was not given any treatment (as reported). The patient was hospitalized for stroke 
for 27 days. The event was considered serious, life threatening, and disabling/incapacitating. Patient's nasal 
swab test on an unspecified date was negative. The outcome of stroke was not recovered.; Sender's 
Comments: Based on know n drug profile  it is unlikely that the reported cerebrovascular accident was 
causally  related to  BNT162B2.  This is probably an intercurrent medical condition.  Case will be reassessed if 
additional information is received.   The impact of this report on the benefit/risk profile of the product and on 
the conduct of the study are 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 1168135-1 65+ years 15-30 days Pt developed intermittent shortness of breath around 3/7/21. Pt fell and had left arm and leg weakness. Pt 
had transient ischemic attack, multiple pulmonary emboli and deep venous thrombosis diagnosis on 3/27/21

COVID19 VACCINE PFIZER\BIONTECH 1175179-1 65+ years 15-30 days

This is a spontaneous report from a contactable consumer. A 73-year-old male patient received his second 
dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: EN9581), via an unspecified route of 
administration in left arm on 10Feb2021 (Batch/Lot Number: EN9581) as a single dose for COVID-19 
immunisation. Medical history included hypertension, prolactinoma, hyper cholesterol, and allergies to 
penicillin. Concomitant medications received within 2 weeks of vaccination included verapamil, lisinopril, 
atorvastatin, and omeprazole. The patient previously received his first dose of BNT162B2 (PFIZER-BIONTECH 
COVID-19 VACCINE, lot number: EL3248) in the left arm on 20Jan2021 01:00 PM. The patient did not receive 
any other vaccines within 4 weeks prior to the COVID vaccine. He was not diagnosed with COVID-19 prior to 
vaccination. The patient experienced stroke due to blood clot at superior sagittal sinus of brain on 11Mar2021 
13:00. The events resulted in Doctor or other healthcare professional office/clinic visit, Emergency 
room/department or urgent care, and Hospitalization for 6 days. Treatment received for the adverse event 
included Enoxaparin injections and warfarin. Outcome of events was not recovered. The patient had not been 
tested for COVID-19 since the vaccination.

COVID19 VACCINE PFIZER\BIONTECH 1182669-1 65+ years 15-30 days Stroke, admitted into ICU for 48 hours



COVID19 VACCINE PFIZER\BIONTECH 1190897-1 65+ years 15-30 days

ischemic colitis; sore throat; constant headaches; ears hurt; dizzy; generally not feeling well; This is a 
spontaneous report from a contactable healthcare professional (patient). A 65-year-old female patient 
received the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) at the age of 65-year-old, via an 
unspecified route of administration, administered in left arm on 04Feb2021 (Lot Number: EL3246) as single 
dose for COVID-19 immunization. The patient was not pregnant at the time of vaccination. Medical history 
included the patient having known allergies (unspecified). Concomitant medications were not reported. The 
patient was previously vaccinated with the first dose of BNT162B2 (lot number: EL0140) at the age of 65-year-
old, via an unspecified route of administration at the left arm on 14Jan2021 at 04:00 PM for Covid-19 
immunization. On 01Mar2021, the patient experienced ischemic colitis, constant headaches, ears hurt, dizzy, 
generally not feeling well, and sore throat. The patient was hospitalized on an unspecified date due to the 
events for 5 days. It was unknown if the patient received treatment for the events. The outcome of the 
events was not recovered.  Information on the batch/lot number has been requested.; Sender's Comments: 
Based on the information provided by the reporter, it appears unlikely that subject vaccine contributed to the 
event of ischemic colitis, which may  likely represent intercurrent medical condition.   Based on available 
information, a possible contributory role of the subject product, BNT162B2 vaccine, cannot be excluded for the 
other reported events  due to temporal relationship   There is limited information provided in this report. This 
case will be reassessed upon receipt of follow-up information.   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 1191087-1 65+ years 15-30 days
Stroke 02/11/2021 after confusion since vaccine.  Was  never diagnose with hypertension, nor treated for this

COVID19 VACCINE PFIZER\BIONTECH 1201256-1 65+ years 15-30 days Stroke 13 days after 2nd injection

COVID19 VACCINE PFIZER\BIONTECH 1203542-1 65+ years 15-30 days

Unknown if pt had s/s at time of vaccination  on 1/29/2021 and 2/19/2021. From 3/1/2021-3/6/2021, pt 
hospitalized w/ covid, resp insufficiency, acute on chronic diastolic HF, dyspnea, ele. D-dimer, acute pulm 
edema and acute on chronic renal insufficiency. Dcd to home. Six hrs later, readmitted w/ worsening multifocal 
airspace opacities, enlarged cardiac silhouette, sob, cough. No PE on CXR. Recd O2, cefepime, remdesivir, 
vanco, Lasix, heparin, rivaroxaban, dexamethasone, tocilizumab. On 3/8/2021, pt had onset R weakness, CT w/ 
distal R MZ occlusion, Intubated for decline. Not TPA candidate. Per neuro, CVA r/t either a fib hx or 
hypercoagulability r/t covid. Pt died.

COVID19 VACCINE PFIZER\BIONTECH 1204976-1 65+ years 15-30 days stroke

COVID19 VACCINE PFIZER\BIONTECH 1206307-1 40-49 years 15-30 days
I was admitted to ER with stroke  and  right arm weakness.  While I was in the ER, I also developed 
unconsciously seizure. The diagnosis are Cerebral Venous Thrombosis (CVT, multiple clots) and Cerebral 
Venous  Sinus Thrombosis (CVST), Focal motor seizure and Cerebral Edema.

COVID19 VACCINE PFIZER\BIONTECH 1207650-1 60-64 years 15-30 days

On 04/04/2021 after having memory issues I went to the emergency room and was diagnosed as having 3 
strokes.  I woke up with a throbbing headache and then had difficultly remembering simple things like using 
the remote control for TV. My vision was also somewhat blurry. I then went to drive and my focus was off 
making driving difficult so I then went to the emergency room

COVID19 VACCINE PFIZER\BIONTECH 1209027-1 65+ years 15-30 days patient had acute stroke 4/10/2021 requiring hospitalization. suspected related to paroxsymal afib etiology. 
Family requesting this be reported to VAERS as possible vaccine reaction.

COVID19 VACCINE PFIZER\BIONTECH 1209873-1 50-59 years 15-30 days

The day after receiving the first dose of the Pfizer vaccine, she developed a headache behind her right eye 
that never went away. Then on Wednesday morning, March 31st (two weeks after receiving the first dose), 
she was found in bed by my mother, unable to walk or talk, her face was drooping, she was very sweaty, and 
had defecated on herself. My mother called the ambulance. She was transported to Hospital where it was 
determined she had suffered a massive hemorrhagic stroke. She was immediately transported by ambulance 
to another Hospital. She spent one day in ICU and then was put on palliative care. She died around 12/N on 
Friday, April 2nd, two days after the stroke.

COVID19 VACCINE PFIZER\BIONTECH 1210496-1 65+ years 15-30 days
Stroke.  ER treatment.  Hospitalization.  Skilled Nursing Facility.  Symptoms:  Weakness/fell to the 
floor/terrible bruises entire left side of body/slurred speech/confusion.   Treatment:  TPA administered.  
Hospitalized for 10 days, followed by continuing stay in skilled nursing facility.



COVID19 VACCINE PFIZER\BIONTECH 1213147-1 60-64 years 15-30 days

I experienced muscle and joint aches, headache and overall malaise.  Approximately 14 days after the first 
vaccine , started having vision deficits in my left eye out of the blue.  I experienced a fuzziness and haziness in 
the vision of the left eye and pain above the left eye brow.  Was seen urgently in the eye clinic on 3/29/21 
and had a battery of tests - a swollen and inflamed left optic nerve was observed and some deficits to vision 
and peripheral vision.  Had second vaccine on 3/31/21 and eye seemed to get worse.   Seen by Optical Nerve 
Specialist on 4/5/21 and had battery of tests and optic nerve worse.  Dr. diagnosed as ischemic optical 
neuropathy likely due to giant cell artritis (GCA).  I had urgent/emergent temporal artery biopsy on 4/6/21 to 
determine if giant cell artritis.  Received results from biopsy on 4/13/21 and negative for GCA.  Saw Optical 
Nerve Specialist on 4/14/21 and diagnosed with ischemic optical neuropathy but cause can not be specified.  
Optic nerve is still swollen and vision impacted.  I am to return to clinic in 8 weeks and see if improvement.  I 
have never had any issue like this in the past.

COVID19 VACCINE PFIZER\BIONTECH 1216367-1 65+ years 15-30 days

Large hemorrhagic stroke with severe headache & throwing up. Not sure when it actually happened but found 
her on bathroom floor when I woke up. Transported to local hospital & transported to Neuro icu at major 
hospital. Now in nursing home with rehab. Unable to assist yet with much therapy. Impaired vision, can't feed 
herself or sit unattended.  Very groggy & sleepy. Never lost consciousness.

COVID19 VACCINE PFIZER\BIONTECH 1218731-1 65+ years 15-30 days I had a stroke.

COVID19 VACCINE PFIZER\BIONTECH 1224590-1 65+ years 15-30 days

Possible TIA; He woke up with black clouds in both eyes surrounded by red; This is a spontaneous report from 
a contactable consumer (patient's son/daughter). A 75-year-old male patient received 1st dose of BNT162B2 
(PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection, LOT number: EN6202, expiration date unknown) 
via unspecified route of administration at arm left on 04Mar2021 at 11:30 AM at age of 74-year-old at single 
dose for COVID-19 immunisation. Medical history included traumatic brain injury (TBI) 1.5 years ago due to a 
horse accident. There was no known allergies. Concomitant medication was reported as none. There was no 
other vaccine in four weeks and no other medications in two weeks. Patient woke up with black clouds in 
both eyes surrounded by red. He went to an eye doctor the next day that told him not to get the next dose 
and to go see a doctor immediately. He did, he has still not received any real answers. The eye doctor was 
afraid it was a possible transient ischaemic attack (TIA). Onset date of events was 24Mar2021 at 03:30 AM. 
Outcome of events was not recovered. No treatment received for the events. Events resulted in doctor or 
other healthcare professional office/clinic visit. There was no Covid prior vaccination. Covid was not tested 
post vaccination.

COVID19 VACCINE PFIZER\BIONTECH 1227274-1 65+ years 15-30 days

Had a stroke one month and 2 days following second dose.; This is a spontaneous report from a contactable 
consumer. A 90-year-old female patient received the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 
VACCINE, Batch/Lot Number: EM9809), via an unspecified route of administration on 26Feb2021 (at the age of 
90-years-old) as a single dose for COVID-19 immunisation. Medical history included diabetes, kidney disease, 
thyroid disease and hypertension from an unknown date and unknown if ongoing. The patient received the 
first dose of BNT162B2 (brand: Pfizer, lot number:PF3248) on 06Feb2021 (at the age of for 90-years-old) for 
COVID-19 immunisation. The patient had a stroke one month and 2 days following second dose on 28Mar2021. 
The patient was hospitalized for the event for 10 days. The patient's hospitalization was prolonged as a result 
of this event. Therapeutic measures were taken as a result of the event (TPA, in-house medical care). The 
outcome of the event was unknown. The event resulted in emergency room/department or urgent care, 
hospitalization, prolongation of existing hospitalization (vaccine received during existing hospitalization), life 
threatening illness (immediate risk of death from the event) and disability or permanent damage.



COVID19 VACCINE PFIZER\BIONTECH 1254898-1 65+ years 15-30 days

Stroke; This is a spontaneous report from a contactable Physician. A 66-year-old male patient received 
bnt162b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE), second dose intramuscular, administered in Arm Left 
on 31Jan2021 (at 66 years old), singe dose for covid-19 immunisation. Medical history included lymphoma, 
hypertension, polycystic kidneys. Concomitant medications included losartan potassium. The patient had first 
dose of bnt162b2 vaccine on 10Jan2021 (at the age of 66 years old) for Covid-19 Immunisation, via 
intramuscular route on left arm. No other vaccine in four weeks. The patient experienced stroke on 
21Feb2021 with outcome of recovering. The patient was hospitalized for stroke for 4 days.  Information on the 
lot/batch number has been requested.; Sender's Comments: The event of stroke is assessed as possibly related 
to the suspect vaccine based on strong temporal association, but consider also possible contributory effects 
from patient's medical history of hypertension and polycystic kidney disease.  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 1255292-1 30-39 years 15-30 days

Combined central retinal vein and artery occlusion; Combined central retinal vein and artery occlusion; This is 
a spontaneous report from a contactable physician. A 34-years-old male patient received second dose of 
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection, Lot Number: EN6198, expiration date- 
unknown), via intramuscular, administered in right arm on 22Mar2021 12:00 (at the age of 34-years-old) as a 
single dose for covid-19 immunisation. Patient historical vaccine received first dose of BNT162B2 (PFIZER-
BIONTECH COVID-19 VACCINE, Lot number: EN6198), via intramuscular, administered in right arm on 
01Mar2021 12:00 as a single dose for covid-19 immunization. The patient medical history and concomitant 
medications were not reported. The patient did not have any known allergies. Prior to the vaccination, the 
patient was not diagnosed with COVID-19. Since the vaccination, the patient had not been tested for COVID-
19. The patient did not received other vaccine within 4 weeks prior to the vaccine and no other medications 
in two weeks. On 07Apr2021 12:00, the patient had combined central retinal vein and artery occlusion. The 
patient received treatment with Hyperbaric oxygen, aflibercept, steroid. The seriousness of the event was 
considered as disability and resulted in other healthcare professional office/clinic visit, Emergency 
room/department or urgent care. Outcome of the event was not recovered.  No follow-up attempts are 
needed. No further information is expected. ; Sender's Comments: Considering a plausible temporal 
relationship , a possible contributory role of suspect vaccine BNT162B2 to the reported event combined 
central retinal vein and artery occlusion cannot be completely excluded. The case will be reassessed once new 
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 1266004-1 65+ years 15-30 days

had 3 ischemic strokes; This is a spontaneous report from a contactable consumer (patient). A 68-year-old non-
pregnant female patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Batch/Lot number was not 
reported), via an unspecified route of administration, administered in arm left on 27Feb2021 (at the age of 68-
years-old) as a single dose for COVID-19 immunisation. Medical history included antiphospholipid syndrome 
from an unknown date and unknown if ongoing. Concomitant medication included rivaroxaban (XARELTO) 
taken for an unspecified indication, start and stop date were not reported. On 19Mar2021, the patient was 
admitted to the hospital with stroke symptoms, it was determined that she had 3 ischemic strokes on 
18Mar2021. The patient was hospitalized for the event from 19Mar2021 to an unknown date for 2 days. The 
patient underwent lab tests and procedures which included SARS-COV-2 test: negative on 20Mar2021. 
Therapeutic measures were taken as a result of the event. The outcome of the event was recovered on an 
unspecified date.    Information on the lot/batch number has been requested.



COVID19 VACCINE PFIZER\BIONTECH 1269611-1 50-59 years 15-30 days

TIA; a rush of numbness came over my whole left arm. My arm; My arm was numb, heavy and weak; My arm 
was numb, heavy and weak; This is a spontaneous report from a contactable consumer (patient). A 53-year-old 
female patient received her second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE; lot 
number: EN6208, expiration date not reported), via an unspecified route of administration on 17Mar2021 (at 
the age of 52-years-old), 8:00am at single dose in the left arm for COVID-19 immunisation. Medical history 
included hypothyroidism and ADHD (attention deficit hyperactivity disorder). The patient was not pregnant at 
the time of vaccination. Concomitant medications included levothyroxine sodium (SYNTHROID) 88mg and 
lisdexamfetamine mesylate (VYVANSE) 40mg both taken from unknown dates and unknown indication. The 
patient previously took clarithromycin (MACROBID) and experienced allergies. Historical vaccine included first 
dose BNT162B2 (brand: Pfizer) received on 24Feb2021 6:00pm (lot number: EN6202) at the age of 52-years-old 
in the left arm. It was reported that on Thursday, 08Apr2021 at approximately 7:00pm, the patient was 
standing in her kitchen when all of a sudden, a rush of numbness came over her whole left arm. The patient's 
arm was numb, heavy, and weak. She knew that this feeling was not normal, so she had her husband take her 
to the hospital, their local hospital. They arrived at approximately 7:30pm where the patient was took in 
right away. At that time, the feeling had returned to the patient's arm. The patient was taken back for a CAT 
scan on her head after which the doctor came to tell her that they would be keeping her overnight for 
observation since they think she had TIA (transient ischaemic attack). The patient was monitored overnight 
and at 6am the next day on 09Apr2021, she had an ultrasound on her carotid artery and later in the morning, 
at around 10am, the patient had an echo cardiogram. The patient was released at approximately 12pm on 
Friday, 09Apr2021. The events experienced resulted in ""Doctor or other healthcare professional office/clinic 
visit, Emergency room/department or urgent care, and Hospitalization from 08Apr2021 to 09Apr2021"". The 
patient has no COVID prior vaccination and had not tested for COVID post vaccination. Outcome of all the 
events was recovering.""

COVID19 VACCINE PFIZER\BIONTECH 1269684-1 50-59 years 15-30 days

Suspected TIA; Experienced a numbness in right hand, arm, drooping right side of face; Experienced a 
numbness in right hand, arm, drooping right side of face; slurred speech; This is a spontaneous report from a 
contactable consumer (patient). A 58-year-old male patient received bnt162b2 (PFIZER-BIONTECH COVID-19 
VACCINE, solution for injection), first dose in right arm on 05Mar2021 14:30 (Lot: EN6199) and second dose in 
left arm on 26Mar2021 14:30 (Lot: ER8732); both via an unspecified route of administration (at the age of 58-
years-old) as single dose for covid-19 immunisation. The vaccination facility type was a public health 
department. Prior to vaccination, the patient was not diagnosed with COVID-19. The patient did not receive 
any other vaccines within 4 weeks prior to bnt162b2. Medical history included allergy induced asthma and 
seasonal allergies. The patient's concomitant medications were not reported. The patient experienced a 
numbness in right hand, arm, drooping right side of face and slurred speech, it lasted for 1-2 minutes. The 
patient went to the ER. Suspected TIA. These events started on 11Apr2021 at 10:00. The events resulted in 
emergency room/department or urgent care. The patient received unspecified treatment for the events. On 
10Apr2021, nasal swab was negative. On 11Apr2021, Covid test type post vaccination with unknown results, 
rapid and nasal swab was negative. It was reported that the patient had MRI, CT, EKG with unknown results 
on unspecified dates. The outcome of the events was recovering.



COVID19 VACCINE PFIZER\BIONTECH 1269767-1 60-64 years 15-30 days

hemorrhagic stroke; This is a spontaneous report from a Non-contactable consumer Via Pfizer sales 
representative. A 60-years-old and female patient received the second dose of BNT162B2 (COMIRNATY, PFIZER-
BIONTECH COVID-19 VACCINE, Solution for injection, Lot number: ER7449 and expiry date: 30Jun2021), via an 
unspecified route on 22Apr2021 at single dose for COVID-19 immunization. Historical vaccine included first 
dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection, Lot number: ER1741 and expiry 
date unknown,) via unspecified route on 28Feb2021 as single dose for COVID-19 immunization. The patients 
medical history and concomitant medications were not reported. There was no known allergy. The patient 
was not pregnant at the time of vaccination. The patient did not receive any other medications within 2 
weeks of vaccination. The patient did not receive any other vaccines within 4 weeks prior to the COVID 
vaccine. The patient was not diagnosed with COVID-19 post vaccination. On 08Apr2021, the patient had a 
hemorrhagic stroke on an island off the coast. She had taken to provincials and life flighted to a hospital for 
emergency brain surgery. The adverse resulted the patient emergency room/department or urgent care, 
hospitalization, life threatening illness (immediate risk of death from the event), disability or permanent 
damage. The patient was 14 days of hospitalization. On the same date, COVID test was negative. The patient 
did not receive any treatment for the event. Outcome of the event was not recovered.   No follow-up 
attempts are possible. No further information is expected.

COVID19 VACCINE PFIZER\BIONTECH 1274462-1 65+ years 15-30 days

Resident developed and was being treated for pneumonia on  or about  February 14, 2021, He was admitted 
to hospital on March 6, 2021 for low potassium and returned to the facility about March 11,2021. He returned 
with a diagnosis of pneumonia. He was admitted hospital on 4-1-2021 and returned to the facility on 4-7-2021 
with a diagnosis of CVA. He was admitted to hospital again on 4-12-2021 with a diagnosis of aspiration 
pneumonia. He returned to the facility on 4-21-2021 and expired at the facility on 4-26-2021

COVID19 VACCINE PFIZER\BIONTECH 1279404-1 60-64 years 15-30 days

Stroke 3 weeks after receiving first dose; This is a spontaneous report from a contactable consumer. A 62-year-
old male patient received the first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified 
route of administration, administered in the left arm on 09Mar2021 17:00 (Batch/Lot number was not 
reported) as single dose for covid-19 immunization. The patient's medical history and concomitant medications 
were not reported.  The patient experienced stroke 3 weeks after receiving first dose(on 01Apr2021). The 
patient was hospitalized for 15 days. The patient underwent lab tests and procedures on 03Apr2021 which 
included nasal swab (for sars-cov-2) test with negative results. The outcome of event was reported as not 
recovered. The patient did not receive any treatment for the event. The event was considered as serious, 
resulting to emergency room/department or urgent care, hospitalization, life threatening illness (immediate 
risk of death from the event) and disability or permanent damage.   Information on about lot/batch number 
has been requested.

COVID19 VACCINE PFIZER\BIONTECH 1284789-1 65+ years 15-30 days

transient ischemic attack; This is a spontaneous report from a contactable consumer (patient). A 67-year-old 
female patient received the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: 
EL9265), via an unspecified route of administration, administered in the left arm, on 30Jan2021 17:30, as 
single dose, for COVID-19 immunisation, at a hospital. Medical history included migraine and back pain. The 
patient did not have COVID-19 prior to vaccination. The patient was not pregnant at the time of vaccination. 
Concomitant medications included ketoconazole and hydrocortisone (HYDROCORTISONE), all taken for 
unspecified indications, start and stop dates were not reported. The patient previously took codeine and 
sulfur dioxide and experienced allergies to both. Historical vaccine included the first dose of BNT162B2 (PFIZER-
BIONTECH COVID-19 VACCINE, lot number not reported), on an unspecified date, for COVID-19 immunisation. 
The patient did not receive any other vaccine in four weeks. On 19Feb2021 at 11:00, the patient experienced 
transient ischemic attack. This resulted to emergency room visit and hospitalization on an unspecified date. 
The patient was hospitalized for 1 day. Treatment for the event included unspecified blood thinners. The 
patient underwent COVID nasal swab on 19Feb2021 which resulted to negative, and an unspecified test on an 
unknown date with unknown result. The outcome of the event was recovered with sequel (reported as 
recovered with lasting effects).  No follow-up attempts are possible. No further information expected.

COVID19 VACCINE PFIZER\BIONTECH 1293194-1 65+ years 15-30 days I63.9 - Acute CVA (cerebrovascular accident) (CMS/HCC) I63.9 - Cerebrovascular accident (CVA), unspecified 
mechanism (CMS/HCC)



COVID19 VACCINEUNKNOWN MANUFACTURER 1213503-1 65+ years 15-30 days Stroke
COVID19 VACCINE JANSSEN 1223667-1 65+ years 31-60 days Blood clots - minor stroke

COVID19 VACCINE JANSSEN 1247921-1 65+ years 31-60 days

4/15/2021 approximately 1030 am client found to be AMS, non-responsive, aphasic, aphagic, left-sided facial 
droop, teeth clenched, left eye closes, right eye with deviated gaze.  911 called, client to hospital ER, work 
up/evaluation, admission for stroke related to blood clots found left frontal and right temporal lobes, per 
spouse. Client discharged 4 days later to home s/p CVA, bed-bound, remains aphasic, aphagic, non-
communicative, no response to verbal stimuli. PLEASE NOTE: hospital admission. Unable to complete section 
21.  Admit for 4 days.

COVID19 VACCINE JANSSEN 1251493-1 65+ years 31-60 days Ischemic Stroke requiring hospitalization. Significant reduction in field of vision.  Loss of nearly all Left Side 
peripheral vision

COVID19 VACCINE JANSSEN 1251844-1 65+ years 31-60 days acute CVA

COVID19 VACCINE JANSSEN 1255470-1 65+ years 31-60 days 1-2 weeks after dose of vaccine, developed nausea, chills, diarrhea. Presented 1 month after vaccine to ED 
with embolic strokes and new renal failure.

COVID19 VACCINE JANSSEN 1280403-1 30-39 years 31-60 days patient presented to ed on 5/1/2021 with acute stroke, no family history of stroke. P

COVID19 VACCINE JANSSEN 1281876-1 65+ years 31-60 days
The patient got her single shot Johnson and Johnson vaccine on 3/6/2021. Then, on or about 4/22/2021, she 
began to complaint of dizziness and left-sided weakness. She presented to emergency room on 4/29/2021 and 
was found to have a stroke via CT and MRI.

COVID19 VACCINE MODERNA 1041485-1 50-59 years 31-60 days Patient suffered from a stroke 4 days after the second vaccination

COVID19 VACCINE MODERNA 1049547-1 65+ years 31-60 days

Woke up with severe dizziness, nausea/vomiting and increased while at work(denies palpitations).  In ER 
1/2/2021-CT of head(WNL), MRI (saw lesion and physician thought she had a stroke).  Neurologist consult on 
1/3 and felt it was not a stroke and unsure the reason of dizziness..  1/3 no arm or leg weakness.  Order to see 
a cardiologist  d/t residual dizziness and advised against 2nd moderna covid 19 vaccine.

COVID19 VACCINE MODERNA 1107342-1 65+ years 31-60 days Blod clot, stroke

COVID19 VACCINE MODERNA 1123817-1 65+ years 31-60 days

After Modena vaccination first dose back of the hand  started allergy,  red large irregular spot allover, very 
itchy, both legs weak, couldn't lift leg when walking.  After 2nd dose allergy became much more severe.  Red 
large irregular spot also appeared allover body skin,  allover back, legs, arms. On March 6, 2021 the legs 
were too weak hard to go on stairs. On March 7, 2021 went to the ER. After discharged on March 9, 2021, left 
leg became weak, right leg more severe,  walking became unbalanced when had to walk.  All over body 
weak, palpitation short of breath during activity, had to lie down. I'm an acupuncture doctor, already couldn't 
work, couldn't drive.

COVID19 VACCINE MODERNA 1123841-1 65+ years 31-60 days
On March 13, I developed double vision, dizziness and nystagmus.  I was transferred by ambulance to a 
hospital due to stroke symptoms.  Admitted overnight. Diagnosis:  Transient Ischemic Attack.  This occurred 
one month after second Covid injection.

COVID19 VACCINE MODERNA 1126370-1 65+ years 31-60 days No adverse symptoms at time of shots. After second Moderna shot February 23, 2021 I suffered a stroke 
seven day later on March 2, 2021.

COVID19 VACCINE MODERNA 1130779-1 65+ years 31-60 days Acute R-sided stroke

COVID19 VACCINE MODERNA 1132779-1 65+ years 31-60 days Pt was admitted on 3/25/2021 with a TIA and sudden word finding difficulty along with a headache and a 
sudden inability to make decisions



COVID19 VACCINE MODERNA 1151065-1 65+ years 31-60 days

Stroke; Blood clot on the brain; I Just sort of zoned out on them; Arm soreness; I Just kept getting tireder; A 
spontaneous report  was received from a consumer, concerning a 69-years old male patient, who received 
Moderna's COVID-19 vaccine and experienced stroke, blood clot on brain, arm soreness without redness and 
swelling, he just kept getting tireder, he just sort of zoned out on them.  The patient's medical history was 
not provided. Concomitant product use was not provided by the reporter.  On 05 Jan 2021, prior to the onset 
of events, the patient received the first of two planned doses of mRNA-1273 (lot number 037K20A) via 
unknown route for COVID-19 infection prophylaxis. On 05-FEB-2021, prior to the onset of events, the patient 
received the second of two planned doses of mRNA-1273 (lot number 032L20A) via unknown route for COVID-
19 infection prophylaxis.  On 05 Feb 2021, after the second dose of vaccine, the patient experienced arm 
soreness and fatigue, He did not get any medication or treatments for his arm soreness without redness and 
swelling and and just kept getting tireder events. On10-MAR-2021 patient experienced just sort of zoned out 
of them, stroke, blood clot on brain. An ambulance was called for him and he was taken to the hospital where 
he received MRIs, and CT scans. He states they think it was a stroke. No treatment medication was reported.  
Action taken with mRNA-1273 in response to the event was not applicable.  The outcome of the events (arm 
soreness without redness and swelling and he was just kept getting tireder) was recovered but the events 
(stroke, blood clot on brain, he just sort of zoned out on them) not resolved at the time of this report.; 
Reporter's Comments: Based on the current available information and temporal association between the use 
of the product and the start date of the events, a causal relationship cannot be excluded.

COVID19 VACCINE MODERNA 1153173-1 50-59 years 31-60 days

Heartbeat thing; High BP; ministroke; transient global amnesia; sore arm; A Spontaneous report  was sent by 
Consumer concerning a 55 year female patient who received Moderna's COVID-19 vaccine (mRNA-1273) and 
experienced mild stroke, transient global amnesia, heart rate increased and blood pressure is high.  No 
medical history was reported. Concomitant medications was not reported.  22 Jan 2021, prior to the onset of 
the events, the patient received the first dose of mRNA-1273 for prophylaxis of COVID-19 infection and 
experienced sore arm in the evening. She took Tylenol and Motrin.  On 02 Mar 2021 the patient received the 
second dose of vaccine and experienced sore arm before she received the shot.   On 21 Mar 2021 she had mild 
stroke, and she was diagnosed with Transient global amnesia. Which they said is precursor to stroke. On 22 
Mar 2021, patient experienced heartbeat thing; blood pressure recorded high.The patient has undergone MRI, 
CAT scan, EKG, Chest x-ray done and blood drawn in ER. Laboratory details are not provided.  Action taken 
with mRNA-1273 in response to the events was not applicable.   At the time of this report, the outcome of the 
events, mild stroke, transient global amnesia, heart rate increased and blood pressure is high 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.  Further information 
has been requested.



COVID19 VACCINE MODERNA 1157608-1 65+ years 31-60 days

Stroke; Blood clots in his brain; Limited motion on the left side of the face and arm; Turned my life upside 
down; A spontaneous report was received from a consumer concerning a 73 -year-old male patient who 
received Moderna's COVID-19 vaccine (mRNA-1273) and reported events blood clots in brain/ cerebral 
thrombosis, stroke/ cerebrovascular accident, turned life upside down/loss of personal independence in daily 
activities and limited motion on the left side of the face and arm/mobility decreased.  The patient's medical 
history was not provided. Concomitant product use was not provided by the reporter.  The patient received 
the first of the two planned doses of mRNA-1273 (lot/batch number: 041L2A) on 08 Jan 2021. On 05 Feb 2021, 
prior to the onset of the events, the patient received their second of the two planned doses of mRNA-
1273(lot/batch: 01020A) via unknown route in the left arm for prophylaxis of COVID-19 infection.  On 26 Feb 
2021, the patient experienced blood clots in brain, stroke and he patient woke up in the morning with limited 
motion on the left side and was subsequently hospitalized for two days. The patient's life upside down. 
Treatment information included blood thinners, small dose of acetyl salicylic acid, rosuvastatin, CoQ and 
Vitamin D3.  The patient received both scheduled doses of mRNA-1273 prior to the events therefore, action 
taken with the drug in response to the events was not applicable.  The outcome of the events blood clots in 
brain, stroke, turned life upside down and limited motion on the left side of the face was not reported.; 
Reporter's Comments: This case concerns a 73 -year-old, male patient, who reported  cerebral thrombosis, 
stroke, loss of personal independence, and mobility decreased. Very limited information regarding these 
events has been provided at this time.  Further information has been requested.

COVID19 VACCINE MODERNA 1168998-1 40-49 years 31-60 days

TIA; Right side of her face was drooping; Left arm was paralyzed; Slurred speech; Dizzy; Confused; A 
spontaneous report  was received from a consumer concerning a 46-year-old, female patient, who received 
Moderna's COVID-19 vaccine (mRNA-1273) and experienced TIA (transient ischaemic attack), dizzy (dizziness), 
her left arm was paralyzed (paralysis), right side of her face was drooping (facial paralysis), slurred speech 
(dysarthria), and she was confused (confusional state).   The patient denied having any allergies, past medical 
history or concomitant medications.  Therefore, no medical history or concomitant medications were reported.  
On 14-Jan-2021, the patient received the first of two planned doses of mRNA-1273 (Lot #: 251L20A) 
intramuscularly in the left arm for prophylaxis of COVID-19 infection.  On 10-Feb-2021, approximately twenty-
four days prior to the onset of events, the patient received the second of two planned doses of mRNA-1273 
(Lot #: 16M20A) intramuscularly in the left arm for prophylaxis of COVID-19 infection.  On 06-Mar-2021 the 
patient had a ""TIA"" (transient ischemic attack). She was sitting down and when she got up, she got dizzy and 
her left arm was paralyzed. The right side of her face was drooping, she had slurred speech and she was 
confused. The patient went to the hospital where she was hospitalized for 2 days. The MD (medical doctor) 
said she had a ""7 mm focal diffusion.""  Treatment information was not provided.  The patient received both 
scheduled doses of mRNA-1273 prior to the event(s); therefore, action taken with the drug in response to the 
event(s) is not applicable.  The outcomes of the events, TIA, dizzy, her left arm was paralyzed, right side of her 
face was drooping, slurred speech, and she was confused, were unknown.; Reporter's Comments: Based on the 
current available information and temporal association between the use of the product and the start date of 
the event, a causal relationship cannot be excluded.""

COVID19 VACCINE MODERNA 1175578-1 50-59 years 31-60 days
Small Right Side Pontine Stroke confirmed by CT and MRI. Treatment includes statin, and anti-platelet med.   
Symptoms: Left sided hemiparesis up to 85% loss of function for 10 days with small improvments over 
days/weeks.

COVID19 VACCINE MODERNA 1185377-1 65+ years 31-60 days
Cerebellum Stroke, dizziness, vomiting, erratic blood pressure, low platelet count, increased AFIB activity, 
high BUN, increased creatinine levels, excessive and easy bruising, slurred speech, total body weakness (right 
side weaker), recovering.

COVID19 VACCINE MODERNA 1185951-1 65+ years 31-60 days developed stroke with generalized body weakness, unable to speak or respond to command. Continues at this 
time with weakness/inability speak/feed for herself.

COVID19 VACCINE MODERNA 1189821-1 65+ years 31-60 days stroke (left facial droop, left side of body weakness, slurred speach, confusion, inability to express self)
COVID19 VACCINE MODERNA 1189832-1 65+ years 31-60 days developed stroke (unresponsive, unable to express herself or her needs,  lethargic, unable to swallow)



COVID19 VACCINE MODERNA 1201521-1 65+ years 31-60 days
Stroke with aphasia. Was in the hospital for shortness of breath, being evaluated. Woke up in the morning 
with acute onset of aphasia. Swallowing and motor strength good. Does have history  of strokes in the past 
but didn't have residual deficits.

COVID19 VACCINE MODERNA 1201883-1 50-59 years 31-60 days

Patient had a CVA (ischemic stroke) on 3/29/21 and was hospitalized for two days. Her signs/symptoms 
included sudden inability to form words, slow speaking, inability to write, inability to text/use cell phone, 
elevated blood pressure. She arrived to the hospital within 30 minutes of the start of symptoms and had a CT 
done that show no blood clot but an MRI about 12 hours later showed an ischemic area approximately the size 
of a quarter in her basal ganglia. After discharge from the hospital, she is following up with speech therapy, 
occupation therapy, and physical therapy. She was started on lisinopril, atorvastatin, plavix, and aspirin in the 
hospital and will continue those indefinitely.

COVID19 VACCINE MODERNA 1203197-1 50-59 years 31-60 days

Stroke; This spontaneous case was reported by a consumer (subsequently medically confirmed) and describes 
the occurrence of CEREBROVASCULAR ACCIDENT (Stroke) in a 59-year-old male patient who received mRNA-
1273 (Moderna COVID-19 Vaccine) (batch nos. 007M20A and 038AZIA) for COVID-19 immunisation.     The 
patient's past medical history included No adverse event (No medical history reported).   On 19-Feb-2021, the 
patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1 dosage form. On 19-
Mar-2021, received second dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) dosage was 
changed to 1 dosage form. On 22-Mar-2021, the patient experienced CEREBROVASCULAR ACCIDENT (Stroke) 
(seriousness criteria hospitalization and medically significant). The patient was hospitalized from 22-Mar-2021 
to 25-Mar-2021 due to CEREBROVASCULAR ACCIDENT. At the time of the report, CEREBROVASCULAR 
ACCIDENT (Stroke) was resolving.; Sender's Comments: Based on the current available information and 
temporal association between the use of the product and the start date of the event, a causal relationship 
cannot be excluded.

COVID19 VACCINE MODERNA 1203245-1 65+ years 31-60 days

similar to a stroke/blood clot in brain; reduced mobility; massive weakness; Twitching; blood pressure high; 
This spontaneous case was reported by a patient (subsequently medically confirmed) and describes the 
occurrence of CEREBROVASCULAR ACCIDENT (similar to a stroke/blood clot in brain), MOBILITY DECREASED 
(reduced mobility), ASTHENIA (massive weakness), MUSCLE TWITCHING (Twitching) and BLOOD PRESSURE 
SYSTOLIC INCREASED (blood pressure high) in a 71-year-old male patient who received mRNA-1273 (Moderna 
COVID-19 Vaccine) (batch nos. 039k21A and 036A20A) for COVID-19 vaccination.     The patient's past medical 
history included No adverse event. Concomitant products included METOPROLOL and PROSTATE CONTROL for 
an unknown indication.   On 06-Feb-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 
Vaccine) (Intramuscular) 1 dosage form. On 06-Mar-2021, received second dose of mRNA-1273 (Moderna COVID-
19 Vaccine) (Intramuscular) dosage was changed to 1 dosage form. On 25-Mar-2021, the patient experienced 
CEREBROVASCULAR ACCIDENT (similar to a stroke/blood clot in brain) (seriousness criterion hospitalization), 
MOBILITY DECREASED (reduced mobility) (seriousness criterion hospitalization), ASTHENIA (massive weakness) 
(seriousness criterion hospitalization), MUSCLE TWITCHING (Twitching) (seriousness criterion hospitalization) 
and BLOOD PRESSURE SYSTOLIC INCREASED (blood pressure high) (seriousness criterion hospitalization). The 
patient was hospitalized from 25-Mar-2021 to 26-Mar-2021 due to ASTHENIA, BLOOD PRESSURE SYSTOLIC 
INCREASED, CEREBROVASCULAR ACCIDENT, MOBILITY DECREASED and MUSCLE TWITCHING. The patient was 
treated with ATORVASTATIN CALCIUM (LIPITOR) ongoing since an unknown date at a dose of 40 mg at 
bedtime. At the time of the report, CEREBROVASCULAR ACCIDENT (similar to a stroke/blood clot in brain), 
MOBILITY DECREASED (reduced mobility), ASTHENIA (massive weakness), MUSCLE TWITCHING (Twitching) and 
BLOOD PRESSURE SYSTOLIC INCREASED (blood pressure high) outcome was unknown. Not Provided; Sender's 
Comments: Based on the current available information and temporal association between the use of the 
product and the start date of the events, a causal relationship cannot be excluded.

COVID19 VACCINE MODERNA 1204823-1 18-29 years 31-60 days I had 2 blood clots on my vertebral arteries that caused me to have a stroke. This happened on March 22nd 
which is 2 months after receiving my 2nd dose of Moderna. I am still going through the recovery process.

COVID19 VACCINE MODERNA 1211294-1 40-49 years 31-60 days
I suffered a stroke on March 19, 2021 that effected my  Occipital and Temporal Lobes on the right side of my 
brain. The primary symptom was almost total and complete blindness. Taken to emergency room, made a 
stroke alert, tPA cleared clot, spent 5 days at the hospital.



COVID19 VACCINE MODERNA 1212599-1 65+ years 31-60 days Blood clot resulting in stroke in left brain

COVID19 VACCINE MODERNA 1213570-1 65+ years 31-60 days

death Narrative:  Patient received Moderna Covid vaccine #1 on 2/12/21. On 2/17/21, his son contacted the 
clinic social worker to inquire about home health services as he thought Patient had had a stroke (no longer 
able to walk and slurred speech). Patient refused to go to the hospital and son agreed to not have him 
admitted for fear that he would die alone in a hospital. Patient receives primary care from a provider and 
social worker suggested that he contact his PCP regarding home hospice services. No further notes of what 
occurred after that conversation and his date of death is reported as 3/21/21. No autopsy results available. 37 
days from date vaccine to date of death.

COVID19 VACCINE MODERNA 1218568-1 40-49 years 31-60 days

Stroke; Gotten very sick from vaccine; Tachycardia; Blood pressure issues; Dizziniess; Heart rate issues; This 
spontaneous case was reported by an other health care professional and describes the occurrence of 
CEREBROVASCULAR ACCIDENT (Stroke) in a 40-year-old male patient who received mRNA-1273 (Moderna 
COVID-19 Vaccine) (batch no. #027L20A) for COVID-19 vaccination. The occurrence of additional non-serious 
events is detailed below.     The patient's past medical history included COVID-19 (hospitalized for 7 days; 
treated with Remdesivir; long recovery) from 11-Sep-2020 to October 2020. Concurrent medical conditions 
included Blood pressure (ongoing issues) and Heart rate (ongoing issues).    On 05-Jan-2021, the patient 
received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 03-Mar-
2021, the patient experienced CEREBROVASCULAR ACCIDENT (Stroke) (seriousness criterion hospitalization). 
On an unknown date, the patient experienced ILLNESS (Gotten very sick from vaccine), TACHYCARDIA 
(Tachycardia), BLOOD PRESSURE FLUCTUATION (Blood pressure issues), DIZZINESS (Dizziniess) and HEART RATE 
IRREGULAR (Heart rate issues). At the time of the report, CEREBROVASCULAR ACCIDENT (Stroke), ILLNESS 
(Gotten very sick from vaccine), TACHYCARDIA (Tachycardia), BLOOD PRESSURE FLUCTUATION (Blood pressure 
issues), DIZZINESS (Dizziniess) and HEART RATE IRREGULAR (Heart rate issues) outcome was unknown.      
DIAGNOSTIC RESULTS (normal ranges are provided in parenthesis if available): On 25-Mar-2021, SARS-CoV-2 
antibody test: 9.64 after one round of the vaccine. On an unknown date, SARS-CoV-2 antibody test: 220 
natural antibodies after 2 months.     mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was withdrawn 
on an unknown date.   For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not 
provide any causality assessments.   Patient reports that he had worked for an urgent care performing testing 
and contracted COVID-19 back in 11SEP2020. Patient was hospitalized for 7 days, was administered 
Remdesivir, and had a long recovery. Patient reports having issues regulating his blood pressure and heart 
rate so bad that he had almost died during that time. The recovery took up until 1st week of October and did 
not feel well until then. Patient reports it was advised to defer first dose of vaccination for COVID-19 for 3 
months.   Patient self-medicated with OTC Tylenol and Advil which did not help. Patient reports that he was 
hospitalized a second time around last month (03MAR2021 approximately) for experiencing a stroke. 
Symptoms felt like he was experiencing a mini-COVID-19 episode and was having a relapse of COVID-19. ER 
professional advised patient to never take the second dose of the vaccine. Patient reports taking an antibody 
test (after a single dose of the vaccine) for both natural and for the spike protein on 25MAR2021. Patient 
reports that he had gotten a 9.64 reading from just one round of the vaccine in comparison to the doctors he 
had worked who had received both doses of the vaccine, never gotten sick with COVID-19, and produced a 9.0 
reading. Patient reports his natural antibodies after 2 months was at 220. Patient wishes to report this 
information to highlight that his natural antibodies were so high from the previous COVID-19 infection that 
when he had gotten the first round of the vaccine, he believes that his body rejected the vaccine so strongly 
that he presented with severe side effects from the vaccine. Patient would like to submit his information to 
show that he is proof that if someone previously had COVID-19, they should only need a single dose of the 



COVID19 VACCINE MODERNA 1235680-1 65+ years 31-60 days

possible heart attack; possible stroke; pacemaker was not working; overdue 2nd dose; This spontaneous case 
was reported by a consumer (subsequently medically confirmed) and describes the occurrence of MYOCARDIAL 
INFARCTION (possible heart attack), CEREBROVASCULAR ACCIDENT (possible stroke) and COMPLICATION 
ASSOCIATED WITH DEVICE (pacemaker was not working) in an 83-year-old male patient who received mRNA-
1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. The occurrence of additional non-serious events is 
detailed below.     The patient's past medical history included Pacemaker insertion (cardiac). Concurrent 
medical conditions included Pre-existing disease.    In February 2021, the patient received first dose of mRNA-
1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 12-Mar-2021, the patient experienced 
PRODUCT DOSE OMISSION ISSUE (overdue 2nd dose). On an unknown date, the patient experienced 
MYOCARDIAL INFARCTION (possible heart attack) (seriousness criteria hospitalization and medically 
significant), CEREBROVASCULAR ACCIDENT (possible stroke) (seriousness criteria hospitalization and medically 
significant) and COMPLICATION ASSOCIATED WITH DEVICE (pacemaker was not working) (seriousness criterion 
hospitalization). At the time of the report, MYOCARDIAL INFARCTION (possible heart attack), 
CEREBROVASCULAR ACCIDENT (possible stroke), COMPLICATION ASSOCIATED WITH DEVICE (pacemaker was 
not working) and PRODUCT DOSE OMISSION ISSUE (overdue 2nd dose) outcome was unknown. Not Provided      
The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown.       No 
treatment information available.  The reporter mentioned that patient has lot of pre-existing medical 
conditions.She does not know name of current medications he is taking which is tons of them. Patient is 
currently in rehab center and Hospital where he is admitted did not give him vaccine since he received his 1st 
dose at Rite aid. Rehab center does not have vaccine in stock.  Limited information regarding the possible MI  
and CVA and pacemaker problems have been provided at this time and a causal relationship cannot be 
excluded.  This report also refers to an event of dose omission.  There were no AEs specifically associated with 
this medication error; Sender's Comments: Limited information regarding the possible MI  and CVA and 
pacemaker problems have been provided at this time and a causal relationship cannot be excluded.  This 
report also refers to an event of dose omission.  There were no AEs specifically associated with this 
medication error



COVID19 VACCINE MODERNA 1235684-1 65+ years 31-60 days

If not 100 % sure but she may had an ischemic stroke,This is not normal; viral meningitis; chills; vision 
problems,vision problem was bad; hearing problems; This spontaneous case was reported by a consumer and 
describes the occurrence of ISCHAEMIC STROKE (If not 100 % sure but she may had an ischemic stroke,This is 
not normal) and MENINGITIS VIRAL (viral meningitis) in a 71-year-old female patient who received mRNA-1273 
(Moderna COVID-19 Vaccine) (batch nos. QQ2A21 and 038K20A) for COVID-19 vaccination. The occurrence of 
additional non-serious events is detailed below.     The patient's past medical history included No adverse 
event (No reported medical history.).   On 05-Feb-2021, the patient received first dose of mRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 07-Mar-2021, received second dose of mRNA-
1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 dosage form. On 08-Mar-2021, the 
patient experienced VISION BLURRED (vision problems,vision problem was bad) and HEARING DISABILITY 
(hearing problems). On an unknown date, the patient experienced ISCHAEMIC STROKE (If not 100 % sure but 
she may had an ischemic stroke,This is not normal) (seriousness criterion medically significant), MENINGITIS 
VIRAL (viral meningitis) (seriousness criterion medically significant) and CHILLS (chills). At the time of the 
report, ISCHAEMIC STROKE (If not 100 % sure but she may had an ischemic stroke,This is not normal), 
MENINGITIS VIRAL (viral meningitis), VISION BLURRED (vision problems,vision problem was bad), HEARING 
DISABILITY (hearing problems) and CHILLS (chills) outcome was unknown.            Action taken with mRNA-1273 
in response to the events was not Applicable. Treatment medication includes: Blood thinner Rosuvastatin, 
81mg aspirin.  Additional information:After second dose had chills but she hear from people who had fever, 
chills and etc. Woke up on Monday March 8 with vision problems, hearing problems. She waited 8 days until 
she went to the doctor because everybody says had a reaction but this was getting worse. Went to eye 
doctor because of vision problem was bad, on March 18 4 weeks after first symptoms appears, optometrist 
send to her internist and after consultation, on March 23 had 2 MRI head and brain. March 26 had contrast 
MRI brain, send her for a carotid study in her neck. Went to the internist again, April 2 send to spinal test. 
April 5 echocardiogram, yesterday went to first appointment with her vision therapeutics. This morning went 
to the neurologist send her for 2 more brain MRI. If not 100 % sure but she may had an ischemic stroke, doctor 
will confirm it with the studies. Neurologist confirm she has viral meningitis and the symptoms are similar 
with ischemic stroke, but that is not confirmed yet.  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 is requested.; Sender's Comments: Based on the current available information 
and temporal association between the use of the product and the start date of the event, a causal 
relationship cannot be excluded. Further information is requested.

COVID19 VACCINE MODERNA 1236407-1 65+ years 31-60 days

Death Narrative:  Patient was not previously Covid positive and did not have any predisposing factors(PMH, 
allergies, etc.) for experiencing an adverse drug event. The ADR did not occur at the time of the 
administration of the vaccine nor was there an ADR that occurred between the observation period and the 
date of death. Patient was 81 and presented to the ED w/ altered mental status on 2/18/21 after receiving 
COVID vaccine on 2/16/21. Patient was also previously admitted earlier that month for a retroperitoneal 
hemorrhage that had similar presentation of altered mental status. CT this admission showed a new CVA. He 
was eventually transferred to the ICU for nonconvulsive status epilepticus and eventually transitioned to 
hospice care after further decline in status. Wife elected to stop dialysis and he passed away on 3/23/21. 
Comorbidities include ESRD on dialysis, CVA, DM, prostate cancer.

COVID19 VACCINE MODERNA 1236414-1 65+ years 31-60 days

death Narrative:  Patient received Moderna covid #1 on 1/9/21 and #2 on 2/8/21. On 2/24/21, he was sent to 
the ER at a facility from a nursing home where he was admitted for skilled nursing care. He was sent to the ER 
due to fever, decreased mental status, renal failure, possible UTI and possible pneumonia. He was admitted 
and received IV fluids, Zosyn and Solu Medrol. On 2/26/21, a consult was placed for hospice care and he was 
accepted for hospice care at a contract nursing home. Upon review of scanned records, it appears he had a 
stroke/intercranial hemorrhage on 2/10/21 and that is why he was admitted to the nursing home for skilled 
nursing services. A date of death of 3/18/21 is recorded. No autopsy results recorded. 38 days from vaccine #2 
and date of death.



COVID19 VACCINE MODERNA 1245480-1 50-59 years 31-60 days

sent to the emergency room because his doctor thought he was having a stroke.; blood vessels had burst in 
the brain, the hands, and the neck (describes it looking red, purple, like a chemical burn); This spontaneous 
case was reported by a consumer (subsequently medically confirmed) and describes the occurrence of 
CEREBROVASCULAR ACCIDENT (sent to the emergency room because his doctor thought he was having a 
stroke.) and PURPURA (blood vessels had burst in the brain, the hands, and the neck (describes it looking red, 
purple, like a chemical burn)) in a 59-year-old male patient who received mRNA-1273 (Moderna COVID-19 
Vaccine) (batch no. 048A21A) for COVID-19 vaccination.     The patient's past medical history included No 
adverse event (Medical history was not reported.). Concomitant products included DULAGLUTIDE (TRULICITY) 
for an unknown indication.   On 09-Mar-2021, the patient received first dose of mRNA-1273 (Moderna COVID-
19 Vaccine) (Intramuscular) 1 dosage form. On 12-Apr-2021, received second dose of mRNA-1273 (Moderna 
COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 dosage form. On 14-Apr-2021, the patient 
experienced CEREBROVASCULAR ACCIDENT (sent to the emergency room because his doctor thought he was 
having a stroke.) (seriousness criteria hospitalization and medically significant) and PURPURA (blood vessels 
had burst in the brain, the hands, and the neck (describes it looking red, purple, like a chemical burn)) 
(seriousness criteria hospitalization and medically significant). The patient was hospitalized on 14-Apr-2021 
due to CEREBROVASCULAR ACCIDENT and PURPURA. At the time of the report, CEREBROVASCULAR ACCIDENT 
(sent to the emergency room because his doctor thought he was having a stroke.) and PURPURA (blood vessels 
had burst in the brain, the hands, and the neck (describes it looking red, purple, like a chemical burn)) outcome 
was unknown.            The lot number of the second vaccine was thought by the patient to be 0L161521A but 
patient was unsure.  The patient was hospitalized for one day due to the events.  Magnetic resonance 
imaging (MRI) and computerized axial tomography (CAT) scan were performed (results not provided).  
Treatment information was not provided. Based on the information provided which includes a strong temporal 
association between the use of mRNA-1273 vaccine and onset of the reported events, a causal relationship 
cannot be excluded.   This case was linked to US-MODERNATX, INC.-MOD-2021-080378, US-MODERNATX, INC.-
MOD-2021-080378 (E2B Linked Report). This case was linked to MOD-2021-080340 (Patient Link).; Sender's 
Comments: Based on the information provided which includes a strong temporal association between the use 
of mRNA-1273 vaccine and onset of the reported events, a causal relationship cannot be excluded. -
MODERNATX, INC.-MOD-2021-080378:Physician case -MODERNATX, INC.-MOD-2021-080378:

COVID19 VACCINE MODERNA 1249673-1 65+ years 31-60 days

TIA; Left upper lip is turned down/face does not look normal; This spontaneous case was reported by a 
consumer (subsequently medically confirmed) and describes the occurrence of TRANSIENT ISCHAEMIC ATTACK 
(TIA) and FACIAL PARALYSIS (Left upper lip is turned down/face does not look normal) in an 85-year-old female 
patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. 031M20A and 010M20A) for COVID-
19 vaccination.     Concurrent medical conditions included Blood pressure abnormal.  Concomitant products 
included METOPROLOL for an unknown indication.   On 30-Jan-2021, the patient received first dose of mRNA-
1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form.  On 27-Feb-2021, received second dose of 
mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 dosage form.   On 12-Mar-
2021, the patient experienced TRANSIENT ISCHAEMIC ATTACK (TIA) (seriousness criterion hospitalization) and 
FACIAL PARALYSIS (Left upper lip is turned down/face does not look normal) (seriousness criterion medically 
significant). The patient was hospitalized for 3 days due to TRANSIENT ISCHAEMIC ATTACK. At the time of the 
report, TRANSIENT ISCHAEMIC ATTACK (TIA) and FACIAL PARALYSIS (Left upper lip is turned down/face does 
not look normal) outcome was unknown.       For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the 
reporter did not provide any causality assessments  Other concomitant medications included unspecified blood 
pressure medications.  No treatment information reported.  The patient received both scheduled doses of 
mRNA-1273 prior to the event, therefore action taken with the drug in response to the event is not 
applicable.   This case was linked to US-MODERNATX, INC.-MOD-2021-081470 (Patient Link).; Sender's 
Comments: Although a temporal association exist,  the event  of Transient ischemic attack with facial paralysis 
is confounded by the patient's history of Blood pressure abnormal and advanced age.



COVID19 VACCINE MODERNA 1249675-1 40-49 years 31-60 days

stroke; This spontaneous case was reported by a consumer and describes the occurrence of 
CEREBROVASCULAR ACCIDENT (stroke) in a 49-year-old female patient who received mRNA-1273 (Moderna 
COVID-19 Vaccine) for COVID-19 vaccination.     The patient's past medical history included No adverse event 
(No relevant medical history provided).   On 26-Feb-2021, the patient received first dose of mRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 09-Apr-2021, received second dose of mRNA-
1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 dosage form. On 12-Apr-2021, the 
patient experienced CEREBROVASCULAR ACCIDENT (stroke) (seriousness criteria hospitalization and life 
threatening). The patient was hospitalized from 12-Apr-2021 to 17-Apr-2021 due to CEREBROVASCULAR 
ACCIDENT. At the time of the report, CEREBROVASCULAR ACCIDENT (stroke) outcome was unknown. Not 
Provided          No medical history and concomitant medications were provided. No treatment information 
provided.  Based on the information provided which includes a temporal association between the use of mRNA-
1273 vaccine and onset of the reported events, a causal relationship cannot be excluded; Sender's Comments: 
Based on the information provided which includes a temporal association between the use of mRNA-1273 
vaccine and onset of the reported events, a causal relationship cannot be excluded

COVID19 VACCINE MODERNA 1249693-1 65+ years 31-60 days

stroke; This spontaneous case was reported by a consumer (subsequently medically confirmed) and describes 
the occurrence of CEREBROVASCULAR ACCIDENT (stroke) in a 65-year-old male patient who received mRNA-
1273 (Moderna COVID-19 Vaccine) (batch nos. 001B21A and 024M20A) for COVID-19 vaccination.     The 
patient's past medical history included No adverse event (No reported medical history). Concomitant products 
included AMLODIPINE, LOSARTAN, ATORVASTATIN, ALBUTEROL [SALBUTAMOL], ASPIRIN [ACETYLSALICYLIC 
ACID], VITAMIN C [ASCORBIC ACID], BUDESONIDE, FORMOTEROL FUMARATE (SYMBICORT), 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]), COLECALCIFEROL (VIT D3), CLOPIDOGREL BISULFATE (PLAVIX), GARLIC [ALLIUM SATIVUM], 
LIDOCAINE, TIOTROPIUM and CYANOCOBALAMIN for an unknown indication.   On 11-Feb-2021, the patient 
received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 11-Mar-
2021, received second dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed 
to 1 dosage form. On 29-Mar-2021, the patient experienced CEREBROVASCULAR ACCIDENT (stroke) 
(seriousness criteria hospitalization and medically significant). The patient was hospitalized for 2 days due to 
CEREBROVASCULAR ACCIDENT. At the time of the report, CEREBROVASCULAR ACCIDENT (stroke) outcome was 
unknown.      DIAGNOSTIC RESULTS (normal ranges are provided in parenthesis if available): On 29-Mar-2021, 
Computerised tomogram head: abnormal (abnormal) CT scan of head and was told that he had a stroke.         
No treatment information was provided. Additional concomitant medications included Circulant for an 
unknown indication. Additional diagnostic tests included magnetic resonance imaging, results not provided.; 
Sender's Comments: Limited information regarding the event has been provided at this time and a causal 
relationship cannot be excluded



COVID19 VACCINE MODERNA 1288107-1 60-64 years 31-60 days

Stroke; Sounded delirious; Could not form words; My blood pressure was 250 over something; This 
spontaneous case was reported by a consumer (subsequently medically confirmed) and describes the 
occurrence of CEREBROVASCULAR ACCIDENT (Stroke), DELIRIUM (Sounded delirious), APHASIA (Could not form 
words) and BLOOD PRESSURE SYSTOLIC INCREASED (My blood pressure was 250 over something) in a 63-year-
old female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. 006B21-2A and 
014M20A) for COVID-19 vaccination.     Concurrent medical conditions included Rheumatoid arthritis. 
Concomitant products included METHOTREXATE for Rheumatoid arthritis, FOLIC ACID, ALENDRONATE SODIUM 
(FOSAMAX), VITAMIN B12 [VITAMIN B12 NOS] and CALCIUM for an unknown indication.   On 02-Mar-2021, the 
patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 30-
Mar-2021, received second dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was 
changed to 1 dosage form. On 03-Apr-2021, the patient experienced CEREBROVASCULAR ACCIDENT (Stroke) 
(seriousness criterion hospitalization), DELIRIUM (Sounded delirious) (seriousness criterion hospitalization), 
APHASIA (Could not form words) (seriousness criterion hospitalization) and BLOOD PRESSURE SYSTOLIC 
INCREASED (My blood pressure was 250 over something) (seriousness criterion hospitalization). The patient 
was hospitalized from 03-Apr-2021 to 05-Apr-2021 due to APHASIA, BLOOD PRESSURE SYSTOLIC INCREASED, 
CEREBROVASCULAR ACCIDENT and DELIRIUM. On 05-Apr-2021, CEREBROVASCULAR ACCIDENT (Stroke) had 
resolved. At the time of the report, DELIRIUM (Sounded delirious), APHASIA (Could not form words) and 
BLOOD PRESSURE SYSTOLIC INCREASED (My blood pressure was 250 over something) outcome was unknown.      
DIAGNOSTIC RESULTS (normal ranges are provided in parenthesis if available): In 2021, Blood pressure 
systolic: 250 (High) 250. In 2021, Magnetic resonance imaging: abnormal (abnormal) confirmed that Patient 
had a stroke.         Patient stated that on 3APR2021, 4 days after receiving the 2nd dose of the COVID-19 
vaccine, she experienced a stroke. She says that she was with her daughter and per her daughter, the patient 
starting sounding delirious and not making any sense. She could not form words. The patient's daughter called 
911. When the paramedics checked her blood pressure, the systolic number was 250. Patient does not 
remember the diastolic blood pressure. She was told to go to the ER. When she reached there, she says that 
she was having difficulty forming words. This was happening randomly and not all the time. She was admitted 
to the hospital for 2 days. An MRI done at the hospital confirmed that the patient had suffered a stroke. She 
was put on Lipitor and Plavix at the hospital and told to continue those medications for a month. She was 
discharged from the hospital and sent back home on 5APR2021. She states that with all the tests that were 
done at the hospital, the doctors are unsure what could have caused the stroke.  The patient received both 
scheduled doses of mRNA-1273 prior to the events, therefore action taken with the drug in response to the 
events was not applicable.  Based on the current available information and temporal association between the 
use of the product and the start date of the events, a causal relationship cannot be excluded.; Sender's 
Comments: Based on the current available information and temporal association between the use of the 
product and the start date of the events, a causal relationship cannot be excluded.

COVID19 VACCINE PFIZER\BIONTECH 1028567-1 40-49 years 31-60 days CVA/thrombotic event.  R sided weakness and sensory deficit.   No preexisting risk factors.  Hypercoaguable 
work up negative.  Managed conservatively.  Improvement without resolution of symptoms to date.

COVID19 VACCINE PFIZER\BIONTECH 1053715-1 30-39 years 31-60 days
Developed Bell's Palsy - started on 2/21/21 w/ ear pain and stiff neck, progressed to numbness and tingling in 
face and lips on 2/22/21, then hearing loss and left sided facial paralysis. Went to ED, r/o stroke, neck/facial 
trauma. Given course of prednisone and acyclovir. No improvement noted to date.

COVID19 VACCINE PFIZER\BIONTECH 1125541-1 65+ years 31-60 days Stroke

COVID19 VACCINE PFIZER\BIONTECH 1128227-1 65+ years 31-60 days Fell twice due to weakness, next day didn't feel good, admitted to hospital, after MRI it was determined a 
stroke had occurred

COVID19 VACCINE PFIZER\BIONTECH 1148876-1 65+ years 31-60 days Stroke / hospital observation/weak left side, numbness/

COVID19 VACCINE PFIZER\BIONTECH 1186681-1 65+ years 31-60 days
April 3, 2021, 4 weeks after my second vaccine, I  was admitted to the hospital then transferred to  another 
hospital with a the diagnosis of Lacunar Stroke.  I was told that I did not have the usual risk factors for a 
stroke.



COVID19 VACCINE PFIZER\BIONTECH 1194224-1 65+ years 31-60 days

Ischemic optic neuropathy; This is a spontaneous report from a contactable consumer (patient). A 78-year-old 
female patient received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE; lot number and expiration date 
unspecified), via an unspecified route of administration, administered in right arm on 21Jan2021 11:00 as 
single dose for COVID-19 immunisation. Medical history included hyperlipemia. The patient was not pregnant 
and had no known allergies. Concomitant medication included atorvastatin (LIPITOR) and brimonidine tartrate, 
timolol maleate (COMBIGAN). The patient had no other vaccine in four weeks. In Mar2021, the patient 
experienced ischemic optic neuropathy. There was no therapy for the event. The event resulted in doctor or 
other healthcare professional office/clinic visit. The patient had no Covid prior vaccination and was not Covid 
tested post vaccination. Outcome of event was not recovered.  Information on the lot/batch number has been 
requested.

COVID19 VACCINE PFIZER\BIONTECH 1202561-1 65+ years 31-60 days CVA with residual hemiparesis - C-Diff, diarrhea, weakness. AKI
COVID19 VACCINE PFIZER\BIONTECH 1205585-1 65+ years 31-60 days Blood clot in the middle cerebral artery leading to ischemic stroke

COVID19 VACCINE PFIZER\BIONTECH 1210673-1 65+ years 31-60 days

patient experienced a massive brain stem stroke on the morning of Friday, April 2, 2021. He was found 
minimally responsive on the floor at home and rushed to  Medical Center which has a comprehensive stroke 
center. Imaging and testing determined there was no chance of recovery that would restore meaningful 
quality of life. The family removed life support on Saturday, April 3, 2021.  Of note ,Patients sister, also, 
similarly suffered  mild stroke shortly after receiving her 2nd Pfizer COVID-19 vaccine. Her recovery is ongoing 
and her family has been encourage to also report to VAERS.

COVID19 VACCINE PFIZER\BIONTECH 1218763-1 50-59 years 31-60 days 14 hours after vaccination patient experienced signs and symptoms of a stroke: aphasia, left arm weakness, 
clumsy, could not text. Called 911

COVID19 VACCINE PFIZER\BIONTECH 1219251-1 65+ years 31-60 days

Vaccination dates were 05 March 2021 and 26 March 2021.  On 05 April, patient was taken to ED with 
neurological symptoms and was put on stroke protocol.  MRI on 06 April confirmed CVA.  Patient was 
currently taking atenolol for long-standing mild heart arrhythmia.  BP was elevated upon check in.  On 07 
April patient was discharged continuing low dose aspirin and Plavix as well as atenolol and suggested to 
follow up with a neurologist and her cardiologist.  Upon discharge patient did not seem to have any ongoing 
neurological deficits.

COVID19 VACCINE PFIZER\BIONTECH 1224616-1 Unknown 31-60 days

Stroke; Headache; This is a spontaneous report from a contactable healthcare professional through a Pfizer 
sales representative. A 7-decade-old (60 to 61 years old) female patient received the second dose of BNT162B2 
(PFIZER-BIONTECH COVID-19 VACCINE, Lot number and expiration date were not reported) on 28Jan2021 as a 
single dose, with route of administration unspecified, for COVID-19 immunization. Medical history included 
migraine; was COVID-19 positive from 06Dec2020 to an unspecified date; and was sick from Dec2020 to an 
unknown to an unspecified date. The patient's concomitant medications were not reported. The patient had 
previously received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Lot number and 
expiration date were not reported) for COVID-19 immunization. On 16Mar2021, the patient had stroke; 
assessed as serious (medically significant). On an unspecified date in 2021, the patient had headache. The 
outcome of the events was unknown.  Information about lot/batch number has been requested.; Sender's 
Comments: Based on the information currently available, the event stroke most likely represents an 
intercurrent medical condition and is unrelated to Bnt162b2 vaccine. Case will be re-assessed upon the 
additional information provided. The impact of this report on the benefit/risk profile of the Pfizer product is 
evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate 
data for adverse events. Any safety concern identified as part of this review, as well as any appropriate 
action in response, will be promptly notified to regulatory authorities, Ethics Committees, and Investigators, 
as appropriate.



COVID19 VACCINE PFIZER\BIONTECH 1227960-1 65+ years 31-60 days

Suffered a stroke; blood clots in the brain; This is a spontaneous report from a contactable consumer (patient). 
A 72-year-old female patient received the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE 
lot/batch number and expiration date not reported) via an unspecified route of administration, administered 
on the left arm on 04Jan2021 14:00 at a single dose for COVID-19 immunisation. Medical history included 
heart valve replacement, thyroid issues and headache. Concomitant medications included medications in the 
last two weeks (unspecified). The patient previously received first dose of BNT162B2 on an unknown date for 
COVID-19 immunization. On 24Feb2021 12:00 PM, the patient suffered a stroke - blood clots in the brain. Had 
brain scans earlier in the year for headaches but nothing found. The events resulted to doctor or other 
healthcare professional office/clinic visit, Emergency room/department or urgent care, Hospitalization, Life 
threatening illness (immediate risk of death from the event)]. The patient was hospitalized for the events for 7 
days. Therapeutic measures were taken as a result of the events which included surgery to break and remove 
the clot. Prior to vaccination, the patient was not diagnosed with COVID-19. Post vaccination, the patient has 
not been tested for COVID-19. No known allergies. The facility where the vaccine was administered was in a 
Public Health Clinic facility. Patient was not pregnant. The patient did not receive any other vaccines within 4 
weeks prior to the COVID vaccine. Outcome of the events was recovered on an unspecified date.   Information 
about lot/batch number has been requested.

COVID19 VACCINE PFIZER\BIONTECH 1246223-1 65+ years 31-60 days Hospitalization - comfort measures -acute on chronic combined CHF caused by ischemic cardiomyopathy with 
Cardiorenal syndrome + acute hypoxic respiratory failure, major decline, failed CABG

COVID19 VACCINE PFIZER\BIONTECH 1255719-1 65+ years 31-60 days

My father had a massive stroke and brain hemorrhage that took his life.; My father had a massive stroke and 
brain hemorrhage that took his life.; This is a spontaneous report from a contactable consumer. A 65-year-old 
male patient (reporter's father) received bnt162b2 (BNT162B2), dose 2 via an unspecified route of 
administration at the age of 65-years-old on 15Mar2021 12:00 (Batch/Lot number was not reported) as single 
dose for COVID-19 immunisation. The patient's medical history was not reported. No known allergies. Not 
diagnosed with COVID prior vaccination. There were no concomitant medications. No other vaccines in four 
weeks. No other medications in two weeks. The patient previously received bnt162b2 (BNT162B2), dose 1 via 
an unspecified route of administration on an unspecified date (Batch/Lot number was not reported) as single 
dose for COVID-19 immunisation. The reporter stated that, ""My father had a massive stroke and brain 
hemorrhage that took his life"" on 15Apr2021 09:30 PM. No treatment received for the events. The events 
resulted in Emergency room/department or urgent care. The patient died on 18Apr2021. It was not reported 
if an autopsy was performed. Unknown if tested for COVID post vaccination.  Information about lot/batch 
number has been requested.; Reported Cause(s) of Death: My father had a massive stroke and brain 
hemorrhage that took his life.; My father had a massive stroke and brain hemorrhage that took his life.""

COVID19 VACCINE PFIZER\BIONTECH 1274263-1 65+ years 31-60 days

This  86  year old  female received the Covid shot on   2/07/21   and went to the ED on  2/12/21     and was 
admitted  on  2/13/21  with a cerebrovascualar accident, weakness, encephalopathy and UTI and went to the 
ED a 2nd time on 2/24/21    and admitted on  2/26/21 with  and went to the ED again on  3/22/21     with 
altered mental status and died in 4/2021.  Please refer to the other details submitted within this report and 
contact the person who submitted this report via email for additional follow up details and investigation.



COVID19 VACCINE PFIZER\BIONTECH 1284766-1 50-59 years 31-60 days

I had a stroke. The blood clot is on the left side of the brain which has affected the right side of my body: right 
leg, right foot, right arm, right hand, and the right side of my face.; I had a stroke. The blood clot is on the left 
side of the brain which has affected the right side of my body: right leg, right foot, right arm, right hand, and 
the right side of my face.; This is a spontaneous report from a contactable consumer. A non-pregnant 53-year-
old female patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection), dose 2 via 
an unspecified route of administration, administered in left arm on 12Feb2021 15:00 (Batch/Lot Number: 
EL9269) as single dose (at the age of 53 years old) for COVID-19 immunisation.  Medical history included 
depression, pre-diabetes and hysterectomy from 2003 hormones due to hysterectomy in 2003. Concomitant 
medications included metformin, semaglutide (OZEMPIC), estradiol, amfetamine aspartate, amfetamine 
sulfate, dexamfetamine saccharate, dexamfetamine sulfate (ADDERALL), lisdexamfetamine mesilate (VYVANSE) 
and ascorbic acid (C [ASCORBIC ACID]), all taken for an unspecified indication, start and stop date were not 
reported. The patient previously took BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection), 
dose 1 (lot number=EL9262) at 20Jan2021 03:00 AM, on the right arm for COVID-19 immunisation.  The 
patient stated on 24Mar2021, ""I had a stroke. The blood clot is on the left side of the brain which has 
affected the right side of my body: right leg, right foot, right arm, right hand, and the right side of my face."" 
Patient received blood thinners as treatment. The patient had emergency and physician visit. The patient was 
hospitalized for 2 days. The outcome of the event was not recovered.""

COVID19 VACCINE MODERNA 1105646-1 65+ years 61-120 days 2 days after vaccine developed severe abd pain and ischemic colitis requiring hospitalization.
COVID19 VACCINE MODERNA 1207368-1 65+ years 61-120 days Pt had stroke 1 month after COVID vaccine.

COVID19 VACCINE MODERNA 1241397-1 65+ years 61-120 days Death Narrative:  91 yr old Arterial ulcer on toe, not surgical candidate, patient opted palliative care, hospice 
enrolled, Died on hospice service. No vaccine complications reported.

COVID19 VACCINE MODERNA 1245447-1 50-59 years 61-120 days

had another stroke; blood clots in brain; Difficult to control right hand; difficult to speak; had a stroke and 
went to the hospital; This spontaneous case was reported by a nurse (subsequently medically confirmed) and 
describes the occurrence of CEREBROVASCULAR ACCIDENT (had another stroke), CEREBRAL THROMBOSIS 
(blood clots in brain), TRANSIENT ISCHAEMIC ATTACK (had a stroke and went to the hospital), DYSKINESIA 
(Difficult to control right hand) and DYSARTHRIA (difficult to speak) in a 56-year-old female patient who 
received mRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. 012M20A and 039A20A) for COVID-19 
vaccination.     The patient's past medical history included No adverse event (No reported medical history).   
On 12-Dec-2020, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 
dosage form.  On 27-Jan-2021, received second dose of mRNA-1273 (Moderna COVID-19 Vaccine) 
(Intramuscular) dosage was changed to 1 dosage form.   On 21-Feb-2021, the patient experienced TRANSIENT 
ISCHAEMIC ATTACK (had a stroke and went to the hospital) (seriousness criterion medically significant).  On 23-
Feb-2021, the patient experienced CEREBROVASCULAR ACCIDENT (had another stroke) (seriousness criteria 
hospitalization and medically significant), CEREBRAL THROMBOSIS (blood clots in brain) (seriousness criterion 
hospitalization), DYSKINESIA (Difficult to control right hand) (seriousness criterion hospitalization) and 
DYSARTHRIA (difficult to speak) (seriousness criterion hospitalization).   The patient was hospitalized from 23-
Feb-2021 to 26-Feb-2021 due to CEREBRAL THROMBOSIS, CEREBROVASCULAR ACCIDENT, DYSARTHRIA and 
DYSKINESIA.   At the time of the report, CEREBROVASCULAR ACCIDENT (had another stroke), CEREBRAL 
THROMBOSIS (blood clots in brain), TRANSIENT ISCHAEMIC ATTACK (had a stroke and went to the hospital), 
DYSKINESIA (Difficult to control right hand) and DYSARTHRIA (difficult to speak) outcome was unknown. Not 
Provided      For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not provide any 
causality assessments.   Concomitant medication use was not reported.   Treatment for the events included 
Plavix.; Sender's Comments: Although a temporal association exist,  critical details such as the patient's 
medical history, list of concomitant medication are lacking .  Pending additional information, causality with 
mRNA-1273  administration cannot be confirmed for all events.

COVID19 VACCINE MODERNA 1267753-1 65+ years 61-120 days
Case tested positive for COVID-19 on 12/7/2020; vaccinated on 1/8/2021 and 2/5/2021 with Moderna; re-
tested positive for COVID-19 on 4/1/2021.  Case was admitted to hospital on 4/2/2021 for surgery due to a 
previous fall.  Case had altered mental status and fever.  Case was found to have an acute CVA.



COVID19 VACCINE PFIZER\BIONTECH 1213564-1 65+ years 61-120 days

The patient was admitted to hospital from 2/24/2021 until 3/6/2021 for AMS, diagnosed with UTI. He had an 
MRI on 3/3/2021 that incidentally showed a nonocclusive thrombus in the right dural venous sigmoid sinus, 
which extends to the right jugular vein. He is being treated with apixaban. It is unclear if this is coincidental or 
somehow related to the vaccine.

COVID19 VACCINE PFIZER\BIONTECH 1289681-1 65+ years 61-120 days I63.9 - Stroke (CMS/HCC) R53.1 - Acute left-sided weakness

COVID19 VACCINE JANSSEN 1153081-1 Unknown Unknown

STROKE; ALWAYS RINGING IN THE EARS; This spontaneous report received from a patient concerned an 87 
year old female. The patient's weight was 153 pounds, and height was 67 inches. The patient's past medical 
history included strokes but the last one was a long time ago. The patient was not pregnant at the time of 
reporting. 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 08-MAR-2021 for prophylactic 
vaccination. The batch number was not reported and has been requested. No concomitant medications were 
reported. The reporter state that, the patient was taking two vaccine shots and was halfway between the 
two vaccines (2 weeks) second one would be on 29-MAR-2021.  On 09-Mar-2021, the patient experienced TIA 
symptoms (feeling fuzzy, batch of color lights in her left eye, very slurred speech, difficulty understanding and 
difficulty in communication) and stated she was having a stroke. Patient also informed that she already had 
this a lot of time before, and her doctor told her to lay down, take an aspirin. Treatment medications (dates 
unspecified) included: acetylsalicylic acid.  On 2021, the subject experienced always ringing in the ears. The 
reporter stated that, the patient had severe hearing impairment as patient continuously complained that her 
ears were ""always ringing an patient was unable to answer all the questions as she stated that she had to 
go for some physical therapy exercise and could not continue the discussion. Treatment medications (dates 
unspecified) included: acetylsalicylic acid. The action taken with covid-19 vaccine ad26.cov2.s was not 
applicable The patient had not recovered from stroke, and the outcome of always ringing in the ears was not 
reported. This report was serious (Other Medically Important Condition).   Additional information was 
received on 18-Mar-2021. The following information was updated and incorporated into the narrative: The 
patient's demographics details (age and age group),event (Always ringing in the ears), reporter address 
details and other reference number.; Sender's Comments: V1:  The following information updates addition of 
event (always ringing in the ears),  patient's demographics details (age and age group), reporter details and 
other reference number. This updated information does not alter prior causality assessment of reported 
event.  20210316871-Covid-19 vaccine ad26.cov2.s-Stroke. This event is considered not related. The event 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 than the drug. Specifically: MEDICAL HISTORY""

COVID19 VACCINE JANSSEN 1153102-1 65+ years Unknown

STROKE; This spontaneous report received from a patient concerned an 84 year old male. The patient's height, 
and weight were not reported. The patient's concurrent conditions included sulfonamide allergy, non 
alcoholic, and cigarette smoker (one pack per day).  The patient received covid-19 vaccine ad26.cov2.s 
(suspension for injection, route of admin not reported, batch number: Unknown, expiry date: unknown) dose 
was not reported, administered on 03-MAR-2021,13:36 right arm for prophylactic vaccination. The batch 
number was not reported and has been requested. No concomitant medications were reported. On 04-MAR-
2021, Patient experienced a stroke. Patient was sent to the ER. The patient was treated per stroke treatment 
guidelines, The patient was hospitalized for two days. The patient returned to hospital a week later. 
Professionals at the hospital found reason for blood loss, but could not find reason for the stroke. The action 
taken with covid-19 vaccine ad26.cov2.s was not applicable. The patient recovered from stroke on 06-MAR-
2021. The reporter causality assessment for stroke  was not related. This report was serious (Hospitalization 
Caused / Prolonged, and Other Medically Important Condition).; Sender's Comments: V0:20210340063-Covid-
19 vaccine ad26.cov2.s-Stroke. This event is considered not related. The event 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 than the drug. Specifically: MEDICAL HISTORY



COVID19 VACCINE JANSSEN 1153892-1 Unknown Unknown

BLIND; STROKE; 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) dose and therapy start date were not 
reported for prophylactic vaccination. The batch number was not reported. Per procedure, no follow-up will be 
requested for this case. No concomitant medications were reported.  On an unspecified date in MAR-2021 
(reported as last week), the patient had a stroke and made her blind. There was no other information known 
about the patient or vaccine administration site. The action taken with Covid-19 vaccine ad26.cov2.s was not 
applicable. The outcome of the blind and stroke was not reported. This report was serious (Other Medically 
Important Condition).; Sender's Comments: 20210333599- Covid-19 vaccine ad26.cov2.s-Blind, Stroke. 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 JANSSEN 1157526-1 Unknown Unknown

STROKE AS A RESULT OF RECEIVING THE J&J VACCINE; 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 JNJ78436735 (Ad26.COV2.S) (suspension for injection, route 
of admin not reported, batch number: Unknown) dose, start therapy date were not reported for prophylactic 
vaccination at unknown site. The batch number was not reported. The Company is unable to perform follow-
up to request batch/lot numbers. No concomitant medications were reported.  On an unspecified date, the 
patient experienced stroke as a result of receiving the j&j vaccine. The action taken with JNJ78436735 
(Ad26.COV2.S) was not applicable. The outcome of stroke as a result of receiving the j&j vaccine was not 
reported. This report was serious (Other Medically Important Condition).; Sender's Comments: V0: 
20210353970 - COVID-19 VACCINE AD26.COV2.S - Stroke. 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 1161947-1 Unknown Unknown

STROKE; BLINDNESS; This spontaneous report received from a consumer via a company representative 
concerned a female of unspecified age. The patient's weight, height, and medical history were not reported. 
The patient received covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin not reported, batch 
number: Unk) dose, start therapy date were not reported for prophylactic vaccination.  No concomitant 
medications were reported. The batch number was not reported and has been requested On MAR-2021, the 
subject experienced stroke. On MAR-2021, the subject experienced blindness. The action taken with covid-19 
vaccine ad26.cov2.s was not applicable. The outcome of the stroke and blindness was not reported. The 
reporter did not report causality between covid-19 vaccine ad26.cov2.s and stroke ,blindness .Company 
causality between covid-19 vaccine ad26.cov2.s and stroke and blindness was possible. This report was serious 
(Other Medically Important Condition).; Sender's Comments: 20210331088-Covid-19 vaccine ad26.cov2.s-
Stroke , Blindness. 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 JANSSEN 1213393-1 Unknown Unknown Lost consciousness and speech, blood clot to the brain caused a stroke

COVID19 VACCINE JANSSEN 1218389-1 50-59 years Unknown
Patient had a CVA, no left side movement. Unknown date of occurrence, discharged from hospital 4/15/2021.  
Patient works for DOT who held a clinic at their site. DOT HR Director informed us of this event. Unable to 
share much information.



COVID19 VACCINE JANSSEN 1218521-1 Unknown Unknown

STROKE 4 HOURS AFTER VACCINATION; This spontaneous report was received from a patient via social media 
by a company representative and concerned a male of unspecified age. The patient's height, and weight were 
not reported. The only reported history was that the patient was a father of 7. The patient received COVID-
19 vaccine Ad26.CoV2.S (suspension for injection, route of administration not reported, batch number 
unknown), dose not reported, on 05-APR-2021 for COVID-19 vaccination. The batch number was not reported 
and has been requested. No concomitant medications were reported. On an unspecified date, the patient 
experienced stroke 4 hours after vaccination.  The action taken with COVID-19 vaccine Ad26.CoV2.S was not 
applicable. The outcome of stroke 4 hours after vaccination was not reported. This report was serious (other 
medically important condition).; Sender's Comments: v0 This spontaneous report involved a male patient of 
unspecified age who experienced stroke 4 hours after receiving Janssen COVID-19 Vaccine Ad26.COV2.S for 
prophylactic vaccination. Medical history, concomitant medications, and details of the event were not 
reported. This case has insufficient information to make a meaningful medical assessment. The case will be 
assessed further when additional information is received.

COVID19 VACCINE JANSSEN 1240776-1 50-59 years Unknown

STROKE; This spontaneous report received from a patient concerned a 58 year old female. The patient's 
weight, height, and medical history were not reported. The patient received covid-19 vaccine ad26.cov2.s 
(suspension for injection, route of admin not reported, batch number: Unknown, expiry: unknown) with 
unspecified dose, 1 total, administered on 12-MAR-2021 for prophylactic vaccination. The batch number was 
not reported. The Company is unable to perform follow-up to request batch/lot numbers.  No concomitant 
medications were reported.  On 14-MAR-2021, 2 days after administration of vaccine, the patient had stroke, 
and the patient was hospitalized on an unspecified date for unspecified duration and had since made a full 
recovery. The action taken with covid-19 vaccine ad26.cov2.s was not applicable. The patient recovered from 
stroke. This report was serious (Hospitalization Caused / Prolonged).; Sender's Comments: V0: 20210428874-
Covid-19 vaccine ad26.cov2.s -Stroke. 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 1249176-1 65+ years Unknown

MASSIVE STROKE(PARALYZED ON THE LEFT SIDE); This spontaneous report received from a consumer 
concerned a 84 year old male. The patient's weight, height, and medical history were not reported. The 
patient received covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin not reported, batch 
number: Unknown) dose was not reported, 1 total administered on 08-APR-2021 17:00 for prophylactic 
vaccination. The batch number was not reported and has been requested. No concomitant medications were 
reported.  On 09-APR-2021, the patient had a massive stroke and got paralyzed on the left side (arm and leg). 
The patient was admitted to the hospital on the morning of 10-APR-2021 and was still in the hospital at the 
time of this report. The action taken with covid-19 vaccine ad26.cov2.s was not applicable. The patient had 
not recovered from massive stroke(paralyzed on the left side). This report was serious (Hospitalization Caused 
/ Prolonged).; Sender's Comments: V0: 20210422228-Covid-19 vaccine ad26.cov2.s -Massive Stroke. 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 1253986-1 60-64 years Unknown

STROKE; This spontaneous report received from a consumer concerned a 60 year old white, Not Hispanic or 
Latino male. The patient's height, and weight were not reported. The patient's past medical history included 
epileptic seizures when seeing flashing lights, he had no prior history of stroke or any surgery, and concurrent 
conditions included high blood pressure, and type 2 diabetes. The patient received covid-19 vaccine 
ad26.cov2.s (suspension for injection, route of administration not reported, batch number: Unknown) dose was 
not reported, administered, on 16-MAR-2021 around 10:30 in the morning for prophylactic vaccination. The 
batch number was not reported and has been requested.  No concomitant medications were reported. On 25-
MAR-2021, the patient had stroke. The reporter did not know what kind of stroke the patient had. He was 
not found immediately when he had the stroke and when patient arrived at the hospital he was paralyzed on 
the left side and was put on the feeding tube and ventilator and moved to hospice after 8 days. On 09-APR-
2021, the patient died from stroke. It was unknown if an autopsy was performed.  The action taken with covid-
19 vaccine ad26.cov2.s was not applicable. This report was serious (Death, Hospitalization Caused / 
Prolonged).; Sender's Comments: V0: 20210428085-COVID-19 VACCINE AD26.COV2.S -Stroke. This event is 
considered not related. The event 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 than the 
drug. Specifically: MEDICAL HISTORY, UNDERLYING DISEASE.; Reported Cause(s) of Death: Stroke

COVID19 VACCINE JANSSEN 1253989-1 Unknown Unknown

HEMORRHAGIC STROKE; This spontaneous report received from a patient concerned a male 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: 1805022, and expiry: 
25/MAY/2021) dose was not reported, 1 total, administered on 17-MAR-2021 for prophylactic vaccination. No 
concomitant medications were reported.  On 01-APR-2021, the patient experienced hemorrhagic stroke. The 
action taken with covid-19 vaccine ad26.cov2.s was not applicable. The outcome of hemorrhagic stroke was 
not reported. This report was serious (Other Medically Important Condition).; Sender's Comments: V0: -covid-
19 vaccine ad26.cov2.s-hemorrhagic stroke. 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 1253990-1 Unknown Unknown

STROKE IN THE CEREBELLUM; LOW PLATELET COUNT OF 90,000; DIZZINESS; NAUSEA; DOUBLE VISION; This 
spontaneous report received from a consumer concerned a male of unspecified age  The patient's weight and 
height were not provided. Medical history included 5-6 episodes of double vision. Concurrent conditions 
included inner ear syndrome.  The patient received covid-19 vaccine ad26.cov2.s (suspension for injection, 
route of admin not reported, batch number: 1805020, and expiry: 25/MAY/2021) 1 total, dose was not 
reported, administered on 16-MAR-2021 in left deltoid for prophylactic vaccination. No concomitant 
medications were reported.  On 31-MAR-2021, the patient experienced double vision and could not move. He 
was taken to hospital and it was discovered that he had a stroke in the cerebellum confirmed via a magnetic 
resonance imaging scan. On 31-MAR-20201 the patient developed low platelet counts of 90,000 and was 
hospitalized. On an unspecified date the patient also experienced dizziness and nausea. At the time of 
reporting his vision was still blurred and he had double vision. He could not drive. He had 5-6 episodes of 
double vision in the past couple months but the cause was determined to be inner ear syndrome. The patient 
was discharged from hospital on an unspecified date and was awaiting an appointment with his neurologist 
and would follow-up with his primary care physician.  he action taken with covid-19 vaccine ad26.cov2.s was 
not applicable. The patient had not recovered from double vision, and the outcome of stroke in the 
cerebellum, low platelet count of 90,000, dizziness, nausea, was not reported. This report was serious 
(Hospitalization Caused / Prolonged).; Sender's Comments: V0:  This male patient of unspecified age was 
hospitalized for cerebellar stroke and low platelet count 15 days after receiving Janssen COVID-19 vaccine for 
the prevention of symptomatic SARS-CoV-2 virus infection.  Symptoms reported were double vision, blurred 
vision, ""could not move"", dizziness, nausea.  There was prior history of episodic double vision due to an 
unspecified inner ear syndrome for the past couple of months prior to vaccination.  Platelet count was 90,000; 
MRI showed stroke in the cerebellum.  No other laboratory tst results reported.  No treatment reported. 
Outcome of the events were not reported.  Based on the information that is available, the event is assessed 
as plausible with the causal association to immunization, per organization causality classification of adverse 
events following immunization based on a lack of a definitive plausible biological mechanism.  However, 
considering the temporal relationship and recently evolving theories in the literature about COVID infections 
and vaccinations, potential vaccine contribution cannot be excluded.  Additional information is requested""

COVID19 VACCINE JANSSEN 1261196-1 Unknown Unknown

STROKE; This spontaneous report received via social media/news from a consumer concerned a female of 
unspecified age. The patient's weight, height, and medical history were not reported. The patient received 
covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin not reported, batch number: Unknown) 
dose was not reported, administered on an unspecified date in MAR-2021 for prophylactic vaccination. The 
batch number was not reported. Per procedure, no follow-up will be requested for this case. No concomitant 
medications were reported.  On an unspecified date in APR-2021, the patient experienced stroke three weeks 
after vaccination. The action taken with covid-19 vaccine ad26.cov2.s was not applicable. The outcome of 
stroke was not reported. This report was serious (Other Medically Important Condition).; Sender's Comments: 
V0-covid-19 vaccine ad26.cov2. s- stroke 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 1261237-1 Unknown Unknown

STROKE LIKE SYMPTOMS; VISION ABNORMAL; This spontaneous report received from a consumer via social 
media concerned a male of unspecified age. The patient's weight, height, and medical history were not 
reported.  The patient received covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin not 
reported, batch number: Unknown) dose, start therapy date were not reported, 1 total administered 11-APR-
2021 for prophylactic vaccination. The batch number was not reported. Per procedure, no follow up will be 
requested for this case. No concomitant medications were reported.  On 12-APR-2021, Monday afternoon, the 
patient felt symptoms similar to an stroke and at the end of the evening he felt normal. It was reported that 
only his vision was out of place. The physicians could not explain what was wrong as everything looked 
normal in test and scan (unspecified). According to them it was a side effect of vaccine. Laboratory data 
included: Eye exam (NR: not provided) Normal, and Investigation (NR: not provided) Normal.  The action taken 
with covid-19 vaccine ad26.cov2.s was not applicable. The patient recovered from stroke like symptoms on 12-
APR-2021, and had not recovered from vision abnormal. This report was serious (Other Medically Important 
Condition).; Sender's Comments: 20210431142-Covid-19 vaccine ad26.cov2.s-stroke like symptoms  . This 
events is considered unassessable. The events has a compatible/suggestive temporal relationship, is 
unlabeled, and has unknown scientific plausibility. There is no information on any other factors potentially 
associated with the events.

COVID19 VACCINE JANSSEN 1261244-1 Unknown Unknown

STROKE; This spontaneous report received from a consumer concerned a female of unspecified age, race and 
ethnic origin. The patient's weight, height, and medical history were not reported. The patient received covid-
19 vaccine ad26.cov2.s (suspension for injection, route of admin not reported, batch number: unknown and 
Expiry Unknown) 1 total dose, start therapy date were not reported for prophylactic vaccination. The batch 
number was not reported and has been requested. No concomitant medications were reported. On an 
unspecified date, the patient experienced stroke. It was reported that the patient had a stroke 10 days after 
receiving the J&J vaccine The action taken with covid-19 vaccine ad26.cov2.s was not applicable. The outcome 
of stroke was not reported. This report was serious (Other Medically Important Condition).; Sender's 
Comments: V0-covid-19 vaccine ad26.cov2.s -Stroke. 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 JANSSEN 1261280-1 Unknown Unknown

TRANSIENT ISCHAEMIC ATTACK; This spontaneous report received from a patient via a company 
representative concerned a 30 year old male. The patient's weight, height, and medical history were not 
reported. The patient received covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin not 
reported, batch number: Unknown) frequency 1 total, dose, start therapy date were not reported for 
prophylactic vaccination. The batch number was not reported. The Company is unable to perform follow-up to 
request batch/lot numbers. No concomitant medications were reported.  On an unspecified date, 7 days after 
the vaccine, the patient  experienced Transient Ischaemic attack. The action taken with covid-19 vaccine 
ad26.cov2.s was not applicable. The outcome of transient ischaemic attack was not reported. This report was 
serious (Other Medically Important Condition).; Sender's Comments: V0- covid-19 vaccine ad26.cov2.s-
transient ischaemic attack .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 1261292-1 50-59 years Unknown

STROKE; BRAIN BLEED; BRAIN FISTULA; VOMITING; HEADACHE; This spontaneous report received from a 
patient concerned a 53-year-old female. The patient's height, and weight were not reported. The patient's 
past medical history included hormone replacement therapy: bioidenticals, and surgery. The patient received 
covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin not reported, batch number: Unknown) 
dose, start therapy date were not reported 1 administered for prophylactic vaccination. Vaccination site was 
unknown. The batch number was not reported. The Company is unable to perform follow-up to request 
batch/lot numbers. No concomitant medications were reported. On an unspecified date, after two week of 
vaccination, the patient had a brain fistula which was considered as a stroke because it was a bleeding not a 
clot. She had really bad headache and was throwing up all night (vomiting). She called her primary health 
care physician they told her to visit hospital. First she went to the community hospital in her local city from 
where she was transferred to another hospital for surgery. The surgery occurred in first week of April. She 
was currently hospitalized. Number of days in hospital were unspecified. The action taken with covid-19 
vaccine ad26.cov2.s was not applicable. The outcome of the headache, vomiting, brain fistula, brain bleed and 
stroke was not reported. This report was serious (Hospitalization Caused / Prolonged, and Other Medically 
Important Condition).; Sender's Comments:-covid-19 vaccine ad26.cov2.s-Haemorrhagic stroke . 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 JANSSEN 1261322-1 40-49 years Unknown

CLOT BLOOD; ACUTE ISCHEMIC STROKE IN LEFT FRONTAL LOBE; PARTIAL LOSS OF USE IN RIGHT LEG; MUSCLE 
WEAKNESS; This spontaneous report received from a patient concerned a 46 year old female. The patient's 
height, and weight were not reported. The patient's concurrent conditions included amoxicillin and flexeril 
allergy, and migraine. The patient experienced drug allergy when treated with cyclobenzaprine 
hydrochloride.  The patient received covid-19 vaccine ad26.cov2.s (suspension for injection, intramuscular, 
batch number: 042A21A, and batch number: 042A21A expiry: UNKNOWN) dose was not reported, 
administered on 08-APR-2021 11:30 on left arm for prophylactic vaccination. Concomitant medications included 
ascorbic acid, ascorbic acid/ergocalciferol/folic acid/nicotinamide/panthenol/retinol/riboflavin/thiamine 
hydrochloride, ergocalciferol, iron, and withania somnifera.  Approximately three days after the vaccine, on 11-
APR-2021 08:20, the patient experienced clot blood. Which caused an acute ischemic stroke in left frontal lobe 
resulting in partial loss of use in right leg and muscle weakness. The patient had a blood test, CT scan, Carotid 
artery ultrasound, diagnostic ultrasound, electrocardiogram (EKG) and an MRI, results are unknown. The 
action taken with covid-19 vaccine ad26.cov2.s was not applicable. The patient had not recovered from clot 
blood, acute ischemic stroke in left frontal lobe, muscle weakness, and partial loss of use in right leg. This 
report was serious (Other Medically Important Condition).; Sender's Comments: V0: This is a report of a 46 
year old, female patient  who experienced a blood clot that caused an acute ischemic stroke in the left fontal 
lobe 3 days after receiving the covid-19 vaccine ad26.cov.2.  Patient's height and weight were not reported. 
Patient has migraine and allergies to amoxicillin, flexeril and cyclobenzapine hydrochloride. Concomitant 
medications included ascorbic acid, ascorbic acid/ ergocalciferol/folic acid/ nicotinamide/ panthenol/retinol/ 
riboflavin/ thiamine hydrochloride, ergocalciferol, iron, and withania somnifera.   Smoking history, drug abuse 
and alcohol intake were not reported. Three (3) days after receiving the vaccine, patient was noted to have a 
blood clot (unspecified area) that caused an acute ischemic stroke in the left frontal lobe, resulting in muscle 
weakness and partial loss of use of the right leg. Patient had blood tests done as well as CT Scan, carotid 
artery ultrasound, electrocardiogram and MRI but the results were not reported. The information provided 
precludes a meaningful medical assessment. Additional information requested.



COVID19 VACCINE JANSSEN 1261358-1 40-49 years Unknown

DIAGNOSIS OF BRANCH RETINAL VEIN OCCLUSION VIA BLOOD CLOT; LETHARGIC; CHILLS; MUSCLE ACHE; 
HEADACHE; This spontaneous report received from a patient concerned a 41 year old male. The patient's 
weight was 210 pounds, and height was 72 inches. The patient's concurrent conditions included alcohol user, 
and non smoker, and other pre-existing medical conditions included the patient had no known allergies. the 
patient did not have any drug abuse/illicit drug use. The patient received covid-19 vaccine ad26.cov2.s 
(suspension for injection, intramuscular, and batch number: 041A21A expiry: UNKNOWN) dose was not 
reported, administered on left deltoid on 07-APR-2021 for prophylactic vaccination. No concomitant 
medications were reported.  On 07-APR-2021,he reported blurred vision in left eye. Then he experienced 
lethargic, chills, muscle ache, headache. On 14-APR-2021, he experienced diagnosis of branch retinal vein 
occlusion via blood clot in the eye. The action taken with covid-19 vaccine ad26.cov2.s was not applicable. The 
patient recovered from lethargic, chills, and muscle ache, and the outcome of diagnosis of branch retinal vein 
occlusion via blood clot and headache was not reported. This report was serious (Other Medically Important 
Condition).; Sender's Comments: V0: This is a report of a 41 year old male patient, who was noted to have 
branch retinal vein occlusion via blood clot in the eye 7 days after receiving the covid-19 vaccine ad26.cov.2.  
Patient is 210 pounds and 72 inches. No pre existing medical conditions. No known allergies. Patient is a non 
smoker and did not have any drug abuse/illicit drug use. On the day of the vaccination, patient reported 
blurred vision on the left eye. He also experienced lethargy, chills, muscle ache and headache. Seven (7) days 
after receiving the vaccine, a blood clot was noted leading to branch retinal vein occlusion. The information 
provided precludes a meaningful medical assessment. Additional information requested.

COVID19 VACCINE JANSSEN 1264407-1 Unknown Unknown

STROKE; This spontaneous report received from a consumer concerned a female of unspecified age. The 
patient's weight, height, and medical history were not reported. The patient received covid-19 vaccine 
ad26.cov2.s (suspension for injection, route of admin not reported, batch number: Unknown) dose, 1 total, 
start therapy date were not reported for prophylactic vaccination. The batch number was not reported and 
has been requested. No concomitant medications were reported.  On an unspecified date, the patient had 
stroke. The action taken with covid-19 vaccine ad26.cov2.s was not applicable. The outcome of stroke was not 
reported. This report was serious (Other Medically Important Condition).; Sender's Comments: 20210438125-
covid-19 vaccine ad26.cov2.s-Stroke. This event(s) is considered unassessable. The event(s) has an 
unknown/unclear temporal relationship, is unlabeled, and has unknown scientific plausibility. There is no 
information on any other factors potentially associated with the event(s).



COVID19 VACCINE JANSSEN 1265873-1 Unknown Unknown

STROKE; BLOOD CLOT IN LEG; This spontaneous report received from a consumer concerned a 51 year old male. 
The patient's height, and weight were not reported. The patient's pre-existing medical conditions included the 
patient was healthy with no health issues. The patient received covid-19 vaccine ad26.cov2.s (suspension for 
injection, route of admin, and batch number were not reported) dose, start therapy date were not reported, 1 
total administered for prophylactic vaccination. The batch number was not reported and has been requested. 
No concomitant medications were reported. It was reported that on an unspecified date in 2021, the patient 
started with symptoms after 13 days of vaccination. The patient woke with leg pain That morning, he got in 
the vehicle to go to work and pulled over due to heaviness in his left arm and slurred speech. An ambulance 
was called and they took him to the emergency room. From there he was life flighted to another hospital and 
was continued with laboratory tests. Laboratory data included: doppler ultrasound (NR: not provided) not 
reported, MRI (magnetic resonance imaging) (NR: not provided) not reported, scan (NR: not provided) not 
reported and other tests. It was due to the blood clot in his leg that caused him to suffer a stroke. He spent 
days in the hospital and had to wear a heart monitor for two weeks. He was  on blood thinners until further 
notice to prevent this from happening again. The action taken with covid-19 vaccine ad26.cov2.s was not 
applicable. The outcome of the blood clot in leg and stroke was not reported. This report was serious 
(Hospitalization Caused / Prolonged).; Sender's Comments: V0: This case concerns a 51 year-old male with no 
prior medical issues who was hospitalized for a stroke and blood clot in his leg 13 days after receiving the 
Janssen Covid-19 vaccine. Concomitant medications, family history, and social history were not reported. 
Thirteen days post-vaccination, the patient awoke with leg pain. While driving to work, he experienced 
heaviness in his left arm and slurred speech and pulled his car over. An ambulance took him to a local hospital 
and from there, he was air-lifted to another hospital where doppler ultrasound, MRI, and other unspecified 
tests were performed.  He spent an unspecified number of days in the hospital and wore a heart monitor for 2 
weeks. He was treated with blood thinners. Per the reporter (patient's daughter), the blood clot caused the 
stroke. Outcome was not reported. Based on the available information, the relationship with Janssen Covid-19 
vaccine is considered indeterminant. More information (e.g. platelet count, D-dimer, fibrinogen, anti-platelet 
factor 4 antibodies, medical records) is being sought.

COVID19 VACCINE JANSSEN 1269879-1 Unknown Unknown

HEMORRHAGIC STROKE; This spontaneous report received from a lawyer 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: 1805022, expiry: 
UNKNOWN) dose was not reported, administered on 11-MAR-2021 for prophylactic vaccination. No 
concomitant medications were reported.  On 12-MAR-2021 (Within 24 hours after vaccination), the patient 
experienced a stroke and was hospitalized. On 13-MAR-2021, the patient was transferred to another hospital 
where she was diagnosed with a haemorrhagic stroke. Currently, the patient was admitted as inpatient 
rehabilitation center.  The action taken with covid-19 vaccine ad26.cov2.s was not applicable. The outcome of 
hemorrhagic stroke was not reported. This report was serious (Hospitalization Caused / Prolonged).; Sender's 
Comments: V0: Medical Assessment Comment not required per standard operations procedure for legal case



COVID19 VACCINE JANSSEN 1269935-1 40-49 years Unknown

STROKE; LITTLE BIT OF JOINT PAIN ON LEGS; This spontaneous report received from a patient concerned a 41 
year old male. The patient's height, and weight were not reported. The patient's concurrent conditions 
included ulcerative colitis, and psoriasis. The patient received guselkumab (solution for injection, 
subcutaneous, batch number was not reported) 100 mg, 1 time every 8 weeks, strength 100 milligram per 
milliliter from 2020 for psoriasis. The patient received covid-19 vaccine ad26.cov2.s (suspension for injection, 
route of admin) dose, 1 total, start therapy date were not reported for prophylactic vaccination. The batch 
number was not reported. The company is unable to perform follow-up to request batch/lot numbers. 
Concomitant medications included vedolizumab for ulcerative colitis.  On an unspecified date, (13 days after 
vaccination), the patient had stroke. In APR-2021 (recent to this report), the patient had a little bit of joint 
pain on legs especially after exercising. The action taken with covid-19 vaccine ad26.cov2.s, and guselkumab 
was not applicable. The outcome of the stroke and little bit of joint pain on legs was not reported. This report 
was serious (Other Medically Important Condition).; Sender's Comments: V0: 20210438989-covid-19 vaccine 
ad26.cov2.s-stroke. 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). 20210438989-guselkumab-stroke. 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 JANSSEN 1276385-1 Unknown Unknown

MASSIVE STROKE; This spontaneous report received from a consumer 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) dose was not reported, 1 total, 
administered in APR-2021 (about eight days prior to this report) for prophylactic vaccination. The batch 
number was not reported. Per procedure, no follow up will be requested for this case. No concomitant 
medications were reported.  It was reported that, in APR-2021, the patient had a massive stroke and died. It 
was unknown if an autopsy was performed. The action taken with covid-19 vaccine ad26.cov2.s was not 
applicable. This report was serious (Death).; Sender's Comments: V0: - Covid-19 Vaccine Ad26.Cov2.S - Massive 
Stroke. 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.; Reported Cause(s) of Death: MASSIVE STROKE



COVID19 VACCINE JANSSEN 1276391-1 50-59 years Unknown

SLURRED SPEECH; TINGLING FEELING IN ALL FOUR LIMBS; STROKE; VISION DECREASED; This spontaneous 
report received from a patient via the VAERS (Vaccine Adverse Event Reporting System;)  a 57 year old male. 
The patient's height, and weight were not reported. The patient's past medical history included history of 
CABG (Coronary artery bypass grafting), and concurrent conditions included diabetes mellitus, congestive 
heart failure, and diabetic retinopathy, and other pre-existing medical conditions included the patient had no 
known allergies to medications, food, or other products and did not had other illnesses at the time of 
vaccination and up to one month prior. The patient did not have an adverse event following any previous 
vaccination. The patient, at age of 57 years, received Covid-19 vaccine ad26.cov2.s (suspension for injection, 
intramuscular, batch number: 1805029 expiry: UNKNOWN) dose was not reported, administered on 18-MAR-
2021 to left arm for prophylactic vaccination. Concomitant medications included insulin and insulin lispro for 
drug used for unknown indication.  On 20-APR-2021, the patient began experiencing tingling feeling in all four 
limbs at different times. On 28-MAR-2021, patient experienced slurred speech. The patient experienced what 
he described as near blindness. The patient was driving down road and all of the sudden most of visual field 
went black and could only see the white lines of the road. The patient was close to hospital and was able to 
see enough to get himself to the hospital and was diagnosed as having a stroke. The patient had CT, MRI, and 
ultrasound of heart (results unspecified).  The action taken with Covid-19 vaccine ad26.cov2.s was not 
applicable. The outcome of the tingling feeling in all four limbs, slurred speech, vision decreased and stroke 
was not reported. This report was serious (Hospitalization Caused / Prolonged).; Sender's Comments: 
20210440193-covid-19 vaccine ad26.cov2.s-Stroke, Vision decreased, Tingling sensation in all four limbs, 
Slurred speech. 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: history of CABG, UNDERLYING 
DISEASE: congestive heart failure, and diabetic retinopathy

COVID19 VACCINE JANSSEN 1276407-1 Unknown Unknown

STROKE; This spontaneous report received from a patient concerned a male 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 and batch number: 1805031 expiry: 26-MAY-2021) dose 
was not reported, 1 in total administered to left arm on 12-MAR-2021 for prophylactic vaccination. No 
concomitant medications were reported.  On 25-MAR-2021, the patient experienced stroke and was 
hospitalized 5 days. The action taken with covid-19 vaccine ad26.cov2.s was not applicable. The outcome of 
stroke was not reported. This report was serious (Hospitalization Caused).; Sender's Comments: V0: 
20210442759 Covid-19 vaccine ad26.cov2.s-stroke. 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 1276416-1 Unknown Unknown

COVID-19 PNEUMONIA; STOMACH BLEEDING; THROMBOCYTOPENIA; MASSIVE STROKE; FIBRIN D DIMER HIGH; 
This spontaneous report received from a consumer (daughter of patient) via a Regulatory Authority [VAERS 
FDA 1218360] and concerned a 79 year old female. The patient's height, and weight were not reported. The 
patient's concurrent conditions included bi-polar, mild asthma, hypertension, and depression. The patient had 
no allergies and no known drug allergies. The patient received covid-19 vaccine ad26.cov2.s (suspension for 
injection, intramuscular, batch number: 1805020) dose was not reported, 1 in total administered on 30-MAR-
2021 to left arm for prophylactic vaccination. Concomitant medications included amlodipine, salbutamol, and 
venlafaxine hydrochloride. The patient felt poorly after vaccination. The patient presented to emergency 
room with gastrointestinal upset, diarrhea, nausea, vomiting, fever and cough on unspecified date. The 
patient was sent home. On 31-MAR-2021, the patient was COVID-19 positive and was admitted to the 
hospital with Covid-19 pneumonia. The patient was on oxygen via nasal cannula. On 31-MAR-2021, the patient 
had high fibrin D dimer and patient had a stomach bleeding. The patient was worsening and was admitted to 
intensive care unit. On unspecified date, the patient developed arm weakness which progressed over days. On 
unspecified date in 2021, the patient had massive stroke and passed in the morning. The stroke did not show 
the signs of hemorrhage. The distribution of stroke was multifocal and could suggest thrombus. The patient 
developed thrombocytopenia in the last 24 hours of life.  The initial computerized tomogram (CT) noted one 
area of focal stroke. The second CT showed worsening large multi-focal left hemispheric stroke in multiple 
distributions. This was an acute development over the previous CT. On 26-APR-2021, physician reported the 
radiology report was not clear whether the Cerebroventricular accident (CVA), the patient had experienced 
was a thrombotic event as the patient had areas on the CT scan that could be old CVAs and in addition the 
patient had hypertension. The patient developed thrombocytopenia on day 12 while she was treated with 
heparin. D-dimer was elevated on admission and throughout the hospitalization and the anti- PF4 antibodies 
were not able to be performed from the sample available. As per the physician, the radiology report was not 
clear whether the CVA the subject had experienced was a thrombotic event as the subject had areas on the 
CT scan that could be old CVAs and in addition the subject had a hypertension. The subject develop 
thrombocytopenia on day 12 while she was treated with heparin. Additional laboratory test included platelet 
count was 157 and dropped to 86 on unspecified date. The patient was treated with heparin. Laboratory data 
(dates unspecified) included: Fibrin D dimer (NR: not provided) high.  The patient died on unspecified date. It 
was unknown if an autopsy was performed. The action taken with covid-19 vaccine ad26.cov2.s was not 
applicable. The patient died of covid-19 pneumonia, massive stroke and thrombocytopenia on an unspecified 
date, had not recovered stomach bleeding, and fibrin d dimer high.  This report was serious (Death, 
Hospitalization Caused / Prolonged, Other Medically Important Condition, and Life Threatening).  Additional 
information was received from physician on 26-APR-2021 via telephone log from a company employee. The 
following information was updated and incorporated into the case narrative: reporters added (physician and 
contact),due diligence updated and physicians statement.; Sender's Comments: V1:  The follow up information 



COVID19 VACCINE JANSSEN 1276487-1 Unknown Unknown

STROKE/HEADACHE; BLOOD CLOT; INJECTION SITE REACTION; PAIN IN ARM; This spontaneous report received 
from a patient concerned a 79 year old male.  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, expiry: UNKNOWN) dose was not reported, administered to left arm on 11-
MAR-2021 for prophylactic vaccination.  No concomitant medications were reported.  On 25-MAR-2021, 2 
weeks after receiving the vaccination, the patient stated his injection site on his left arm ""felt horrible"" 
""like someone was stabbing him in that joint"" (both events captured as injection site reaction). The patient 
reported his doctors did not know what was causing this and he could not get rid of it. On an unspecified date 
the patient experienced headaches with one being described as going from the back of his head to his left 
temple, he reported not usually having headaches. The patient also experienced severe pain when moving left 
arm with pain worsening at night when not moving. The patient was unable to reach up to grab things.  On 
24-APR-2021, the patient was taken to the hospital and was diagnosed as had a stroke. On an unspecified 
date results of Magnetic Resonance Imaging (MRI) were 'blood clots in the artery that goes up middle of spine 
and back of neck. The patient stated the results also had ""right side numbness, vertigo, slurred speech"". 
Results of Computerised Tomogram (CT) (date unspecified) were per the patient ""internal carotid arteries 
demonstrated calcified plaque, stenosis, arteries demonstrate localized  three-four segment of left local 
artery"". The patient was discharged on an unspecified date and had not seen his regular physician yet. The 
action taken with covid-19 vaccine ad26.cov2.s was not applicable. The outcome of the stroke, blood clot, 
injection site reaction, pain in arm and headache was not reported. This report was serious (Hospitalization 
Caused / Prolonged).; Sender's Comments: V0 -covid-19 vaccine ad26.cov2.s-Stroke/Blood clot. This case 
concerns a patient of 79 year old male. 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 JANSSEN 1276488-1 Unknown Unknown

STROKE; This spontaneous report received from a patient concerned a 43 year old female. The patient's 
height, and weight were not reported. The patient's concurrent conditions included smoker. The patient was 
not pregnant at the time of event and the patient has twins. 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 APR-2021 for prophylactic vaccination. The batch number was not reported and has 
been requested. No concomitant medications were reported.  On 23-APR-2021, the patient experienced 
stroke. The patients husband figured out that it was a stroke and drove her to hospital the ambulance. The 
patient had experienced left sided paralysis before she was taken in to the hospital. The patient was 
administered with anticoagulant medication. The patient was hospitalized for 3 days and was not discharged 
at the time of reporting. The action taken with covid-19 vaccine ad26.cov2.s was not applicable. The outcome 
of the paralyzed left side and stroke was not reported. This report was serious (Hospitalization Caused / 
Prolonged).; Sender's Comments: V0:20210451687-Covid-19 vaccine ad26.cov2.s-STROKE. This events is 
considered unassessable. The events has a compatible/suggestive temporal relationship, is unlabeled, and has 
unknown scientific plausibility. There is no information on any other factors potentially associated with the 
events.



COVID19 VACCINE JANSSEN 1276504-1 Unknown Unknown

TRANSIENT ISCHEMIC ATTACK MORE FREQUENT; POSSIBLE BLOOD CLOT; SHORTNESS OF BREATH; CHEST PAIN; 
SWELLING IN ONE LEG; PULSATING HEADACHE; This spontaneous report received from a patient via social 
media concerned a patient of unspecified age and sex. The patient's weight, height, and medical history were 
not reported.  The patient received covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin, and 
batch number were not reported) dose, 1 in total, start therapy date were not reported for prophylactic 
vaccination. The batch number was not reported. Per procedure, no follow-up will be requested for this case. 
No concomitant medications were reported.  On an unspecified date, after took vaccine the patient had major 
health problems which was described as transient ischemic attack which was more frequent and lasted longer, 
headaches were a pulsating headache, shortness of breath(more than usual),chest pains, swelling in one leg 
and seems to be blood clots. The patient was enquire about the involvement of people in vaccine study with 
conditions like hepatitis C, strokes, chronic obstructive pulmonary disease, chronic headaches, liver problems, 
transient ischemic attack. The action taken with covid-19 vaccine ad26.cov2.s was not applicable. The 
outcome of the transient ischemic attack more frequent, pulsating headache, shortness of breath, chest pain, 
swelling in one leg and possible blood clot was not reported. This report was serious (Other Medically 
Important Condition).; Sender's Comments: V0-20210452291JANSSEN COVID-19 VACCINE Ad26.COV2.S  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 1276521-1 50-59 years Unknown

TRANSIENT ISCHEMIC ATTACK (TIA)/STROKE; FELT LIKE GOING TO DIE; This spontaneous report received from 
a patient concerned a 57-year-old Asian and not Hispanic or Latino female. The patient's height, and weight 
were not reported.  The patient's concurrent conditions included blood pressure, and numbness. The patient 
received covid-19 vaccine ad26.cov2. s (suspension for injection, route of admin not reported, batch number: 
042142114, and expiry: UNKNOWN) dose was not reported, 1 total administered on 12-APR-2021 to left arm 
for prophylactic vaccination.  On 15-APR-2021 the patient called paramedics due to right side felt numb. 
Paramedics diagnosed her wrong as having a panic attack. On 17-apr-2021, the patient started feeling numb 
and disoriented and close to midnight she felt like going to pass out. She also felt right side was not working 
and she called paramedics again and was taken to emergency room. Her blood pressure was at 172/111 and 
she was shaking a little. She underwent the laboratory test magnetic resonance imaging (MRI), computed 
tomography scan, magnetic resonance angiogram and blood work was performed. On 18-Apr-2021, At 17:00, 
the patient  was informed that she was moved to another hospital since she was diagnosed with and she was 
diagnosed with transient ischemic attack (TIA)/Stroke. The patient described that her side was still numb so 
they performed magnetic resonance angiogram (MRA). No Damage was found hence she was discharged from 
the hospital on 20-Apr-2021. The patient was hospitalized for 4 days. The patient was prescribed with 
amlodipine for blood pressure and clopidogrel bisulfate for a blood thinner. Patient reports continuing to ""feel 
a little numb"" intermittently. She describes the initial symptoms as ""feeling like I was going to die"". She 
stresses that she ""has never been to an emergency room in her life"". The action taken with covid-19 vaccine 
ad26.cov2. s was not applicable. The patient had not recovered from transient ischemic attack (tia)/stroke, 
and the outcome of felt like going to die was not reported. This report was serious (Hospitalization Caused / 
Prolonged); Sender's Comments: V0: 20210453183-COVID-19 VACCINE AD26.COV2.S-transient ischemic attack 
(tia)/stroke. 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""



COVID19 VACCINE JANSSEN 1276570-1 Unknown Unknown

MID-STROKE; BLOOD CLOTS IN BRAIN; POST STROKE DEPRESSION; CANE USER; This spontaneous report 
received from a consumer (sister) concerned a 69 year old female. The patient's weight, height, and medical 
history were not reported. Patient was a completely healthy woman and was not on any medications. The 
patient received covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin not reported, batch 
number: Unknown) frequency once total, dose, start therapy date was not reported for prophylactic 
vaccination. The batch number was not reported and has been requested. No concomitant medications were 
reported.  On an unspecified date, the patient suffered a mid-stroke. Stroke showed that she suffered from 
blood clots in her brain. All of this happened after receiving Janssen vaccine. Patient had to walk with a cane 
(coded as cane user) and had been prescribed medication. Patient had to deal with other issues including 
depression (coded as post stroke depression) because of her new life long issues. The action taken with covid-
19 vaccine ad26.cov2.s was not applicable. The outcome of the mid-stroke, blood clots in brain, cane user and 
post stroke depression was not reported. This report was serious (Other Medically Important Condition).; 
Sender's Comments: V0:20210455571-Covid-19 vaccine.ad26.cov2.S-MId-stroke,Blood clots in Brain,Post stroke 
depression. 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 JANSSEN 1291591-1 Unknown Unknown

STROKE; This spontaneous report received from a social media via a company representative concerned a 
patient of unspecified age and sex. The patient's weight, height, and medical history were not reported. The 
patient received covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin not reported, batch 
number: Unknown) dose, frequency one total ,start therapy date were not reported for prophylactic 
vaccination. The batch number was not reported. Per procedure no follow up will be requested for this case. 
no concomitant medications were reported. The consumer reported that, patient experienced stroke 4 weeks 
ago. The action taken with covid-19 vaccine ad26.cov2.s was not applicable. The outcome of stroke was not 
reported. This report was serious (Other Medically Important Condition).; Sender's Comments: V0: 
20210504221-covid-19 vaccine ad26.cov2.s-stroke. 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 MODERNA 0947873-1 40-49 years Unknown TIAStroke numbness of R face and RUE Narrative: I recommended transfer via 911 from clinic to nearest ER; 
she refused and signed out against medical advice. She plans to go to ER by private vehicle driven by a friend.

COVID19 VACCINE MODERNA 0954121-1 50-59 years Unknown

TIAStoke Employee complained of numbness at injection and stated she would like to wait about 5 minutes to 
see if it got better. Employee then stated it started to travel down right arm. Employee was offered 
treatment and was taken to be evaluated. Employee complained of numbness at injection and stated she 
would like to wait about 5 minutes to see if it got better. Employee then stated it started to travel down 
right arm. Employee was offered treatment and was taken to be evaluated.

COVID19 VACCINE MODERNA 0971034-1 Unknown Unknown ON Jan 16 complained of lightheadedness then felt better after supper and nap. Next day ok On Jan 22 did not 
get up, had stroke, taken by ambulance to hospital and transferred to medical facility.

COVID19 VACCINE MODERNA 0991434-1 65+ years Unknown The patient developed an acute right posterior frontal stroke with weakness, dysarthria and hemineglect at 
1015pm on 1/26. He had received the Moderna vaccine second dose on 1/25. He received tPA and is now in 
the ICU for monitoring. Also found to have atrial fibrillation on EKG which seems to be a new finding.



COVID19 VACCINE MODERNA 0997531-1 50-59 years Unknown

Narrative: Patient is a 49 year old man with past medical history of hypertension and kidney stones who 
presented with a chief complaint of word finding difficulties and slurred speech. Patient was last seen normal 
at 1230 pm on 1/21/2021. He got his covid vaccine and shortly after he developed a headache that was on 
both sides of his head. Felt like 8/10 pain. He then had difficulty with speaking - he didn't know what word to 
say so he would make a noise. He was on the phone, and that person recommended that he come to the ED to 
get evaluated.In the ED, a stroke code was called. BP 169/97. NIHSS 0. A CT non con did not show any acute 
bleed or any signs of a stroke. After the stoke code was ended, the patient has a headache severity 1/10 and 
did not have any word finding difficulties. Patient was non focal by the time that the stroke code was ended. 
In the setting of hypertension, a blood pressure of 169/97 on admission and fluctuating symptoms, most 
concerning on the differential is a TIA. Given his risk factors and episodic presentation, he will need to be 
worked up for a stroke. The differential also includes post-vaccination reaction vs complex migraine.

COVID19 VACCINE MODERNA 1001421-1 65+ years Unknown

Ischemic attack; Severe high blood pressure; 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 severe 
high blood pressure (BP) and ischemic attack.  The patient's medical history included diabetes. Products known 
to have been used by the patient, within two weeks prior to the event, included atorvastatin calcium, 
bupropion hydrochloride, gabapentin, ibuprofen, estradiol and metformin.  On 08 Jan 2021, prior to the onset 
of the events, the patient received their first of two planned doses of mRNA-1273 (Lot number: 027L20A) 
intramuscularly in the left arm for prophylaxis of COVID-19 infection.    On 12 Jan 2021, the patient was taken 
by ambulance to the hospital with severe high BP. During her hospital stay the patient's BP readings were 
190s/109. The patient was diagnosed with ischemic attack.  On 14 Jan 2021, the patient was discharged from 
the hospital. Her BP readings since then have been 179/85.   On 19 Jan 2021, the patient's BP reading was 
145/80.   Treatment for the event included lisinopril.  Action taken with the second dose of mRNA-1273 in 
response to the event was not reported.    The outcome of the events, severe high BP and ischemic attack, 
was considered unknown.; Reporter's Comments: This case concerns a 77-year-old female patient with medical 
history of diabetes who experienced the serious unlisted events of Hypertension and Transient ischaemic 
attack that required hospitalization. The events occurred approximately four days after receiving their first of 
two planned doses of mRNA-1273 (Lot number: 027L20A), 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. Of note, patient's elderly age and 
history of diabetes are considered risk factors for the occurrence of the events.

COVID19 VACCINE MODERNA 1057709-1 Unknown Unknown

stroke; A spontaneous report was received from a consumer concerning a male patient who experienced a 
stroke/cerebrovascular accident.  The patient's medical history was not provided. Concomitant medications 
were not provided.   On an unspecified date, the patient received one of two planned doses of mRNA-1273 
intramuscularly for the prophylaxis of COVID-19 infection.  On an unspecified date, the patient reported that 
he had a stroke.   Treatment information was not provided.   Action taken with mRNA-1273 was not reported.   
The outcome of the event, stroke, was not reported/unknown.; Reporter's Comments: Very limited 
information regarding this event has been provided at this time. No further information is expected



COVID19 VACCINE MODERNA 1115607-1 Unknown Unknown

Suffer a stroke a few weeks after the vaccine; 42 days pasted since his first dose; A spontaneous report was 
received from a son, concerning a  92 year old male patient, his father, who received Moderna's COVID-19 
vaccine (mRNA-1273) and experienced stroke a few weeks after the vaccine and it was known that missed the 
second date, 42 days passed since the first dose.  The patient's medical history was not provided. No relevant 
concomitant medications were reported.  On 22 Jan 2021, prior to the onset of the events the patient 
received their first of two planned doses of mRNA-1273 (batch number: unknown) intramuscularly for 
prophylaxis of COVID-19 infection.  On an unknown date, the patient experienced a stroke and went to nursing 
home. Th patient had missed the second vaccine dose which was scheduled for 19-Feb-2021. It was known that 
42 days have passed since the patient had the initial dose administered. No treatment information was 
provided.   The outcome of event, 42 days passed since his first dose was recovered.   The outcome of the 
event, suffer a stroke a few weeks after the vaccine, was unknown.; Reporter's Comments: This report refers 
to a case of 92- year-old male patient who experienced serious unexpected event of stroke a few weeks after 
the vaccine and missed the second date (Product dose omission issue) for mRNA-1273. Limited information 
regarding the event of stroke has been provided at this time. Patients medical history, onset date, clinical 
details and diagnostic results of the event are lacking. Further information has been requested. The event of 
product dose omission issue is considered not applicable.

COVID19 VACCINE MODERNA 1122713-1 65+ years Unknown

Stroke; Diabetic Ketoacidosis; A spontaneous report was received from a consumer concerning a 77-years old, 
male patient who experienced the events cerebrovascular accident and diabetic ketoacidosis.   The patient's 
medical history included hypertension.  Concomitant product use was not provided by the reporter.  On 06 
Feb 2021, prior to the onset of the events, the patient received his first of two planned doses of mRNA-1273 
(lot/batch: unknown) intramuscularly  for prophylaxis of COVID-19 infection.    On an unknown date, the 
patient experienced stroke and diabetic ketoacidosis. which caused hospitalization.  On 13 Feb 2021, the 
patient was admitted to the hospital. On 04 Mar 2021, the patient was discharged.  Treatment details was 
not provided.  Action taken with mRNA-1273 in response to the events was not unknown.  The outcome of the 
events cerebrovascular accident and diabetic ketoacidosis was unknown.; Reporter's Comments: Very limited 
information regarding these events has been provided at this time. However, the patient's advance age, 
diabetes, Hypertension, may remain contributing factor for this event.Further information has been requested

COVID19 VACCINE MODERNA 1131192-1 Unknown Unknown

Experienced stroke; I'm not speaking well; A spontaneous report was received from consumer a 73 year old 
female patient who developed stroke/cerebrovascular accident, I'm not speaking well/aphasia.   The patient's 
medical history included claustrophobia. Products known to have been used by the patient, within two weeks 
prior to the event, included multivitamins. Laboratory test include MRI.  On an unknown date, the patient 
received their first of two planned doses of mRNA-1273 for prophylaxis of COVID-19 infection. The patient 
received their second of two planned doses of mRNA-1273 (Batch number: 044A21A) on 10 Mar 2021 in the 
left arm for prophylaxis of COVID-19 infection. The batch number of first dose is mentioned as 00M20A.   The 
patient experienced stroke about a week ago, between the first and second dose. She stated she wasn't sure, 
but she went to the hospital over the weekend. She also stated that she was not speaking well. The 
medically significant event is stroke. Open magnetic resonance imaging (MRI) was performed but no results 
were provided. Treatment for the events was not known.   Action taken with mRNA-1273 in response to the 
event(s) was not applicable.   The outcome of the events stroke and I'm not speaking well was not known.; 
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 1131200-1 65+ years Unknown

She experienced stroke,between the first and second dose; I'm not speaking well; Patient had difficulties to 
understand; 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 experienced stroke (cerebrovascular accident) 
and was not able to speak well (speech disorder) and understand (confusional state).  The patient had 
claustrophobia. Concomitant medications were multivitamins.  On an unknown date, prior to the onset of 
events, the patient received her first of two planned doses of mRNA-1273 (Batch number: 00M20A), 
intramuscularly in the arm for prophylaxis of COVID-19 infection.  On an unknown date in Mar 2021, after 
administering the vaccine, the consumer experienced stroke. She was hospitalized to perform an open-MRI as 
she was claustrophobic. Reporter also stated that patient was not able to speak and understand well and 
required an assistance while speaking over the phone at the time of this report. Patient did not receive any 
treatment.   On 10 Mar 2021, after the events occurred, the patient received her second of two planned doses 
of mRNA-1273 (Batch number: 044A21A), intramuscularly in the arm for prophylaxis of COVID-19 infection.  The 
outcome of the event stroke was unknown and the events speech disorder and confusional state were not 
recovered at the time of this report.; Reporter's Comments: Very limited information regarding this event/s 
has been provided at this time.  Further information has been requested.

COVID19 VACCINE MODERNA 1135292-1 65+ years Unknown

Stroke shortly after the first dose; A spontaneous report was received from a consumer concerning an 81 year 
old, male patient who experienced stroke shortly after the first dose (cerebrovascular accident).  The patient's 
medical history was not provided. No relevant concomitant medications were reported.    On 11 FEB 2021, 
prior to the onset of the events, the patient received their first of two planned doses of mRNA-1273 for 
prophylaxis of COVID-19 infection.  It was reported that the patient experienced stroke shortly after the first 
dose.  No treatment information was provided.   Action taken with mRNA-1273 in response to the events was 
not reported.   The outcome of the event of stroke shortly after the first dose (cerebrovascular accident) was 
considered unknown.; Reporter's Comments: This is a case of sudden death in a 93-year-old female subject 
with no medical hx reported who suffered a stroke (unspecified days)  after receiving first dose of vaccine. 
Very limited information has been provided at this time. Further information will be pursued..

COVID19 VACCINE MODERNA 1135300-1 65+ years Unknown

Stroke; Dizziness; Blurred Vision; Slurred speech; Felt numbness; Tiredness; A sponatenous report was 
received from a consumer concerning a 79 years old female patient who experienced  dizziness, tiredness, 
slurred speech, numbness,  blurred vision, stroke,  very very lethargic and had tingling in face and fingers, lost 
speech, lost eyesight.  The patient's medical history as reported by the reporter includes hypertensive, 
diabetic and had circulation problems. Concomitant medications taken by the patient was not provided.  On 
25 Feb2021, prior to the onset of the event, the patient received their first of two planned doses of mRNA-
1273 (Lot number: 025A21A) through intramuscular route at unspecified site for prophylaxis of COVID-19 
infection.  On an unknown date, patient had dizziness, tiredness (which is very unusual for patient), slurred 
speech numbness and blurred vision and then patient was taken to the ER and diagnosed with having stroke. 
She was admitted and discharged when her condition improved. As per the follow up report received, the 
reporter reported that patient ended up in having a stroke which was a medically significant event and she 
was very very lethargic and had dizziness, felt numbness and tingling in face and fingers. Patient had also  lost 
speech, lost eyesight which was a medically significant event. Patient went to the hospital where she was 
diagnosed. Patient was feeling better at the time of reporting and mostly recovered but feeling weak.  
Patient went to hospital and treatment activities for events was unknown.  Action taken with mRNA-1273 in 
response to the events was unknown.  The outcome of events, experienced dizziness, tiredness, slurred 
speech, numbness, blurred vision, stroke, very very lethargic and had tingling in face and fingers was 
recovering/resoving and lost speech, lost eyesight  was unknown.; Reporter's Comments: There is not enough 
information to assess the causal association between the reported events and the administration of the mRNA-
1273 vaccine.  Critical details such as the onset date of the event is lacking.  Event is also confounded by the 
patient's advanced age and underlying medical conditions of hypertensive, diabetic and had circulation 
problems.



COVID19 VACCINE MODERNA 1143468-1 Unknown Unknown

stroke; past the 28 days; A spontaneous report  was received from a Pharmacist, concerning a Male patient of 
unspecified age who received Moderna COVID-19 vaccine and experienced Stroke and Missed dose.  The 
patient's medical history was not provided. No relevant concomitant medications were reported.    On 26 JAN 
2021, the patient received their first of two planned doses of mRNA-1273 (Lot number: unknown) 
intramuscularly in an unknown arm for prophylaxis of COVID-19 infection.   On an unspecified date, the patient 
had experienced stroke. He is now past the 28 days (Missed dose). They would like to know if he can still get 
his second dose. Treatment information was not provided. The adverse event of stroke was assessed as 
medically significant.  Action taken with mRNA -1273 in response to the events was not reported.  Outcome of 
the event of stroke was not recovered. Outcome of the event of missed dose 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 1146676-1 Unknown Unknown

Stroke; not capable to understand or speak very well.; A spontaneous case was reported by a consumer  
concerning herself and who received mRNA-1273 (Moderna COVID-19 Vaccine) for the prophylaxis of COVID-19 
infection and experienced couple of stroke/ Cerebrovascular accident and not capable to understand or speak 
very well/aphasia.  The patients medical history was not reported. Concomitant medication details was not 
populated.    On an unknown date, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) 
1 dosage form.  On unspecified date the patient experienced couple of stroke/ cerebrovascular accident and 
not capable to understand or speak very well/aphasia.  The events of  cerebrovascular accident and aphasia 
were considered to be serious (medically significant).   The action taken with mRNA-1273 (Moderna COVID-19 
Vaccine) in response to the event was unknown.  The treatment medication was not reported.  The outcome 
of both the event was unknown.; Reporter's Comments: Very limited information regarding the events has 
been provided at this time and is insufficient for causality assessment. Further information has been 
requested.

COVID19 VACCINE MODERNA 1153964-1 Unknown Unknown

ischaemic stroke; A spontaneous report was received from a  other health care professional  concerning a 
female patient of an unknown age who received Moderna's COVID-19 Vaccine (mRNA-1273) and experienced 
ischemic stroke.  The patient's medical history, was not provided by the reporter, included no known 
allergies,  Concomitant medications were not reported.  On unknown date , the patient received their first of 
two planned doses of mRNA-1273 (lot number unknown) intramuscular for prophylaxis of COVID-19 infection.  
Additional information was requested.  On Unknown date the patient experienced events ischemic stroke.  No 
treatment information was provided.  Action taken with mRNA-1273 in response to the events was not 
reported.   The outcome of the events ischemic stroke was unknown.  Causality was not provided by the 
reporter.; Reporter's Comments: This case concerns a female of unknown age with a serious unexpected event 
of ischaemic stroke.  Event onset with unknown latency after first dose mRNA-1273. Event outcomes not 
reported. Based on current available information and temporal association between the use of the product 
and the start date of the event, a causal relationship cannot be excluded.



COVID19 VACCINE MODERNA 1154005-1 60-64 years Unknown

Stroke; Bad headache; Very tired; Right side of her body numb; A spontaneous report was received from a 
consumer, concerning a female patient (herself) of 64-years-old, who received Moderna's COVID-19 vaccine 
and experienced headache, tiredness, stroke/ Cerebrovascular accident and right side of her body 
numb/hypoaesthesia.   The patient's medical history included high blood pressure, migraine, high cholesterol, 
obesity, fusion of spine and neck surgery and numbness on the right side. Products known to have been used 
by the patient, within two weeks prior to the event included unspecified blood pressure medications.  On 18 
Mar 2021, approximately four days prior to the onset of events, the patient received their first of two 
planned doses of mRNA-1273 (lot number: 006B21A) intramuscularly in the left arm for prophylaxis of COVID-
19 infection.   On 18 Jan 2021 night, the patient experienced a bad headache and was very tired. On 20-Mar-
2021, the patient felt better and went for a walk. On 21 Mar 2021, Sunday, at 1:00 am the patient 
experienced stroke and was hospitalized subsequently. The event stroke was considered as medically 
significant and required hospitalization.  On 24 Mar 2021, the patient was discharged from hospital and she 
stated that the stroke had left her entire right side of the body numb.   Treatment for the events included 
atorvastatin, aspirin.  Action taken with mRNA-1273 in response to the events was unknown.  The outcome of 
the events headache, tiredness, stroke/cerebrovascular accident was considered as resolved/recovered on 24 
Mar 2021. The outcome of the event right side of her body numb/hypoaesthesia was considered as not  
recovered at the time of this report.; Reporter's Comments: Based on the current available information and 
temporal association between the use of the product and the start date of the events, a causal relationship 
cannot be excluded.

COVID19 VACCINE MODERNA 1154018-1 Unknown Unknown

Stroke; A spontaneous report was received from a consumer concerning a female patient, who received 
Moderna's COVID-19 Vaccine (mRNA-1273) and experienced stroke/cerebrovascular accident.  The patient's 
medical history was not provided. Concomitant product use was not provided.  On an unspecified date, prior 
to the onset of the symptoms, the patient received their mRNA-1273 (Batch number not provided) for 
prophylaxis of COVID-19 infection.  On an unknown date, the patient had stroke. Treatment information was 
not provided.  Action taken with mRNA-1273 in response to the event was not provided.  The outcome of the 
event stroke 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 1162024-1 Unknown Unknown

stroke-like symptoms, reacting like he ""had a stroke"" following their vaccine; Feels like a vegetable; A 
spontaneous report  was received from a consumer concerning a male patient, who received Moderna's 
COVID-19 vaccine (mRNA-1273) and experienced events of stroke-like symptoms, reacting like he ""had a 
stroke"" following his vaccine and current condition is ""like a vegetable"" which lead to the hospitalization of 
the patient.  The patient's medical history was not provided. The concomitant medications on use were also 
not provided.  On unknown date, prior to the onset of the events, the patient received their dose of mRNA 
(Batch/Lot number: unknown) through unknown route of administration for prophylaxis of COVID-19 infection.  
On unknown date, patient experienced event reacting like he ""had a stroke"" following their vaccine. 
Following severe symptoms, patient was subsequently hospitalized and had been transferred twice since. 
Reporter said their current status is ""like a vegetable"". The events are medically significant.  No laboratory 
data was provided. No treatment information was provided.  Action taken with mRNA-1273 in response to 
the events was not reported.   The outcome of the event(s) stroke-like symptoms, reacting like he ""had a 
stroke"" following their vaccine and current condition is ""like a vegetable"" were unknown.; Reporter's 
Comments: Based on the current available information and temporal association between the use of the 
product and the start date of the events a causal relationship cannot be excluded.""



COVID19 VACCINE MODERNA 1170757-1 Unknown Unknown

Mild stroke; Sore arm; A spontaneous report was received from a consumer concerning a female patient of 
unspecified age, who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced mild stroke/ 
transient ischaemic attack and sore arm/pain in extremity.  The patient's medical history was not provided. 
No relevant concomitant medications were reported.  On an unspecified date, prior to the onset of the events, 
the patient received their planned dose of mRNA-1273 (Batch Number: unknown) via unspecified route for 
prophylaxis of COVID-19 infection.  On an unspecified date, after the vaccination, the patient experienced sore 
arm and mild stroke. Treatment information for the events was not provided.  Action taken with mRNA-1273 
in response to the events was unknown.  The outcome of the events, mild stroke and sore arm, was unknown 
at the time of this report.; Sender's Comments: Very limited information regarding these events has been 
provided at this time. The events are probably related to the patient's comorbidities

COVID19 VACCINE MODERNA 1173603-1 Unknown Unknown

Her granddaughter friend grandmother had a stroke after receiving Moderna vaccine; This spontaneous case 
was reported by a consumer and describes the occurrence of CEREBROVASCULAR ACCIDENT (Her 
granddaughter friend grandmother had a stroke after receiving Moderna vaccine) in a female patient of an 
unknown age who received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination.     The 
patient's past medical history included No adverse event (No reported medical history).    On an unknown 
date, the patient received dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 
an unknown date, the patient experienced CEREBROVASCULAR ACCIDENT (Her granddaughter friend 
grandmother had a stroke after receiving Moderna vaccine) (seriousness criterion medically significant). At 
the time of the report, CEREBROVASCULAR ACCIDENT (Her granddaughter friend grandmother had a stroke 
after receiving Moderna vaccine) outcome was unknown.        The action taken with mRNA-1273 (Moderna 
COVID-19 Vaccine) (Intramuscular) was unknown.       No relevant concomitant medications were reported. No 
treatment information was provided.  Very limited information regarding this event/s has been provided at 
this time.  Further information has been requested.   This case was linked to (Patient Link).; Sender's 
Comments: Very limited information regarding this event/s has been provided at this time.  Further 
information has been requested.

COVID19 VACCINE MODERNA 1197857-1 Unknown Unknown

PATIENT BEGAN SLURRED SPEACH AND WEAKNESS IN LEFT SIDE ONE WEEK AFTER VACCINATION. 
DAUGHTER, WHO IS A NURSE, NOTICED AND MADE PATIENT GO TO ER.  THERE, PATIENT HAD A SCAN DONE 
THAT REVEALED TWO BLOOD CLOTS, WHICH HAD CAUSED A STROKE, IN THE BACK OF THE BRAIN.  PATIENT 
WAS KEPT FOR OBSERVATION OVER NIGHT IN THE HOSPITAL AND THEN RELEASED.

COVID19 VACCINE MODERNA 1204785-1 Unknown Unknown

stroke; slurred speech; Almost Paralyzed (generalized weakness); headaches; This spontaneous case was 
reported by a consumer and describes the occurrence of CEREBROVASCULAR ACCIDENT (stroke) in a 36-year-
old female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. The 
occurrence of additional non-serious events is detailed below.     The patient's past medical history included 
Crohn's disease since an unknown date.    On an unknown date, the patient received second dose of mRNA-
1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On an unknown date, the patient 
experienced CEREBROVASCULAR ACCIDENT (stroke) (seriousness criterion medically significant), DYSARTHRIA 
(slurred speech), ASTHENIA (Almost Paralyzed (generalized weakness)) and HEADACHE (headaches). At the 
time of the report, CEREBROVASCULAR ACCIDENT (stroke), DYSARTHRIA (slurred speech), ASTHENIA (Almost 
Paralyzed (generalized weakness)) and HEADACHE (headaches) had not resolved. Not Provided          
Concomitant product use was not provided by the reporter. Treatment information was not provided.   
Reporter did not allow further contact; Sender's Comments: Based on the current available information and 
temporal association between the use of the product and the start date of the events, a causal relationship 
cannot be excluded.



COVID19 VACCINE MODERNA 1206900-1 Unknown Unknown

Transient Ischemic Attack; This spontaneous case was reported by a consumer and describes the occurrence of 
TRANSIENT ISCHAEMIC ATTACK (Transient Ischemic Attack) in a 65-year-old female patient who received 
mRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. 013L20A and 026A21A) for COVID-19 vaccination.     The 
patient's past medical history included No adverse event (No medical history reported).   On 17-Feb-2021, the 
patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 20-
Mar-2021, received second dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was 
changed to 1 dosage form. In February 2021, the patient experienced TRANSIENT ISCHAEMIC ATTACK 
(Transient Ischemic Attack) (seriousness criterion medically significant). At the time of the report, TRANSIENT 
ISCHAEMIC ATTACK (Transient Ischemic Attack) outcome was unknown. Not Provided          Treatment 
included none 1 week after the first dose she had a Transient Ischemic Attack. Company comment: There is 
not enough information to assess the causal association of the reported event with the administration of 
mRNA-1273 . Critical details such as the patient's medical history,, concomitant medication and any relevant 
diagnostic or clinical report is lacking. Additional information has been requested; Sender's Comments: There 
is not enough information to assess the causal association of the reported event with the administration of 
mRNA-1273 . Critical details such as the patient's medical history,, concomitant medication and any relevant 
diagnostic or clinical report is lacking. Additional information has been requested

COVID19 VACCINE MODERNA 1221913-1 65+ years Unknown

Stroke; Unconscious; This spontaneous case was reported by a patient family member or friend and describes 
the occurrence of CEREBROVASCULAR ACCIDENT (Stroke) and LOSS OF CONSCIOUSNESS (Unconscious) in an 88-
year-old female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination.     
The patient's past medical history included No adverse event (No reported medical history).    On an unknown 
date, the patient received second dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage 
form. On an unknown date, the patient experienced CEREBROVASCULAR ACCIDENT (Stroke) (seriousness 
criteria hospitalization and medically significant) and LOSS OF CONSCIOUSNESS (Unconscious) (seriousness 
criteria hospitalization and medically significant). At the time of the report, CEREBROVASCULAR ACCIDENT 
(Stroke) and LOSS OF CONSCIOUSNESS (Unconscious) outcome was unknown.            Concomitant medications 
were not reported.  Treatment information was not provided.; Sender's Comments: Based on the current 
available information and temporal association between the use of the product and the start date of the 
events, a causal relationship cannot be excluded.



COVID19 VACCINE MODERNA 1221915-1 65+ years Unknown

Acute  intertribal hemorrhage; Stroke; Starting getting confused; Had a fall; Brain bleeding, brain 
hemorrhage; Induced coma; This spontaneous case was reported by a consumer and describes the occurrence 
of CEREBRAL HAEMORRHAGE (Acute  intertribal hemorrhage), CEREBROVASCULAR ACCIDENT (Stroke), 
CONFUSIONAL STATE (Starting getting confused), FALL (Had a fall), HAEMORRHAGE (Brain bleeding, brain 
hemorrhage) and COMA (Induced coma) in a 79-year-old male patient who received mRNA-1273 (Moderna 
COVID-19 Vaccine) for COVID-19 vaccination.     The patient's past medical history included No adverse event 
(No medical history reported).    On an unknown date, the patient received dose of mRNA-1273 (Moderna 
COVID-19 Vaccine) (Intramuscular) Dosage form. On 24-Mar-2021, the patient experienced COMA (Induced 
coma) (seriousness criterion medically significant). On an unknown date, the patient experienced CEREBRAL 
HAEMORRHAGE (Acute  intertribal hemorrhage) (seriousness criterion death), CEREBROVASCULAR ACCIDENT 
(Stroke) (seriousness criterion medically significant), CONFUSIONAL STATE (Starting getting confused) 
(seriousness criterion medically significant), FALL (Had a fall) (seriousness criterion medically significant) and 
HAEMORRHAGE (Brain bleeding, brain hemorrhage) (seriousness criterion medically significant). The patient 
died on an unknown date. The reported cause of death was intra cerebral hemorrhage. At the time of death, 
CEREBROVASCULAR ACCIDENT (Stroke), CONFUSIONAL STATE (Starting getting confused), FALL (Had a fall), 
HAEMORRHAGE (Brain bleeding, brain hemorrhage) and COMA (Induced coma) outcome was unknown. Not 
Provided          Concomitant medication not provided. No treatment information/hospitalization information 
provided.  This case concerns death of a 79-year-old male patient who expired from acute intertribal 
hemorrhage after receiving mRNA-1273 vaccine.  three days after vaccine administration, the patient 
developed confusion and fell with subsequent events ensuing.  Based on the available information causal 
association between the event if confusion leading to fall and product use cannot be excluded.  The other 
events are assessed as directly related to the fall and unlikely due to product use.; Sender's Comments: This 
case concerns death of a 79-year-old male patient who expired from acute intertribal hemorrhage after 
receiving mRNA-1273 vaccine.  three days after vaccine administration, the patient developed confusion and 
fell with subsequent events ensuing.  Based on the available information causal association between the 
event if confusion leading to fall and product use cannot be excluded.  The other events are assessed as 
directly related to the fall and unlikely due to product use.; Reported Cause(s) of Death: intra cerebral 
hemorrhage

COVID19 VACCINE MODERNA 1241370-1 Unknown Unknown

stroke; face is swollen; shortness of breath; Difficulty in speaking; This spontaneous case was reported by a 
consumer and describes the occurrence of CEREBROVASCULAR ACCIDENT (stroke) in a male patient of an 
unknown age who received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. The 
occurrence of additional non-serious events is detailed below.     The patient's past medical history included 
No adverse event (No medical history reported).    On 03-Mar-2021, the patient received first dose of mRNA-
1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On an unknown date, the patient 
experienced CEREBROVASCULAR ACCIDENT (stroke) (seriousness criterion medically significant), SWELLING 
FACE (face is swollen), DYSPNOEA (shortness of breath) and DYSARTHRIA (Difficulty in speaking). At the time of 
the report, CEREBROVASCULAR ACCIDENT (stroke), SWELLING FACE (face is swollen), DYSPNOEA (shortness of 
breath) and DYSARTHRIA (Difficulty in speaking) outcome was unknown.        The action taken with mRNA-
1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown.       No treatment information was provided.  
Based on the current available information and temporal association between the use of the product and the 
start date of the events, a causal relationship cannot be excluded.; Sender's Comments: Based on the current 
available information and temporal association between the use of the product and the start date of the 
events, a causal relationship cannot be excluded.



COVID19 VACCINE MODERNA 1245386-1 65+ years Unknown

Ministroke; not able to get up on his own; This spontaneous case was reported by a consumer (subsequently 
medically confirmed) and describes the occurrence of TRANSIENT ISCHAEMIC ATTACK (Ministroke) in a male 
patient of an unknown age who received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. 
The occurrence of additional non-serious events is detailed below.     The patient's past medical history 
included No adverse event (No medical history reported).    On 18-Mar-2021, the patient received first dose of 
mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On an unknown date, the patient 
experienced TRANSIENT ISCHAEMIC ATTACK (Ministroke) (seriousness criterion hospitalization) and 
HYPOKINESIA (not able to get up on his own). At the time of the report, TRANSIENT ISCHAEMIC ATTACK 
(Ministroke) and HYPOKINESIA (not able to get up on his own) outcome was unknown.        The action taken 
with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown.       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.; Sender's Comments: Based on the current 
available information and temporal association between the use of the product and the onset date of the 
reported events, a causal relationship cannot be excluded.

COVID19 VACCINE MODERNA 1245445-1 18-29 years Unknown

Stroke; Complex migraine; This spontaneous case was reported by a consumer (subsequently medically 
confirmed) and describes the occurrence of CEREBROVASCULAR ACCIDENT (Stroke) and MIGRAINE (Complex 
migraine) in a 26-year-old female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. 
042L20A and 022M20A.) for COVID-19 vaccination.     The patient's past medical history included No adverse 
event (No reported medical history).   On 22-Jan-2021, the patient received first dose of mRNA-1273 (Moderna 
COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 19-Feb-2021, received second dose of mRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 dosage form. On an unknown date, the 
patient experienced CEREBROVASCULAR ACCIDENT (Stroke) (seriousness criteria hospitalization and medically 
significant) and MIGRAINE (Complex migraine) (seriousness criterion medically significant). The patient was 
hospitalized on sometime in 2021 due to CEREBROVASCULAR ACCIDENT. At the time of the report, 
CEREBROVASCULAR ACCIDENT (Stroke) and MIGRAINE (Complex migraine) outcome was unknown.            
Company comment:Very limited information regarding these events has been provided at this time.  Further 
information has been requested.  Action taken with mRNA-1273 in response to the events was not Applicable. 
Concomitant and treatment information not provided; Sender's Comments: Very limited information 
regarding these events has been provided at this time.  Further information has been requested.

COVID19 VACCINE MODERNA 1245459-1 Unknown Unknown

Ischaemic stroke; This spontaneous case was reported by a consumer and describes the occurrence of 
ISCHAEMIC STROKE (Ischaemic stroke) in a male patient of an unknown age who received mRNA-1273 
(Moderna COVID-19 Vaccine) for COVID-19 vaccination.     The patient's past medical history included No 
adverse event (No medical history was provided.).    On an unknown date, the patient received first dose of 
mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On an unknown date,  after starting 
mRNA-1273 (Moderna COVID-19 Vaccine), the patient experienced ISCHAEMIC STROKE (Ischaemic stroke) 
(seriousness criterion medically significant). At the time of the report, ISCHAEMIC STROKE (Ischaemic stroke) 
outcome was unknown.        The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 
was unknown.       No concomitant medications were reported. Reporter mentioned that diagnosis from 
hospital which included magnetic resonance imaging (MRI), computed tomography (CT scans), and 
echocardiogram (EKG) did not reveal any signs from where the blood clots were originated. No treatment 
information was provided by the reporter.  Very limited information regarding this event/s has been provided 
at this time.  Further information has been requested; Sender's Comments: Very limited information 
regarding this event/s has been provided at this time.  Further information has been requested



COVID19 VACCINE MODERNA 1249623-1 Unknown Unknown

Experiencing signs/symptoms of stroke and was rushed to the ER where he was hospitalized; Numbness on left 
side of body; Swelling of the lymph nodes; Intense headache; muscle pain; This spontaneous case was reported 
by a consumer (subsequently medically confirmed) and describes the occurrence of CEREBROVASCULAR 
ACCIDENT (Experiencing signs/symptoms of stroke and was rushed to the ER where he was hospitalized), 
HYPOAESTHESIA (Numbness on left side of body), LYMPHADENOPATHY (Swelling of the lymph nodes), 
HEADACHE (Intense headache) and MYALGIA (muscle pain) in a male patient of an unknown age who received 
mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination.     The patient's past medical history 
included No adverse event.    On 29-Mar-2021, the patient received first dose of mRNA-1273 (Moderna COVID-
19 Vaccine) (Intramuscular) 1 dosage form. On an unknown date, the patient experienced CEREBROVASCULAR 
ACCIDENT (Experiencing signs/symptoms of stroke and was rushed to the ER where he was hospitalized) 
(seriousness criterion hospitalization), HYPOAESTHESIA (Numbness on left side of body) (seriousness criterion 
hospitalization prolonged), LYMPHADENOPATHY (Swelling of the lymph nodes) (seriousness criterion 
hospitalization prolonged), HEADACHE (Intense headache) (seriousness criterion hospitalization prolonged) and 
MYALGIA (muscle pain) (seriousness criterion hospitalization prolonged). At the time of the report, 
CEREBROVASCULAR ACCIDENT (Experiencing signs/symptoms of stroke and was rushed to the ER where he 
was hospitalized), HYPOAESTHESIA (Numbness on left side of body), LYMPHADENOPATHY (Swelling of the 
lymph nodes), HEADACHE (Intense headache) and MYALGIA (muscle pain) outcome was unknown. Not 
Provided    DIAGNOSTIC RESULTS (normal ranges are provided in parenthesis if available): On an unknown 
date, Blood test: negative (Negative) Negative. On an unknown date, Electrocardiogram: negative (Negative) 
Negative. On an unknown date, Magnetic resonance imaging: negative (Negative) Negative. On an unknown 
date, Ultrasound scan: negative (Negative) Negative.     The action taken with mRNA-1273 (Moderna COVID-
19 Vaccine) (Intramuscular) was unknown.       Concomitant medicines were not included, Treatment medicines 
were not provided.  Company comment: This case concerns an adult male hospitalized with serious unexpected 
symptoms of cerebrovascular accident, headache, hypoesthesia, myalgia, lymphadenopathy. Event onset with 
unknown latency after first dose mRNA-1273. Event outcomes unknown. Based on current available 
information and temporal association between the use of the product and the start date of the event, a causal 
relationship cannot be excluded.; Sender's Comments: This case concerns an adult male hospitalized with 
serious unexpected symptoms of cerebrovascular accident, headache, hypoesthesia, myalgia, 
lymphadenopathy. Event onset with unknown latency after first dose mRNA-1273. Event outcomes unknown. 
Based on current available information and temporal association between the use of the product and the start 
date of the event, a causal relationship cannot be excluded.



COVID19 VACCINE MODERNA 1276699-1 65+ years Unknown

Looked like she had a stroke; Muscle pain; Disabled; Brain does not work with her body; She cannot use her 
legs; Swelling of hands and feet; Nausea; Felt Sick (After First Vaccine); Slurring words; Throwing up; Fever 
100.3 F (After First Vaccine); Loss of Taste (After First Vaccine); Pain in arm; Redness in arm; Chills; This 
spontaneous case was reported by a consumer (subsequently medically confirmed) and describes the 
occurrence of DISABILITY (Disabled), CEREBROVASCULAR ACCIDENT (Looked like she had a stroke), CEREBRAL 
DISORDER (Brain does not work with her body), MALAISE (Felt Sick (After First Vaccine)), DYSARTHRIA 
(Slurring words), LOSS OF CONTROL OF LEGS (She cannot use her legs) and NAUSEA (Nausea) in a 98-year-old 
female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. 016M20A and 029A21A) for 
COVID-19 vaccination. The occurrence of additional non-serious events is detailed below.     No medical history 
was provided by the reporter.    On 04-Feb-2021, the patient received first dose of mRNA-1273 (Moderna 
COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 dosage form. On 04-Mar-2021, received second 
dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 dosage form. On an 
unknown date, the patient received dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) at an 
unspecified dose. On 02-Feb-2021, the patient experienced VACCINATION SITE PAIN (Pain in arm), 
VACCINATION SITE ERYTHEMA (Redness in arm) and CHILLS (Chills). On 04-Feb-2021, the patient experienced 
AGEUSIA (Loss of Taste (After First Vaccine)) and PYREXIA (Fever 100.3 F (After First Vaccine)). On 03-Mar-
2021, the patient experienced CEREBROVASCULAR ACCIDENT (Looked like she had a stroke) (seriousness 
criteria hospitalization and life threatening), MALAISE (Felt Sick (After First Vaccine)) (seriousness criterion 
medically significant), DYSARTHRIA (Slurring words) (seriousness criterion medically significant), NAUSEA 
(Nausea) (seriousness criterion medically significant) and VOMITING (Throwing up). On 04-Mar-2021, the 
patient experienced LOSS OF CONTROL OF LEGS (She cannot use her legs) (seriousness criterion medically 
significant) and PERIPHERAL SWELLING (Swelling of hands and feet). On 14-Apr-2021, the patient experienced 
CEREBRAL DISORDER (Brain does not work with her body) (seriousness criterion medically significant). On an 
unknown date, the patient experienced DISABILITY (Disabled) (seriousness criterion disability) and MYALGIA 
(Muscle pain). On 16-Feb-2021, VACCINATION SITE PAIN (Pain in arm), VACCINATION SITE ERYTHEMA (Redness 
in arm) and CHILLS (Chills) had resolved. On 25-Feb-2021, AGEUSIA (Loss of Taste (After First Vaccine)) and 
PYREXIA (Fever 100.3 F (After First Vaccine)) had resolved. On 14-Apr-2021, PERIPHERAL SWELLING (Swelling 
of hands and feet) had resolved. At the time of the report, DISABILITY (Disabled), CEREBROVASCULAR 
ACCIDENT (Looked like she had a stroke), CEREBRAL DISORDER (Brain does not work with her body), 
DYSARTHRIA (Slurring words), LOSS OF CONTROL OF LEGS (She cannot use her legs), NAUSEA (Nausea), 
MYALGIA (Muscle pain) and VOMITING (Throwing up) outcome was unknown and MALAISE (Felt Sick (After 
First Vaccine)) had resolved.        For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter 
did not provide any causality assessments.   Based on the current available information and temporal 
association between the use of the product and the start dates of the event, a causal relationship cannot be 
excluded.   This case was linked to US-MODERNATX, INC.-MOD-2021-076475 (E2B Linked Report).   Most recent 



COVID19 VACCINE MODERNA 1276724-1 65+ years Unknown

Stroke, Left side of her body effected/Something was wrong, Movement effected, Coordination abnormal, 
Blood clot; Woke up shaking; Eyesight effected; This spontaneous case was reported by an other caregiver 
(subsequently medically confirmed) and describes the occurrence of CEREBROVASCULAR ACCIDENT (Stroke, Left 
side of her body effected/Something was wrong, Movement effected, Coordination abnormal, Blood clot), 
TREMOR (Woke up shaking) and VISUAL IMPAIRMENT (Eyesight effected) in a 78-year-old female patient who 
received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination.     Concurrent medical conditions 
included Seizure.   On an unknown date, the patient received second dose of mRNA-1273 (Moderna COVID-19 
Vaccine) (Intramuscular) 1 dosage form. On an unknown date, received second dose of mRNA-1273 (Moderna 
COVID-19 Vaccine) (unknown route) dosage was changed to 1. On an unknown date, the patient experienced 
CEREBROVASCULAR ACCIDENT (Stroke, Left side of her body effected/Something was wrong, Movement 
effected, Coordination abnormal, Blood clot) (seriousness criteria hospitalization prolonged, disability and life 
threatening), TREMOR (Woke up shaking) (seriousness criterion hospitalization prolonged) and VISUAL 
IMPAIRMENT (Eyesight effected) (seriousness criterion hospitalization prolonged). The patient was 
hospitalized on sometime in March 2021 due to CEREBROVASCULAR ACCIDENT. The patient was treated with 
Rehabilitation therapy for Cerebrovascular accident. At the time of the report, CEREBROVASCULAR ACCIDENT 
(Stroke, Left side of her body effected/Something was wrong, Movement effected, Coordination abnormal, 
Blood clot), TREMOR (Woke up shaking) and VISUAL IMPAIRMENT (Eyesight effected) outcome was unknown. 
Unknown      For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not provide any 
causality assessments.   Products known to have been used by the patient, within two weeks prior to the 
event, included seizure medication. Treatment for the event included intensive care and stroke unit.  
Company Comment: Based on the current available information and temporal association between the use of 
the product and the start date of the events, a causal relationship cannot be excluded. However, Very limited 
information regarding this event has been provided at this time. Further information has been requested.; 
Sender's Comments: Based on the current available information and temporal association between the use of 
the product and the start date of the events, a causal relationship cannot be excluded. However, Very limited 
information regarding this event has been provided at this time. Further information has been requested.

COVID19 VACCINE MODERNA 1276773-1 40-49 years Unknown

Stroke; This spontaneous case was reported by a consumer (subsequently medically confirmed) and describes 
the occurrence of CEREBROVASCULAR ACCIDENT (Stroke) in a 45-year-old female patient who received mRNA-
1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination.     No Medical History information was reported.    
On an unknown date, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) 
(Intramuscular) 1 dosage form. On 05-Apr-2021, the patient experienced CEREBROVASCULAR ACCIDENT 
(Stroke) (seriousness criterion death). The patient died on 05-Apr-2021. The reported cause of death was 
Stroke. It is unknown if an autopsy was performed.            Concomitant medications were not reported. The 
patient was not hospitalized prior to or during the stroke. The reporter mentioned that the organs were 
donated as the patient was on a ventilator.; Reported Cause(s) of Death: Stroke



COVID19 VACCINE MODERNA 1284729-1 50-59 years Unknown

TIA Stroke (transient ischemic attack); loss of memory for 15 minues could not spell the word ""side"" nor 
""effect""; This spontaneous case was reported by a physician (subsequently medically confirmed) and 
describes the occurrence of TRANSIENT ISCHAEMIC ATTACK (TIA Stroke (transient ischemic attack)) in a 60-
year-old male patient who received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. The 
occurrence of additional non-serious events is detailed below.     No relevant medical history was reported.     
On 03-Apr-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 
dosage form. On an unknown date, the patient experienced TRANSIENT ISCHAEMIC ATTACK (TIA Stroke 
(transient ischemic attack)) (seriousness criterion medically significant) and AMNESIA (loss of memory for 15 
minues could not spell the word ""side"" nor ""effect""). At the time of the report, TRANSIENT ISCHAEMIC 
ATTACK (TIA Stroke (transient ischemic attack)) and AMNESIA (loss of memory for 15 minues could not spell 
the word ""side"" nor ""effect"") outcome was unknown.        The action taken with mRNA-1273 (Moderna 
COVID-19 Vaccine) (Intramuscular) was unknown.   For mRNA-1273 (Moderna COVID-19 Vaccine) 
(Intramuscular), the reporter did not provide any causality assessments.   Treatment medication included 
vitamin-c and fish oil  Company comment:Based on the current available information and temporal association 
between the use of the product and the start date of the events, a causal relationship cannot be excluded.""

COVID19 VACCINE PFIZER\BIONTECH 0934951-1 30-39 years Unknown

Acute demyelinating encephalomyelitis; Slurring his speech; Stroke; This is a spontaneous report from a 
contactable physician. A 35-year-old male patient received first dose bnt162b2 (PFIZER-BIONTECH COVID-19 
VACCINE), intramuscular in deltoid (unknown if right or left) on 17Dec2020 at 30 ug, single for 'Preventative'. 
Medical history included hypertension. There were no concomitant medications.(Physician) He is calling about 
the Pfizer Covid 19 vaccine. States what is going on with the patient may be associated as a side effect. The 
patient got the vaccine two to three weeks ago, he clarifies the patient received the vaccine on 17Dec2020 
and the patient ended up acutely developing (states it is a presumptive diagnosis) Acute demyelinating 
encephalomyelitis, states it looks like a radiologic diagnosis. The patient is an employee at hospital. When 
querying seriousness states it is medically significant but could be disabling but he thinks the patient will 
recover. Reporter seriousness for acute demyelinating encephalomyelitis: Medically significant, 
Hospitalization. Patient was hospitalized on Sunday and he is still admitted at this time. Dates when patient 
was in hospital for acute demyelinating encephalomyelitis was from 03Jan2021 to ongoing. Caller thinks the 
patient was flown to (Place) yesterday. The patient's mother asked the caller if the caller thought the acute 
demyelinating encephalomyelitis was from the vaccine and the caller responded that he did not think it was 
from the vaccine. He confirms the patient is still admitted in the hospital and the patient's attending 
neurologist is doctor. The caller heard about the patient from doctor. When querying covid vaccine dose, the 
caller states the standard dose is 30 mcg. This was clarified and documented as provided. The patient has not 
received his second dose yet. He asks if the patient should receive the second dose. He asks a general 
question if a pregnant patient can be given the Pfizer covid vaccine. He heard the patient had a stroke then 
the CFO tried to talk to him and the patient was slurring his speech. Caller spoke to the patient's mother this 
morning and caller told the mother that he would try to find out what is going on with the patient.  He asked 
that the patient get an HIV test even though he does not think the patient is at risk. Vaccination facility type 
was Hospital. Vaccine administered at military facility was No. None additional vaccines administered on 
same date of the PFIZER suspect. AE acute demyelinating encephalomyelitis require a visit to Emergency 
Room, not visit to physician office. Prior Vaccinations (within 4 weeks) was none. He has heard of acute 
demyelinating encephalomyelitis being associated with vaccines in the past and states that it is rare and 
usually in kids. States he saw patients that may have had acute demyelinating encephalomyelitis back in the 
80s and 90s. Therapeutic measures were taken as a result of acute demyelinating encephalomyelitis (Patient 
will get steroids tonight pending the review of the x-ray). The outcome of the events was unknown.   
Information on the lot/batch number has been requested.; Sender's Comments: The reported stroke with 
speech slurred, and the presumptive diagnosis of acute demyelinating encephalomyelitis (looks like a 
radiologic diagnosis by the reporting physician), was most likely an intercurrent disease, and unlikely causally 
related to the first dose bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE).  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 



COVID19 VACCINE PFIZER\BIONTECH 0971548-1 40-49 years Unknown

TIA/mini stroke; This is a spontaneous report from non-contactable consumer via Pfizer Sales Representative. 
A 5-decade-old male patient received 1st dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), via an 
unspecified route of administration on an unspecified date at single dose for covid-19 immunisation. Medical 
history included insulin dependent diabetic in mid 40s. The patient's concomitant medications were not 
reported.  The patient experienced TIA (transient ischaemic attack) /mini stroke on same day he received 
COVID vaccine. Outcome of the event was unknown.  No follow-up attempts are possible; information about 
lot/batch number cannot be obtained.

COVID19 VACCINE PFIZER\BIONTECH 0993529-1 Unknown Unknown

stroke; This is a spontaneous report from a contactable physician via a sales representative. A patient of 
unspecified age and gender received bnt162b2 (BNT162B2), 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 physician reported an employee of (institute name) 
suffered a stroke within a week of taking the Pfizer Covid Vaccine on an unknown date. Dr. (Name) told the 
physician that he didn't think it was related. The event outcome was unknown.   No follow-up attempts are 
possible; information about lot/batch number cannot be obtained.; Sender's Comments: Very limited 
information is currently available.  As the reported stroke occurred within a week of taking the Covid 
Vaccine, BNT162B2, the Company cannot completely exclude the possible causality between the reported 
event and the administration of the suspect.   The impact of this report on the benefit/risk profile of the Pfizer 
product is evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of 
aggregate data for adverse events. Any safety concern identified as part of this review, as well as any 
appropriate action in response, will be promptly notified to RA, IEC, as appropriate.

COVID19 VACCINE PFIZER\BIONTECH 1000185-1 Unknown Unknown

Had a stroke; This is a spontaneous report from a contactable consumer via Pfizer-sponsored programs. A male 
patient (reporter's husband) of an unspecified age received first single dose of BNT162B2 (Solution for 
injection, batch/lot number and exp date not reported), via an unspecified route of administration on an 
unspecified date for COVID-19 immunization. The patient's medical history and concomitant medications were 
not reported. The patient got the first dose of Covid vaccine on an unspecified date (Friday) at 12:35 PM, and 
had a stroke on Saturday morning at 10:30AM and was confined at the hospital (date/s unspecified) at the 
time of reporting. Reporter asked if there was any correlation or any fact sheets available with the vaccine 
and the stroke that happened to the patient. The outcome of the event was unknown.   Information about lot 
number and expiry date for the suspect product will be requested in follow-up attempts.

COVID19 VACCINE PFIZER\BIONTECH 1035528-1 Unknown Unknown

stroke; couldn't speak; feeling tired; diarrhea; This is a spontaneous report from a Pfizer-sponsored program. A 
non-contactable consumer (patient) reported that a female patient of an unspecified age received the first 
dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number and expiry date not reported), via an 
unspecified route of administration on an unspecified date at a single dose for COVID-19 immunization. The 
patient's medical history and concomitant medications were not reported. The patient had a stroke (medically 
significant) after the first shot and couldn't speak, was feeling tired as well and diarrhea. She wanted to know 
if she could still take the second shot. Patient does not want to give any information. The outcome of the 
events was unknown.  No follow-up attempts are possible. Information about lot/batch number could not be 
requested.

COVID19 VACCINE PFIZER\BIONTECH 1035531-1 Unknown Unknown

mild stroke; This is a spontaneous report from a contactable consumer (patient) received via a Pfizer-
sponsored program. A female patient of an unspecified age received the first dose of BNT162B2 (PFIZER-
BIONTECH COVID-19 VACCINE) via an unspecified route of administration on an unspecified date at a single 
dose as vaccine. Medical history and concomitant medications were not reported. On an unspecified date, the 
patient had a mild stroke after the 1st vaccine and she's asking if she could go early to facility for the second 
dose. The outcome of the event was unknown.  Information about lot/batch number has been requested.



COVID19 VACCINE PFIZER\BIONTECH 1045624-1 Unknown Unknown

Patient passed hit her head; Stroke; This is a spontaneous report from a non-contactable consumer (patient) 
via Pfizer sales representative. A 68-year-old female patient received single dose of BNT162B2(Solution for 
injection, lot number and exp date not reported), 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 was not pregnant at the time of vaccination and was not pregnant at the 
time of reporting. The patient did not have COVID prior vaccination. On an unspecified date, the patient 
passed hit her head and had emergency surgery; and stroke. The adverse events resulted in: Hospitalization 
(date/s unspecified). The patient was not covid tested post vaccination. The outcome of events was unknown.  
No follow-up attempts are possible; information about lot/batch number cannot be obtained.

COVID19 VACCINE PFIZER\BIONTECH 1053724-1 65+ years Unknown

Within a few days after receiving the vaccination I noticed a significant blurring of vision in my left eye.  
Consulted my ophthalmologist, who diagnosed a central retinal vein occlusion, confirmed with an OCT., and 
referred me to a retina specialist.  Primary care physician started me on Xarelto and referred me to a 
hematologist.  I do not have any history of blood clots.

COVID19 VACCINE PFIZER\BIONTECH 1062237-1 65+ years Unknown

she had symptoms of a stroke; This is a spontaneous report from a contactable consumer (patient) via a Pfizer-
sponsored program. An 81-year-old female patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) 
(lot number and expiration date not provided) first dose, via an unspecified route of administration on an 
unspecified date at a single dose for COVID-19 immunization. The patient's medical history and concomitant 
medications were not reported. Initially, it was reported that the patient experienced symptoms of Bell's 
palsy before getting the second dose. It was further reported that the patient stated it was not true that she 
experienced Bell's palsy. She mentioned she had symptoms of a stroke on an unspecified date. She wanted to 
confirm that her appointment for next 20Feb2021 has not been cancelled. Consumer refused to continue with 
the survey. The outcome of the event was unknown.  No follow-up attempts are possible; information about 
batch/lot number cannot be obtained. No further information is expected.

COVID19 VACCINE PFIZER\BIONTECH 1065136-1 Unknown Unknown

strokes; This is a spontaneous report from a contactable physician. This physician reported similar events for 
two patients. This is 1st of 2 reports.   A patient of unspecified age and gender received BNT162B2 (PFIZER-
BIONTECH COVID-19 VACCINE; Solution for injection, unknown lot number and expiration), via an unspecified 
route of administration on unspecified date at a single dose for COVID-19 immunization in a hospital.  The 
patient's medical history reported as none. Concomitant medications were not reported. The physician 
reported that there were two patients who came in with strokes with no underlying condition/health risks, 
but they had been recently vaccinated with the COVID vaccine on unspecified date. The event resulted in 
physician office visit. Outcome of the event was unknown. The event was assessed as serious (hospitalization).   
No follow-up attempts are possible; information about lot/batch number cannot be obtained.; Sender's 
Comments: Based on the implied time association, the possible contribution of suspect vaccine BNT162B2 to 
the event stroke cannot be excluded. The patient's age and detailed clinical course would be helpful for 
further 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.,Linked Report(s) : US-PFIZER INC-2021163468 same reporter, product, event; different patient



COVID19 VACCINE PFIZER\BIONTECH 1065137-1 Unknown Unknown

strokes; This is a spontaneous report from a contactable physician. This physician reported similar events for 
two patients. This is 2nd of 2 reports.   A patient of unspecified age and gender received BNT162B2 (PFIZER-
BIONTECH COVID-19 VACCINE; Solution for injection, unknown lot number and expiration), via an unspecified 
route of administration on unspecified date at a single dose for COVID-19 immunization in a hospital. The 
patient's medical history was reported as none. Concomitant medications were not reported. The physician 
reported that there were two patients who came in with strokes with no underlying condition/health risks, 
but they had been recently vaccinated with the COVID vaccine on unspecified date. The outcome of the event 
was unknown. The event resulted in physician office visit. The event was assessed as serious (hospitalization).   
No follow-up attempts are possible; information about lot/batch number cannot be obtained.; Sender's 
Comments: The information is limited and does not allow a full medical assessment. Considering temporal 
relationship, a possible contribution role of vaccination with BNT162B2 to the onset of stroke, cannot be fully 
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.,Linked Report(s) : US-PFIZER INC-
2021163467 same reporter, product, event; different patient

COVID19 VACCINE PFIZER\BIONTECH 1065433-1 Unknown Unknown

stroke; blood clot in the heart; Hospitalization with racing and irregular heart beat; Hospitalization with 
racing and irregular heart beat; loss of motor function; This is a spontaneous report from a non-contactable 
consumer.  A 46-year-old male patient received the second dose of bnt162b2 (PFIZER-BIONTECH COVID-19 
VACCINE) (brand=Pfizer) on an unspecified date at a single dose for COVID-19 immunization. Medical history 
and concomitant medications were not reported. If other vaccine in four weeks was unknown. Other 
medications in two weeks was unknown. If covid prior vaccination was unknown. If covid tested post 
vaccination was unknown. Known allergies was unknown. Historical vaccine included the first dose of 
bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE) (brand=Pfizer) on an unspecified date for COVID-19 
immunization. Patient experienced hospitalization with racing and irregular heartbeat, blood clot in the heart, 
stroke, loss of motor function on an unspecified date. Treatment included intubation. The outcome of the 
events was unknown. Events resulted in hospitalization, life threatening illness (immediate risk of death from 
the event).  No follow-up attempts are possible; information about lot/batch number cannot be obtained.

COVID19 VACCINE PFIZER\BIONTECH 1068282-1 Unknown Unknown

she could have had a mild stroke; Headache; stroke type symptoms of confusion, difficulty talking and right 
side of face felt funny; stroke type symptoms of confusion, difficulty talking and right side of face felt funny; 
stroke type symptoms of confusion, difficulty talking and right side of face felt funny; This is a spontaneous 
report from a contactable consumer from a Pfizer-sponsored program. A female patient of an unspecified age 
received the first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number and expiry date were 
not reported), via an unspecified route of administration on an unspecified date at a single dose for COVID-19 
immunization. The patient's medical history and concomitant medications were not reported. The patient got 
a headache after covax last week Wednesday. On Thursday (unknown date), she had stroke type symptoms of 
confusion, difficulty talking and right side of face felt funny. The patient was taken to the emergency room on 
Friday and they said she could have had a mild stroke even though her tests were all negative. The outcome 
of the events was unknown.  Information on the lot/batch number has been requested.



COVID19 VACCINE PFIZER\BIONTECH 1070760-1 65+ years Unknown

Lost part of my vision and it only lasted for three to four minutes; mini stroke/ TIA; This is a spontaneous 
report from a contactable consumer (patient). A 79-year-old female patient received bnt162b2(Pfizer-BioNTech 
COVID-19 Vaccine, Lot number: EL9284, Expiration date: 31May2021), via an unspecified route of 
administration at the left arm on 11Feb2021 14:00 at a single dose for COVID-19 immunization. The patient's 
medical history and concomitant medications were not reported. On 11Feb2021 7pm, patient went to get 
something to open the can of soup but when she went into the pantry, she lost part of her vision and it only 
lasted for three to four minutes. The patient's daughter who is a neurologist thought it was the mini stroke or 
TIA (Feb2021). The doctor was setting up the sonogram for her arteries and her neck and also for her heart 
and said she might have to rely on a pacemaker. The outcome of the events was unknown.

COVID19 VACCINE PFIZER\BIONTECH 1070761-1 Unknown Unknown

A very ""mild"" stroke/heart attack; A very ""mild"" stroke/heart attack; This is a spontaneous report from a 
contactable consumer. A male elderly patient of an unspecified age received the first dose of bnt162b2 (PFIZER-
BIONTECH COVID-19 VACCINE, lot number not reported at the time of the report), via an unspecified route of 
administration from an unspecified date at SINGLE DOSE for Covid-19 immunization. The patient medical 
history and concomitant medications were not reported. It was reported that: ""I'm working on a story 
involving an elderly man whose family says he suffered a very ""mild"" stroke/heart attack about 4 days after 
getting the first dose of the Pfizer vaccine. The family says it took doctors a couple of days to confirm. They 
also said none of the doctors could say definitively that the vaccine had anything to do with what happened. 
The family says they still called the company to report it and have since received follow-up contact. While 
they were worried about him getting the second dose, they decided to proceed with that. He got the dose 
last week and the family says he's been fine. I wanted to reach out and see if you had a statement you'd like 
to provide. Also -Are strokes/heart attacks side effects of the Pfizer vaccine? If someone suffered a stroke or 
heart attack after getting the first shot and they believe it's related to the vaccine, should they get the 
second dose? "" The outcome of the events was unknown.   Information on the lot/batch number has been 
requested.""

COVID19 VACCINE PFIZER\BIONTECH 1106291-1 65+ years Unknown

small ischemic stroke; elevated white blood count; fever; body aches; chills; headache; This is a spontaneous 
report from a contactable consumer (patient). A 68-year-old male patient received the first dose of BNT162B2 
(PFIZER-BIONTECH COVID-19 MRNA VACCINE, Lot number EL9269, expiration date May2021), via an unknown 
route of administration on 15Feb2021 (at the age of 68-years-old) as a single dose in the left arm for COVID-19 
Prevention/ immunization. The patient's medical history included a dental procedure on 18Feb2021 for a 
cracked tooth from an unknown date. The patient received procaine hydrochloride (NOVOCAIN) on 18Feb2021 
for the dental procedure. On 18Feb2021 the patient experienced fever, body aches, chills, and a headache; and 
on an unknown date in Feb2021 the patient experienced a small ischemic stroke. The patient was hospitalized 
for the ischemic stroke on 19Feb2021. The patient underwent lab tests and procedures which included a 
Magnetic resonance imaging (MRI) of the brain on 20Feb2021 which showed a small ischemic stroke and white 
blood cell count which was elevated (in the low 20s) on 19Feb2021 and on 20Feb2021, white blood cell count 
was normal. Therapeutic measures were taken as a result of the ischemic stroke which included Plavix. The 
clinical outcome of the ischemic stroke was unknown; fever, body aches and chills were recovered on 
19Feb2021; white blood cell count increased recovered on 20Feb2021; headache was not recovered. The 
patient was hospitalized for three days. The patient mentioned that he was not associating the stroke with 
the vaccine but rather associates it with the added stress on his body.



COVID19 VACCINE PFIZER\BIONTECH 1114318-1 Unknown Unknown

I was in the hospital on Thursday and Friday for a mini stroke; This is a spontaneous report from a Pfizer 
Sponsored Program. A contactable consumer (patient) reported that a female patient of an unspecified age 
received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection, Batch/Lot 
Number: EL3246), via an unspecified route of administration in Jan2021 at single dose for covid-19 
immunisation. The patient medical history and concomitant medications were not reported. The patient was 
scheduled to get her second shot tomorrow (16Feb2021). She had the first one 3 weeks ago and was looking 
at the paper work just to make sure that she did not miss anything and it said tell the vaccination provider 
about medical conditions including if you were on a blood thinner. The patient stated that she was 
hospitalized last 4 days ago, she had a blood disorder, blood thinner. The patient was in the hospital on 
Thursday (11Feb2021) and Friday (12Feb2021) for a mini stroke and was prescribed a blood thinner 
(Treatment) that she took one Saturday morning one Sunday morning and one this morning (15Feb2021). The 
outcome of event was unknown.

COVID19 VACCINE PFIZER\BIONTECH 1114945-1 65+ years Unknown

Bell's palsy; because it could be a stroke; This is a spontaneous report from a contactable consumer.   A 74-
year-old male patient received second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for 
injection, lot Number: EM9810), via an unspecified route of administration on the right arm on 19Feb2021 
14:30 at single dose for COVID-19 immunisation.  The patient medical history was not reported. There were 
no concomitant medications. The patient previously took first dose of BNT162B2 on 29Jan2021 for COVID-19 
immunisation and experienced a sore shoulder. A few years ago he got 2 at the same time, he got a flu shot 
and a pneumonia shot on the same day. He felt really bad for part of a day. He felt unwell that was years ago. 
he does not have any brand name, manufacturer name or lot number expiration information to provide for 
these vaccines from years ago.  The patient experienced bell's palsy on 25Feb2021. There is a drooping eye, 
his eye didn't fully close but his lip wasn't right and the doctor said no because it could be a stroke ( 
unspecified date in Feb2021), go to the ER and that is where he was diagnosed was in the hospital ER. He was 
discharged home from the emergency room. The outcome of the event was not recovered.

COVID19 VACCINE PFIZER\BIONTECH 1116558-1 65+ years Unknown

I had the second vaccine on February 13 in afternoon.  I had a stroke causing expressive aphasia on the 
evening of February 14.   I had no side effects from the first vaccine and just soreness in arm of injection after 
the second vaccine.  I realize that the stroke could coincidental but thought I should report it just in case for 
information in the event others had similar event.

COVID19 VACCINE PFIZER\BIONTECH 1121623-1 65+ years Unknown

Stroke; Nasal swab COVID test post vaccination/positive; This is a spontaneous report from a non-contactable 
consumer (patient). A 69-year-old female patient received BNT162B2 (Pfizer-BioNTech COVID-19 vaccine, lot 
number: EN6205, expiry date unknown), via an unspecified route of administration on 11Mar2021 at a single 
dose for COVID-19 immunization.  Medical history included COVID-19 prior to vaccination on an unknown date. 
The patient's concomitant medications were not reported.  The patient experienced stroke on 14Mar2021, 
two days (as reported) after having the vaccine. The event required an emergency room/department or 
urgent care visit and hospitalization for 2 days on unspecified dates in Mar2021. The patient received 
treatment for the event stroke and unspecified tests and monitoring was done. The event was also considered 
as a life threatening illness (immediate risk of death from the event) and has caused disability or permanent 
damage. The patient had a nasal swab COVID test post vaccination on an unspecified date in Mar2021 with a 
result of positive. The patient recovered from the event stroke with lasting effects while the outcome of the 
event nasal swab covid test post vaccination/positive was unknown.   No follow-up attempts are possible. No 
further information is expected.

COVID19 VACCINE PFIZER\BIONTECH 1123139-1 Unknown Unknown

then had a stroke; This is a spontaneous report from a contactable consumer. A female patient (mother) of an 
unspecified age (Age: 87; Unit: Unknown) received first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 
VACCINE; lot number and expiry date: unknown), via an unspecified route of administration on 23Jan2021 as 
single dose for COVID-19 immunization. The patient medical history and concomitant medications were not 
reported. The patient received the first dose of the pfizer covid 19 vaccine and then had a stroke on an 
unspecified date. Reporter wanted to know the maximum amount of time between the first and second dose. 
The outcome of the event was unknown.  Information on the lot/batch number has been requested.



COVID19 VACCINE PFIZER\BIONTECH 1133012-1 Unknown Unknown

muscles on the right side of her face ""kind of fall"", stating it was in her eye and her cheek was ""kind of 
down""/""dropping face""; felt like she was going to have a stroke; feeling ""tingles"" and numbness all over 
her body; feeling ""tingles"" and numbness all over her body; belly pain; going to throw up; feeling that 
heaviness; bad feelings; ""heavy"" headache; This is a spontaneous report from a contactable consumer 
(patient). A 55-year-old female patient received the first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 
VACCINE, lot number: not reported), via an unspecified route of administration on an unspecified date as 
single dose for COVID-19 immunisation. The patient's medical history and concomitant medications were not 
reported. On an unspecified date, the patient would like to know if it is safe for her to receive her second dose 
following the symptoms she experienced after the first dose. The patient reported that 17 hours after the first 
dose, she had the muscles on the right side of her face ""kind of fall"", stating it was in her eye and her cheek 
was ""kind of down""/dropping face. The patient added that before that she was feeling ""tingles"" and 
numbness all over her body, including going to her head and ""very strong"" in her left side, stating it felt like 
she was going to have a stroke. The patient also states she experienced these feelings in her hand as well. 
Caller also reports belly pain, was going to throw up. She states that after 2 hours, the ""dropping face"" was 
a lot better and had ""bad feelings"" but slowly disappeared. She states the only thing she experienced after 
that was a ""heavy"" headache, but not constantly. She reports that since an unspecified date she has just 
been ""feeling that heaviness."" The outcome of the event feeling ""tingles"" and numbness all over her body, 
""bad feelings"" was recovered, for the event muscles on the right side of her face ""kind of fall"", stating it 
was in her eye and her cheek was ""kind of down""/""dropping face"" was recovering while for the rest of the 
events was unknown.  Information about lot/batch number has been requested.""

COVID19 VACCINE PFIZER\BIONTECH 1144580-1 Unknown Unknown

Mini Stroke; Rash; This is a spontaneous report from a contactable consumer (patient). An 81-year-old patient 
of an unspecified gender received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot 
number: EM9809 and expiration date: 20Jun2021) via an unspecified route of administration administered in 
the left arm on 07Feb2021 12:30 as a single dose for COVID-19 immunisation. Medical history included Heart 
attack from 18Feb2018, ongoing Spondylosis of Back, ongoing 5 Inherited disc in Neck, Heart burn, Allergies, 
blood pressure abnormal (blood pressure), blood cholesterol abnormal (cholesterol). Ongoing concomitant 
medications included omeprazole for Heart burn; loratadine (CLARITINE) for Allergies, acetylsalicylic acid (BABY 
ASPIRIN) for blood thinner, eicosapentaenoic acid ethyl ester (VASCEPA) for Cholesterol; losartan for blood 
pressure. The patient experienced mini stroke on Feb2021 (reported as 03Feb2021) and rash on 08Feb2021. 
The patient was hospitalized for mini stroke for 1 1/2 days on an unspecified date. The patient went to the 
emergency room for the event mini stroke. The patient underwent lab tests and procedures which included 
Covid-Rapid Test which was negative on 05Jan2021. Therapeutic measures were taken as a result of mini 
stroke which included initiation of new medication clopidogrel (PLAVIX) and atorvastatin (LIPITOR) and for rash 
includes antibiotic cream. The outcome of the event rash was recovered on an unspecified date while the 
outcome of the event mini stroke was recovered with sequelae on an unspecified date (reported as 
03Mar2020).



COVID19 VACCINE PFIZER\BIONTECH 1146786-1 65+ years Unknown

Extreme nausea; My symptoms were so severe I felt like I was going to die; I mean literally die; I thought I am 
going to have a stroke; My chest is still tight; I still feel low congestion; having hard time taking a deep 
breath; Chills; Headache; The chest pain was horrible; The joint and muscle pain were so severe; I am still 
little real nauseous; I feel like I mean like acid coming up constantly making me more nauseous; Unable to eat; 
The joint and muscle pain were so severe; My chest is still tight; I still feel low congestion; having hard time 
taking a deep breath; My chest is still tight; I still feel low congestion; having hard time taking a deep breath; 
This is a spontaneous report from a contactable nurse (patient). A 67-year-old female patient received 
BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE), dose 2 via an unspecified route of administration, 
administered in Deltoid Left on 19Mar2021 (Lot number was not reported) as SINGLE DOSE for COVID-19 
immunization. The patient previously had first dose of BNT162B2 for COVID-19 immunization. The patient's 
medical history was not reported. Concomitant medication includes supplements and multivitamins. The 
patient stated ""I wanted to ask you and I have some horrible concerns I got my second COVID shot last 
Friday, and by Saturday night, I am not exaggerating, my symptoms were so severe I felt like I was going to 
die I mean literally die on 20Mar2021. I couldn't get to emergency room, I figured out I am just going to die, I 
just laid down and let my door open down so somebody could find me, the symptoms I was having was 
extreme nausea, chills, headache, the chest pain was horrible, horrible, the headache I mean I thought I am 
going to have a stroke, the joint and muscle pain were so severe. So I have been taking Tylenol, Advil 
(Treatment) finally this morning, yesterday was tiny, tiny bit better, this morning its little bit better but I am 
still little real nauseous and I feel like I mean like acid coming up constantly making me more nauseous and 
almost like unable to eat. Ever since Saturday all I will have been doing is three bites of chicken soup three 
times a day. What in the world is going on with this vaccine that it would cause those severe symptoms and 
my chest is still tight I still feel low congestion having hard time taking a deep breath in Mar2021"". The 
outcome of the event ""my symptoms were so severe I felt like I was going to die I mean literally die"" was 
recovered on unspecified date. The outcome of the event unable to eat was unknown. The outcome of the rest 
of the events was recovering.  Information on lot/ batch number has been requested.""



COVID19 VACCINE PFIZER\BIONTECH 1151443-1 40-49 years Unknown

fatigue, diarrhea, nausea, and cough were all ongoing and have gotten worse; fatigue, diarrhea, nausea, and 
cough were all ongoing and have gotten worse; fatigue, diarrhea, nausea, and cough were all ongoing and 
have gotten worse; fatigue, diarrhea, nausea, and cough were all ongoing and have gotten worse; fatigue, 
diarrhea, nausea, and cough were all ongoing and have gotten worse; Dilated cardiomyopathy; fever; chills; 
vomiting; severely low potassium; fluid build up around her heart and lungs; fluid build up around her heart 
and lungs; This is a spontaneous report from a contactable consumer (patient's husband). A 49-year-old female 
patient received second dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE; lot number and expiration 
date not provided), via an unspecified route of administration (anatomical location; Arm) on 22Jan2021 13:00 
as SINGLE DOSE for COVID-19 immunisation.  Patient's medical history was not reported. Concomitant 
medication included biotin from an unspecified date and unknown if ongoing. The patient previously took 1st 
dose of the Pfizer COVID Vaccine on 29Dec2020 (around 10:00 am to 12:00 pm at a hospital) and had the usual 
side effects of a little bit of nausea, developed a dry cough, some fatigue, and diarrhea and that kind of stuff. 
The reporter called about the Pfizer COVID vaccine and was calling on behalf of his wife who was the patient. 
Reporter stated that before the Pfizer COVID vaccine, patient used to walk the dogs 6 miles a very fast pace 
and had no problem, then she got her 1st dose of the Pfizer COVID vaccine on 29Dec2020 and had the usual 
side effects of a little bit of nausea, developed a dry cough, some fatigue, and diarrhea and that kind of stuff. 
The reporter stated that after the 1st dose of the Pfizer COVID vaccine, the symptoms she reported have 
worsened and the cough, fatigue, nausea, and diarrhea began immediately after the 1st dose of the vaccine 
where the cough started a week or so after the 1st dose and then after the 2nd dose, the cough never went 
away and got worse and worse and worse. Reporter stated the fatigue, diarrhea, nausea, and cough were all 
ongoing and have gotten worse. Reporter mentioned that for the cough after the first dose of the Pfizer 
COVID vaccine, it was still there but was occasional and was not too bad but when the patient had the 2nd 
dose on 22Jan2021 and was knocked on her butt for about three days; also stated that the patient had fever, 
chills, diarrhea, vomiting, nausea and the works and had all the symptoms. It was also reported that the 
patient was very sick for 3-4 days with same symptoms. Reporter mentioned that fatigue was getting worse 
and the cough never went away and always had the dry cough which was getting worse and worse and 
worse with any activity and was a dry cough and she never had any phlegm. Reporter also stated the patient 
got to where she did less and less activity and was worse and the dry cough was worse with nothing coming 
up. It was reported that the patient sought treatment for everything she believed last week on Monday but 
was unsure of the dates. Monday of last week, patient went to the emergency room in a hospital and was 
told that they thought that the patient had an enlarged heart and severely low potassium and the patient 
was put on an IV drip of potassium because she could not tolerate the oral potassium and threw up the oral 
potassium so she was put on two bags of IV potassium. On an unknown date, it was reported that patient 
started having pain in her chest from the IV drip of potassium but she was released from the emergency room 
and the 2nd day of last week which was the next day, patient went back to the emergency room because she 



COVID19 VACCINE PFIZER\BIONTECH 1153319-1 65+ years Unknown

blood clot formation that went to my brain; stroke; numbness; paralyzed; vision is messed up; trouble 
concentrating; This is a spontaneous report from a contactable consumer (patient) . This 70-year-old male 
patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE, Formulation: Solution 
for injection, Lot number: unknown, may be EN8199 or EN6199), via an unspecified route of administration on 
11Mar2021 at single dose in right arm about 16:00 for COVID-19 immunisation. Medical history included 
ongoing probably overweight and blood clot about 20 years ago. The patient's concomitant medications were 
not reported. It was reported that, the patient who was administered the first dose of Pfizer-BioNTech COVID-
19 Vaccine on 11Mar2021. He reported on 14Mar2021 he got a blood clot and had a stroke. He asked if he 
should or should not still get the second dose of the Pfizer-BioNTech COVID-19 Vaccine related to these events. 
He had in the hospital from 14Mar2021 to 15Mar2021. He was supposed to have an appointment with his 
Family Care Physician, Doctor next Monday or Tuesday. He had to go to the emergency room because of these 
events where he was admitted to the hospital from 14Mar2021-15Mar2021 when he was discharged home 
under family care. They let him go so soon on 15Mar2021 because he insisted on it, if he was just going to be 
laying in the hospital he could be laying at home. There was not much they could do in the hospital except 
observe him, monitoring symptoms of when his numbness and the being paralyzed like in the face for 
improvement, then they figured the clots were clearing up. They put him on an Aspirin and other unknown 
things to keep events from reoccurring soon after these events. He was still does not feel 100%, his vision was 
messed up, he has trouble concentrating, vision was blurred sometimes; that was what happened, he knew he 
had a stroke when his vision went south on him on 14Mar2021. While in the hospital they did everything 
except no x-rays; he had CT scan, lots of bloodwork and stuff like that. He does not have further information on 
those tests or results. The seriousness of the events blood clot formation that went to my brain, stroke, 
numbness and paralysed was reported as serious (hospitalized). The outcome of events was reported as 
unknown.  Information about lot/batch number has been requested.

COVID19 VACCINE PFIZER\BIONTECH 1153389-1 Unknown Unknown

she passed out; stroke; fever; diarrhea; This is a spontaneous report from a Pfizer Sponsored program. A 
contactable consumer reported for herself that a 71-years-old female patient received bnt162b2 (PFIZER-
BIONTECH COVID-19 VACCINE), dose 1 via an unspecified route of administration on 28Jan2021 as single dose 
for covid-19 immunisation.  Medical history included carotid artery is blocked.  The patient's concomitant 
medications were not reported. The patient got her first dose last 28Jan2021. She experienced some side 
effects like fever and diarrhea. She mentioned that she has an unusual health situation (carotid artery is 
blocked) even before the first dose. She also mentioned that she passed out. She had stroke before. The 
outcome of events was unknown.   Information on batch/lot number was requested.

COVID19 VACCINE PFIZER\BIONTECH 1153488-1 Unknown Unknown

having a stroke; headache; eye's vision were blurred; shaking violently; blood pressure went high for 
300/150/hypertension; This is a spontaneous report from a contactable consumer reported for herself. This 
female patient of unspecified age received the 1st dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) 
via an unspecified route of administration on 25Feb2021 at single dose for COVID-19 immunisation. Medical 
history and concomitant medications were unknown. The patient received the 1st dose on 25Feb2021. 4 days 
later she was hospitalized for three days from 01Mar2021 to 04Mar2021, she said she experienced a 
headache, her eye's vision were blurred, she said she was shaking violently at the emergency room and her 
blood pressure went high for 300/150. The patient said the hospital thought she was having a stroke later on, 
her test results came and it was hypertension she stated the doctor's couldn't tell if it was related with the 
Covid-19 vaccine. She mentioned her 2nd dose appointment is on 19Mar. (Scheduled more than 21 days). 
Outcome of all events was unknown.   Information on batch/lot number was requested.



COVID19 VACCINE PFIZER\BIONTECH 1153555-1 Unknown Unknown

something like a stroke; her hands and feet got really cold; went numb on the injection side from her neck to 
her hands; went numb on the injection side from her neck to her hands/the side of her face went 
numb/numbness on the left hand in two fingers; the inside of her mouth and tongue went numb; tingling in 
her hands and feet; got tired; stomach felt weird; her vision is weird/one of her eyes is dilating and 
constricting back and forth, hard to see, sensitive to light and pupils are still different sizes; her vision is 
weird/one of her eyes is dilating and constricting back and forth, hard to see, sensitive to light and pupils are 
still different sizes; her vision is weird/one of her eyes is dilating and constricting back and forth, hard to see, 
sensitive to light and pupils are still different sizes; This is a spontaneous report from a contactable consumer 
(patient) via Medical information team. A 37-year-old female patient received first dose of BNT162B2 (PFIZER-
BIONTECH COVID-19 VACCINE, Solution for injection, lot number and expiration date were not reported) via 
unspecified route on 23Mar2021 as single dose for covid-19 immunisation. Medical history included reaction to 
pertussis as a baby. The patient's concomitant medications were not reported. Patient stated that she 
reported the side effects that patient had from the first dose of the Pfizer covid 19 vaccine yesterday on 
23Mar2021. patient stated that not all of the symptoms have worn off and wanted to know if she should 
worry, see a neurologist or is it something like a stroke on an unspecified date in Mar2021. patient stated 
right after the vaccine her hands and feet got really cold, went numb on the injection side from her neck to 
her hands and the side of her face went numb on Mar2021. Patient reported that the inside of her mouth and 
tongue went numb. Patient stated she had tingling in her hands and feet, got tired, stomach felt weird and 
today her vision is weird and one of her eyes is dilating and constricting back and forth, hard to see, sensitive 
to light and pupils are still different sizes on Mar2021, and patient still has a little tingling in her hands and 
feet and still has numbness on the left hand in two fingers but most has gone away. patient wanted to know if 
these are reported side effects. The outcome of the events was unknown.  Information on the lot number and 
batch number has been requested.

COVID19 VACCINE PFIZER\BIONTECH 1165965-1 65+ years Unknown

she was hospitalized due to a stroke; This is a spontaneous report from a contactable nurse (patient herself). 
An 81-year-old female patient received BNT162B2 (Pfizer-BioNTech COVID-19 mRNA vaccine), dose 1 via an 
unspecified route of administration, administered in arm at age 81 years on 24Feb2021 (Batch/Lot Number: 
EN6201) as single dose for COVID-19 vaccination. Medical history was reported as none. Patient had not had 
any other recent vaccinations. The concomitant medication includes an unspecified medication since she 
started a new cancer drug that starts with a L.Registered nurse calling as patient says she was supposed to 
have her second Pfizer COVID-19 shot 17Mar2021, but she was in the hospital. She says she is trying to 
reschedule her second shot. She says the first dose was given at (Hospital Name), and it says BNOI on her 
vaccine card. Patient was admitted to the hospital this past Monday evening (15Mar2021) and it was 
(Hospital name). She says her admitting diagnosis was unknown. She says she was discharged from the 
hospital Thursday 18Mar2021. Hospitalization seriousness patient says it was not serious. Patient missed the 
2nd dose (17Mar2021) because she was hospitalized due to a stroke on an unspecified date. The outcome of 
the event was unknown.; Sender's Comments: Based on the information provided by the reporter, it appears 
unlikely that subject vaccine contributed to the event of stroke.  The reported event likely represent 
intercurrent medical condition in this elderly patient.   There is limited information provided in this report. 
This case will be reassessed upon receipt of follow-up information.   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 1175164-1 Unknown Unknown

stroke in left arm, arm is weaker than the other, strength never came back; This is a spontaneous report from 
a contactable nurse. An 86-year-old male patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), 
second dose intramuscular, administered in the left arm on an unspecified date (also reported as 12Feb2021 
12:00; pending clarification) (batch/lot number: EM9810) as a single dose, and first dose intramuscular, 
administered in the left arm on 12Feb2021 12:00 (batch/lot number: EL3249) as a single dose for COVID-19 
immunisation. Medical history included cancer, prostate to bone from an unknown date. The patient has no 
known drug allergies. The patient's concomitant medications were not reported. Facility type vaccine was 
public health clinic facility. No other vaccine in four weeks. No other medications in two weeks. No Covid prior 
to vaccination and no Covid tested post vaccination. On 12Mar2021 (as reported, however, also reported as 
13Mar2021; pending clarification), the patient experienced stroke in left arm, arm was weaker than the 
other, strength never came back. The adverse event resulted in disability or permanent damage. No 
treatment was received for the event. The outcome of the event was not recovered.   No follow-up attempts 
are possible. No further information is expected.; Sender's Comments: Based on the information provided, it is 
unlikely that the reported event is related to suspect product. The reported event is related to this patients 
underlying morbidity of prostate cancer with metastases to the bone. 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 1178298-1 Unknown Unknown

Father took covid vaccine. 1 week later, he had a stroke; This is a spontaneous report from a contactable 
consumer via the Pfizer-sponsored program. A male patient of an unspecified age received BNT162B2 (PFIZER-
BIONTECH COVID-19 VACCINE), dose 1 via an unspecified route of administration on an unspecified date 
(Batch/Lot number was not reported) as a single dose for COVID-19 immunisation. The patient medical history 
and concomitant medications were not reported. It was reported that the patient took the covid vaccine and 
1 week later (unspecified date), he had a stroke. The event stroke was assessed as serious (medically 
significant). The outcome of the event was unknown.  Information about lot/batch has been requested.

COVID19 VACCINE PFIZER\BIONTECH 1203725-1 Unknown Unknown

10 days after receiving my first Pfizer shot I suffered a stroke that was caused by a blood clot. I was unable to 
speak for a short time the morning of 4/1/2021 and went to emergency room at. My speech had already 
returned and I was no longer having symptoms. There were numbers tests and scans run and it was confirmed 
that I had a stroke that was caused by a blood clot. There were no obvious issue present to why I would have 
had this happen.

COVID19 VACCINE PFIZER\BIONTECH 1205210-1 Unknown Unknown

prone to strokes; both her legs felt numb; This is a spontaneous report received from a contactable consumer 
(patient reported for herself). An elderly female patient received first dose of BNT162B2 (PFIZER-BIONTECH 
COVID-19 MRNA VACCINE, solution for injection, lot number and expiry date were not reported), via an 
unspecified route of administration on an unspecified date at a single dose for covid-19 immunization. The 
patient's medical history and concomitant medications were not reported. After receiving Pfizer covid vax, 4 
days later (date unspecified), the patient reported that both her legs felt numb. She was elderly and prone to 
strokes so they rushed her to hospital (dates unknown). All tests were negative (date unspecified) so now 
they suspect it may be related to the vaccine. The outcome of the events was unknown.   No follow-up 
attempts are possible; information about lot/batch number cannot be obtained.



COVID19 VACCINE PFIZER\BIONTECH 1205234-1 65+ years Unknown

problem with her left side, having weakness since she had a stroke/when she took the 2nd shot, it's been 
bothering her through the weekend/ left side weakness worsened; problem with her left side, having 
weakness since she had a stroke/when she took the 2nd shot, it's been bothering her through the weekend/ 
left side weakness worsened; dragging her feet; trouble standing up; feels like a stroke in her leg; This is a 
spontaneous report from a contactable consumer (patient). A 67-year-old female patient received the second 
dose of BNT162B2 (Pfizer-BioNTech COVID-19 vaccine, lot number unknown), intramuscular, administered in 
the left arm on 24Mar2021 at 12:30 as a single dose for COVID-19 immunization.  Medical history included 
stroke on Dec2015 and Feb2016 and ongoing left side, having weakness since she had a stroke. The patient's 
mother had a really bad stroke on an unspecified date in her 80's. The patient's concomitant medications 
were not reported.  The patient previously received the first dose of BNt162B2 (lot number: EN6208) on 
03Mar2021 for COVID-19 immunization and had a sore right arm. It was reported that on 26Mar2021, the 
patient was dragging her feet and having trouble standing up. This occurred after her second shot. She has 
had a problem with her left side, having weakness since she had a stroke at the age 62 years. She worked 
through it and it was fine. But when she took the 2nd shot, it's been bothering her through the weekend. Her 
left side weakness worsened. She described the feeling like the stroke. Her doctor said when she gets sick, it 
could mimic her stroke symptoms. She added it is worse in the morning when she tries to get up. The patient 
added that her leg is affected, and feels like a stroke in her leg on Mar2021. She had no treatment for her 
experience and doesn't know if there is a treatment for what she is experiencing. The outcome of the events 
was unknown.   Information on the lot/batch number has been requested.

COVID19 VACCINE PFIZER\BIONTECH 1224541-1 Unknown Unknown

fatigue; felt like she was going to have a stroke; hives; two seizures; rash from head to toe; wrap around 
headache; sore muscles; This is a spontaneous report from a contactable other healthcare professional 
(patient). A 66-year-old female patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 
VACCINE; lot number: EN6208), via an unspecified route of administration on an unspecified date at single 
dose for COVID-19 immunisation. The patient's medical history included seizure, high blood pressure, and 
atrial fibrillation with rapid ventricular response on 03Feb2021, all ongoing. The patient's concomitant 
medications included metoprolol tartrate (LOPRESSOR) taken for blood pressure measurement, lisinopril taken 
for an unspecified indication, valproate semisodium (DEPAKOTE) taken for seizure from 2017 to an unspecified 
stop date, and hydrochlorothiazide, lisinopril (LISINOPRIL HCTZ) taken for an unspecified indication. The patient 
experienced two seizures on 27Mar2021. Patient felt like she was going to have a stroke on an unspecified 
date. The patient experienced hives on 27Mar2021, fatigue on an unspecified date, rash from head to toe on 
27Mar2021, wrap around headache on 26Mar2021, and sore muscles on 26Mar2021. The outcome of the 
events wrap around headache and sore muscles was recovered on 28Mar2021, for hives and rash from head 
to toe was recovering, and the outcome of the rest of the events was unknown. Events relatedness was 
reported as related.; Sender's Comments: Other than a close temporal association, there was no other 
evidence or argument in support to causality for BNT162B2 in the serious events, Seizure and Cerebrovascular 
accident. Seizure was consistent with underlying medical condition, still on treatment with VALPROATE 
SEMISODIUM. Chronic hypertension may have increased the risk of vascular accident, despite the poly-
medication with different type of antihypertensive agents. 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 1227269-1 60-64 years Unknown

possible pinched nerve; TIA; heart rate is low anyways from the medications but it dropped to 35 when she 
was in the hospital/heart rate dropped; her right arm, the right side of her face, and her right knee were 
numb/ she has numbness in her right finger and right thumb; face feels like its burning; her vision was kind of 
blurry; sensational loss in her right hand; caller's sclera looked like her eye was bleeding and her pupil started 
turning a different color.; caller's sclera looked like her eye was bleeding and her pupil started turning a 
different color.; eye was super red; rupture of a blood vessel in her eye; blood clot in eye; This is a 
spontaneous report from a contactable nurse (reported for herself). A 64-years-old female patient received 
first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE, Solution for injection, Lot Number: 
ER2613, expiry date not reported), via an unspecified route of administration, administered in left arm on 
19Mar2021 09:00 at a single dose for covid-19 immunisation. Medical history included ongoing hypertension 
from 1900 wherein blood pressure was high prior to her atrial fibrillation medications; A fib (atrial fibrillation) 
from 2016 and ongoing; and ongoing heartrate low. As a child the caller had the vaccine in the sugar cube 
(unspecified) and her mouth was swelling from it; and stated that patient's sister was hospitalized after 
receiving the same vaccine. Family medical history included mom has hypertension. Concomitant medications 
included apixaban (ELIQUIS) taken for A fib (atrial fibrillation) from an unspecified start date and ongoing at 5 
mg twice a day; sotalol taken for A fib (atrial fibrillation) from an unspecified start date and ongoing at 80 mg, 
twice a day; and diltiazem taken for A fib (atrial fibrillation) from an unspecified start date and ongoing at 180 
mg, once a day.  The patient was a healthcare worker and she has had friends who have died from covid. The 
patient had no previous immunization with the Pfizer vaccine considered as suspect and no additional vaccines 
administered on same date of the Pfizer suspect. Patient had no prior vaccinations (within 4 weeks). The 
patient stated she had the first dose of the vaccine and had a TIA (Apr2021) and rupture of a blood vessel in 
her eye 20Mar2021. The TIA was on Monday (Apr2021) and she was supposed to have her second dose 
tomorrow (09Apr2021). She stated she may get it but she is not taking it tomorrow because she is still having 
residual symptoms. She asked what the length of time she can wait to get it before she has to restart. Patient 
reported that after she got her first vaccine she had a ruptured blood vessel in her eye the next day 
(20Mar2021). She put warm and cool compresses on her eye then the ruptured blood vessel subsided. The 
ruptured blood vessel came back again a few days later and this time it was the entire sclera. She developed 
blood clots in her eye and the doctor said it probably wasn't from the vaccine (Mar2021). She was supposed to 
get her second dose of the vaccine tomorrow 09Apr2021 but she was going to hold off for now. She then had a 
TIA (Mar2021) and became hospitalized because of it from 06Apr2021 to 07Apr2021. The patient has ongoing 
atrial fibrillation but has been taking her medication religiously. She believed that the TIA was from the 
vaccine as there was no explanation as to why it happened. Her heart rate was low anyways from the 
medications (dates unspecified) but it dropped to 35 when she was in the hospital (Apr2021). The patient's 
primary care provide was not the attending in the hospital when the caller was hospitalized. Furthermore, it 
was reported that on 21Mar2021, patient's eye was super red but only on one side of her left eye. On 



COVID19 VACCINE PFIZER\BIONTECH 1255409-1 30-39 years Unknown

admitted with stroke; He had symptoms of an illness (perhaps covid like symptoms) starting on 19Mar2021 
(between his 1st & 2nd dose of Pfizer BioNtech).; This is a spontaneous report from a contactable consumer. A 
36-years-old male patient received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE; Solution for injection; Lot 
Number; Unknown), dose 1 via an unspecified route of administration on an unspecified date as SINGLE DOSE, 
dose 2 via an unspecified route of administration on 21Mar2021 (PFIZER-BIONTECH COVID-19 VACCINE; 
Solution for injection; Lot Number; Unknown) as SINGLE DOSE for covid-19 immunization. The patient medical 
history and concomitant medications were not reported. The patient experienced he had symptoms of an 
illness (perhaps covid like symptoms) starting on 19mar2021 (between his 1st & 2nd dose of pfizer biontech). 
(illness) on 18Mar2021, admitted with stroke (cerebrovascular accident) (hospitalization) on 08Apr2021. The 
patient was hospitalized for admitted with stroke (cerebrovascular accident) on 08Apr2021 in ICU 
currently/still as of 11Apr2021, not yet recovered. The patient underwent lab tests and procedures which 
included sars-cov-2 test: negative on 18Mar2021, sars-cov-2 test: negative on 08Apr2021. Therapeutic 
measures were taken as a result of admitted with stroke (cerebrovascular accident). A 36 year old brother in 
law of my friend. He had symptoms of an illness (perhaps covid like symptoms) starting on 19Mar2021 
(between his 1st & 2nd dose of Pfizer BioNTech). He went ahead and got his 2nd dose on 21March2021. He 
then went to see his dr in the last week (week of 05Apr2021 I believe) because of not being well. That 
primary care dr thought the patient had perhaps been exposed to covid between the 1st & 2nd doses (due to 
symptoms that the dr thought seemed like body's over-reaction to covid) but a covid test was done and it was 
negative. Then the patient has been admitted to (Hospital name) in (city name) (state name) suffering from a 
stroke on 08Apr2021. He still has not tested positive for covid (again) but he is in ICU at (Hospital name) with 
stroke symptoms. This was all related to my by the sister-in-law (my friend (name)). I wanted to report since 
the 2nd dose Pfizer BioNTech was taken on 21Mar2021 & then in hospital ICU with a stroke (at 36 yrs old) on 
08Apr2021. Hospitalized for 4 days in ICU currently/still as of 11Apr2021, not yet recovered, admitted with 
stroke on 08Apr2021. The outcome of the event for illness was unknown and for stroke was not recovered.  
Information about Lot/batch number is requested.

COVID19 VACCINE PFIZER\BIONTECH 1255618-1 Unknown Unknown

I have another male (patient) who had an acute CVA we send him to the hospital he had acute CVA, he had a 
right artery occlusion, he passed away; I have another male (patient) who had an acute CVA we send him to 
the hospital he had acute CVA, he had a right artery occlusion, he passed away; This is a spontaneous report 
from a contactable Nurse (Registered nurse with title of Infection Preventionist). A male patient of an 
unspecified age received first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified 
route of administration on 26Mar2021 (Lot Number: EL9269; Expiration Date: 01May2021) as single dose for 
COVID-19 immunization. The patient's medical history and concomitant medications were not reported. The 
patient had an acute CVA and was sent him to the hospital he had acute Cerebrovascular accident (CVA), he 
had a right artery occlusion, he passed away. The patient died on an unspecified date in 2021. It was not 
reported if an autopsy was performed.; Sender's Comments: The information currently available is very 
limited. There is no sufficient evidence that the reported events may be related to administration of 
BNT162B2. Of note, medical history and concomitant medications were not provided to determine pre-existing 
risk factors or conditions that may have led to the events. Case will be re-assess 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.; Reported 
Cause(s) of Death: patient had an acute CVA and was sent him to the hospital he had acute CVA, he had a 
right artery occlusion; patient had an acute CVA and was sent him to the hospital he had acute CVA, he had a 
right artery occlusion



COVID19 VACCINE PFIZER\BIONTECH 1255627-1 Unknown Unknown

This is a spontaneous report received from a contactable consumer via a Pfizer-sponsored program COVAX US 
SUPPORT. A male patient of an unspecified age received first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 
VACCINE, Formulation: Solution for injection) via an unspecified route of administration on an unspecified date 
at a single dose for COVID-19 immunization. The patient medical history and concomitant medications were 
not reported. The patient had stroke like symptoms and he may have had a TIA or a migraine stroke. He was 
in hospital for 2 to 3 days. His second shot is scheduled. No lab test were reported. The outcome of the events 
was unknown.  Information on the lot/batch number has been requested.

COVID19 VACCINE PFIZER\BIONTECH 1261730-1 Unknown Unknown

stroke; This is a spontaneous report from a contactable consumer. An adult female patient of unspecified age 
(reported as age: 62; Unit: unknown) received the 2nd dose of bnt162b2 (PFIZER-BIONTECH COVID-19 
VACCINE), via an unspecified route of administration on an unspecified date (Batch/Lot number was not 
reported) as SINGLE DOSE for COVID-19 immunization. Medical history and concomitant medications were not 
reported. The patient received the first dose of PFIZER-BIONTECH COVID-19 VACCINE on unknown date 
(Batch/Lot Number: not provided) as COVID-19 immunization. Then, the 2nd dose on unknown date. It was 
stated that the patient had a stroke following administration of second dose on unknown date. Outcome of 
the event was unknown.   No follow-up attempts are possible, information on batch number cannot be 
obtained.

COVID19 VACCINE PFIZER\BIONTECH 1261786-1 50-59 years Unknown

This is a spontaneous report from two contactable consumers (one of them is the patient) from a Pfizer 
sponsored program. A 59-year-old male patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 
VACCINE, Solution for injection; Lot Number: EP534) via an unspecified route of administration, administered 
in Arm Left, at the age of 59-year-old, on 22Mar2021 08:30, as SINGLE DOSE for covid-19 immunization.  
Medical history included three strokes, hypertension, diabetes mellitus. The patient had no additional 
Vaccines Administered on Same Date of the Pfizer Suspect and had no prior vaccinations within the last 4 
weeks. Concomitant medications included metformin taken for diabetes mellitus (has been taking for many 
years) and losartan taken for hypertension since 2018 (has been taking for about 3 years).  On 09Apr2021, the 
patient was feeling bad and went to the hospital. There he was told that he has had three strokes in the past. 
The patient was told that one of the strokes was about a month ago (Mar2021). He went to the hospital 
three days ago. He was not admitted and was sent home. He went back again and was sent home. He was 
started on Plavix two days ago for stroke. The events required emergency room visit. The patient right now is 
working and travelling and he supposed to have the 2nd dose of the vaccine on 12Apr2021. He wants to know 
if he can take it late or what possible that he can do. Outcome of was feeling bad was unknown while the 
event stroke recovered in 2021 with sequelae.

COVID19 VACCINE PFIZER\BIONTECH 1261808-1 Unknown Unknown

she had a stroke after the vaccine; This is a spontaneous report from a non-contactable consumer.  A female 
patient of an unspecified age received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE; Lot number unknown), 
on an unknown date at single dose for COVID-19 immunization. The patient medical history and concomitant 
medications were not reported.   The consumer reported that his wife got the vaccine and about three weeks 
later she had a stroke after the vaccine. The outcome of the event was unknown.  No follow-up attempts are 
possible; information about lot/batch number cannot been obtained.



COVID19 VACCINE PFIZER\BIONTECH 1266057-1 60-64 years Unknown

strokes signs; Two blood clots in the veins in legs; This is a spontaneous report from a contactable consumer.  
A 64-year-old female consumer (patient) reported that she received first dose of BNT162B2 (PFIZER-BIONTECH 
COVID-19 VACCINE) (Lot number EN6199/EN6207 (as reported)) intramuscular into the left arm on 10Mar2021 
(at the age of 64-years-old) at single dose for COVID-19 immunization. She received the second dose of 
BNT162B2 dose on 31Mar2021 (lot number unknown). Medical history included high blood pressure and GERD.     
Concomitant drugs included Toprol  25mg, oral , twice a day  for blood pressure stated ''in Feb some time she 
don't know'' and Protonix 40mg,  oral twice a day for years for GERD. The consumer reported that 'she got 
her first vaccine and she has had the strokes signs''. Further she reported she got her first vaccine dose, then 
she had leg pain, she went to see the doctor and ordered a doppler.  She was put on blood thinners and three 
days later she got two blood clots in the veins of her legs, right. On 20Mar2021, her leg pain went pretty 
severe since I had the blood clot, when I got the second shot, it was still there. On 27Mar2021 she started 
treatment receiving Eliquis 5mg, twice a day for the blood clot and she did take a Physical therapy. When she 
got the second vaccine dose on 31Mar2021 she was on blood thinners. At the time of reporting the outcome 
of the event was reported as 'hasn't gotten better, it's the same not better not worse.

COVID19 VACCINE PFIZER\BIONTECH 1269564-1 60-64 years Unknown

Stroke; MRI showed Pontine Stroke; left arm was weak; her writing looked like a baby's scribble/she cannot 
write or type; arm was sore; she sounded different; they said her speech sounded slurred; was prediabetic 
before her hospitalization with her number (A1c) usually being 6.5-6.8. She added that when she was in the 
hospital it was 7.4; was not able to walk at first; her arm was cold; This is a spontaneous report from a 
contactable consumer (patient) reported that a 63-year-old female patient received the second dose of 
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: EN6198), via an unspecified route of 
administration on 24Feb2021 08:00 (at the age of 63-years-old) as a single dose for covid-19 immunisation. The 
vaccine was administered at the hospital. The patient medical history included high blood pressure that was 
diagnosed 2-3 years ago, diabetes; she was prediabetic, heart;cholesterol has been high for about 30 years; 
since she was in her 30s; all from an unknown date and ongoing. The patient previously received the first dose 
of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: EL3247) on 02Feb2021 (at the age of 63-years-
old) for covid-19 immunization. The patient had no prior vaccination in four weeks. Concomitant medications 
included rosuvastatin taken for blood cholesterol and takes 20mg once a day prior to stroke and in the 
hospital they increased it to 40mg once a day and ongoing; ramipril taken for blood pressure and she was 
prescribed with this medication for a while prior to her stroke. It was discontinued in the hospital. Stated that 
she did not take it everyday because she was allergic to it; and sitagliptin (JANUVIA [SITAGLIPTIN]) taken for 
diabetes from an unspecified start date and ongoing and stated that she has been taking for quite a while. On 
24Feb2021 she had her second shot. She said that everything was fine that morning; that afternoon her arm 
was sore. Stated she thought nothing of it. That evening she entertained guest. They were saying she 
sounded different; they said her speech sounded slurred. She had gotten her vaccine at around 08:00. Again, 
she didn't think anything about her speech. On 25Feb2021, she got up and did some laundry going up and 
down the steps. Stated that it was difficult because her arm was still sore. She cleaned the house. At around 
15:30 she was doing bills and noticed that her writing looked like a baby's scribble. On 26Feb2021, she 
noticed that her left arm was weak and was told by her doctor to go to the Emergency Room where they told 
her she had a stroke. She added that it seemed like her arm was cold for a number of weeks. Stated she was 
the type to wear t-shirts in the winter because she was always hot. During those weeks she was wearing 
heavy clothes and was under blankets. She was just now starting to feel more like herself and not so cold all 
the time. The patient was unable to recall time frame when this symptom began. The events did require a 
visit to emergency room and physician office. The patient was hospitalized for 4 days due to the events from 
26Feb2021 to 01Mar2021. During hospitalization, the patient saw a cardiologist, neurologist, her primary 
care provider, and the hospitalists who all said it was very suspicious that her stroke happened right after her 
vaccine. Before she got her second vaccine, she was doing embroidery and everything she normally does; 
nothing was wrong. They did a CAT Scan that showed nothing. Then the MRI of the brain showed a Pontine 
Stroke on 26Feb2021. Cardiologist put a heart monitor on her and could not find anything. They were looking 
for A-Fib or something like that when she was on the heart monitor in the hospital; but it never showed 



COVID19 VACCINE PFIZER\BIONTECH 1269681-1 Unknown Unknown

This is a spontaneous report from a contactable nurse. This nurse reported similar events for two patients. 
This is the first of two reports.  A male patient of an unspecified age received bnt162b2 (BNT162B2), dose 1 via 
an unspecified route of administration on 26Mar2021 (Lot Number: EL9269; Expiration Date: 01May2021) as 
single dose for COVID-19 immunization. The patient's medical history and patient's concomitant medications 
were not reported. The patient experienced acute stroke on an unspecified date. The patient was still 
hospitalized in ICU. The outcome of the event was unknown.; Sender's Comments: Limited information can not 
support a complete medical assessment. A causal association between administration of BNT162B2 and the 
onset of acute stroke cannot be excluded, considering the temporal association. Case will be re-assessed upon 
the additional information provided. The impact of this report on the benefit/risk profile of the Pfizer product 
is evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate 
data for adverse events. Any safety concern identified as part of this review, as well as any appropriate 
action in response, will be promptly notified to regulatory authorities, Ethics Committees, and Investigators, 
as appropriate.,Linked Report(s) : US-PFIZER INC-2021415134 same reporter and drug, similar events, different 
patients

COVID19 VACCINE PFIZER\BIONTECH 1269702-1 Unknown Unknown

Entire left side of my face and left side of my neck felt like they were being jack-hammered; Entire left side of 
my face and left side of my neck felt like they were being jack-hammered/I have pain in my jaw and neck; 
Teeth on left side started to hurt/Top and bottom; Heart attack; Stroke; extremely nauseated; Normal BP of 
110/65 was 204/110; I have pain in my jaw and neck; This is a spontaneous report from a contactable 
consumer (patient). A patient of unspecified age and gender received the second dose of BNT162B2 (PFIZER-
BIONTECH COVID-19 VACCINE, Batch/Lot number was not reported), via an unspecified route of administration 
on 15Feb2021 as single dose for COVID-19 immunization. Medical history and concomitant medications were 
not reported. The patient previously received the first dose of BNT162B2 on 28Jan2021 for COVID-19 
immunization. In the evening of Wednesday, 17Feb2021, it was reported that the patient's teeth on left side 
started to hurt. Top and bottom. At 2:00 am, Thursday, 18Feb2021, the patient called an ambulance because 
the entire left side of his/her face and left side of neck felt like they were being jack-hammered. The patient 
was extremely nauseated. His/her normal blood pressure (BP) of 110/65 was 204/110. The paramedic thought 
he/she was having a heart attack. Cholesterol is at 129. The patient went to the emergency room (ER) on 
Friday, 19Feb2021, because a doctor thought he/she was having a stroke. He/she finally went to a primary 
care doctor the next week, who believed the patient had a very strong antibody response so that he/she has 
a high level of protection. The patient reported that it took a month to get the side effects under control. 
Even on 11Apr2021, the patient has pain in jaw and neck that comes and goes throughout the day. The 
patient reported that if he/she had known that he/she would have such side effects, he/she would not have 
taken it. The doctor told the patient that when it is time for a booster, he wanted the patient to have a 
different vaccine. The outcome of the events was unknown.

COVID19 VACCINE PFIZER\BIONTECH 1278766-1 Unknown Unknown

She thought she was having a massive stroke; Severe left sided head pain; This is a spontaneous report from a 
contactable consumer (patient). A female patient of an unspecified age received the first dose of BNT162B2 
(PFIZER-BIONTECH COVID-19 VACCINE, Batch/Lot number was not reported), via an unspecified route of 
administration on an unspecified date as single dose for Covid-19 immunization. Medical history and 
concomitant medications were not reported. The patient previously took epinephrine, codeine, acetylsalicylic 
acid (ASPIRIN) and experienced anaphylactic reactions in the past. The patient stated that 45 minutes after 
her first vaccine, she experienced severe left sided head pain. She was driving down the road and had to go 
back because she thought she was having a massive stroke; it was that severe. She asked if she should still 
get the second dose or if she should reschedule it after she talks to her primary care provider. She is 
scheduled to get the second dose at the time of report but was nervous because she does not know if she 
should get it. The outcome of the events was unknown.   Information about lot/batch number has been 
requested.



COVID19 VACCINE PFIZER\BIONTECH 1278914-1 40-49 years Unknown

migraine; she felt like she had had her third back surgery; throwing up; diarrhea; stomach cramps; blood 
pressure has been so high/My blood pressure reached 200/198; I lost 30 pounds; I had a stroke; pulse high; in 
pain; This is a spontaneous report from a contactable consumer (patient). A 41-year-old female patient 
received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection), via an 
unspecified route of administration on 11Mar2021 (lot number: not reported) as single dose for COVID-19 
immunisation. Medical history included pain, anxiety, two back surgeries previously, and smoke all the time. 
Concomitant medications included clonazepam (KLONOPIN); and pain medications for her back and anxiety 
medications (unspecified). She got her first dose of the Pfizer COVID vaccine 36 days ago (11Mar2021) and 
within 5 minutes, she had the worst migraine of her life. She has had two back surgeries previously and after 
the COVID vaccine, she felt like she had had her third back surgery that night (11Mar2021). That night, she 
was also throwing up, had diarrhea and was having horrible stomach cramps. Since then (Mar2021), her blood 
pressure had been so high that they were afraid that she was going to have a stroke at any minute. For her 
migraine, she had been to the hospital 4 times for it and they had given her three doses each time of the 
migraine cocktail and that hadn't touched her migraine. She went back to the doctor and her blood pressure 
and her pulse were both still high (2021) and with the migraine she was ready to jump off of the dock because 
it hurts so bad. She was on 4 medicines to try and combat what this vaccine had done to her. She can no 
longer function. She needed to know an antidote or something to get this out of her system. She stated that 
she ""is going to die from this"". She didn't know what to do. They said she was going to have a stroke. She 
can't work and no one knows what to do because there were no studies on this because it is so new. She 
wanted it out of her body. Her life literally has turned into her just lying in bed and moaning in pain. She was 
in the emergency room (due to migraine), there were 3 people in there who had complained from the Pfizer 
vaccine (unspecified). She was calling because she got her first shot of COVID vaccine and she had a stroke 
(unspecified date in 2021) and she was going to die. She needed an antidote to get it out of her system 
because she been to the hospital 5 times now. She had migraine that is so bad that they gave her 4 doses of 
Topamax, it didn't touch it, she threw up everything she eats, she lost 30 pounds (2021) & her blood pressure 
reached 200/198 and she smoked all the time, they said she had stroke. She had bad migraine and nothing 
helped at all. She had doctor appointment, and nobody can give her answer. Regarding second dose, that was 
21 days after, but she was not going to get it (second shot) and they said she was 80 % vaccinated. At 
hospital, when she was in emergency room (for migraine), where they do lab tests (2021), they were fine. She 
was not getting better, getting worse (not clarified for all events). Date of hospitalization: the day after she 
got the vaccine and next was two days ago, 3 different times (further details unknown). She further stated 
that she was driving to doctor. She lost her life because she can't work, this drug had ruined her life (as 
reported). The outcome of the event migraine was not recovered. The outcome of other events was unknown.  
Information about lot and batch number was requested.""

COVID19 VACCINE PFIZER\BIONTECH 1279248-1 60-64 years Unknown

was sent to the hospital due to a stroke; This is a spontaneous report from a contactable consumer (patient's 
wife) reported that a 63-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 
27Mar2021 as single dose for COVID-19 immunisation. The patient's medical history and concomitant 
medications were not reported. On an unspecified date, the patient experienced stroke and was sent to the 
hospital. The patient was not able to get the second dose tomorrow (as reported). His 2nd dose will be on 
17Apr2021. Outcome of event was unknown.  Information about lot/batch has been requested.



COVID19 VACCINE PFIZER\BIONTECH 1284845-1 65+ years Unknown

Neurologist agreed that the vaccine has attacked nervous system; They thought he was having a stroke 
because the left side of his body was twitching and numbness all the way from the arm to the feet; He had 
some kind of palsy where his face was not reacting bilaterally; Got really sick 18 hours after it and it lasted 
for like two days where he was really sick, all sorts of symptoms; He hasn't been able to work since 25th; He 
cannot coordinate his thoughts and fantasies; Dizziness; He felt his head was spinning; Nausea; He couldn't 
stand up without falling; Pressure in his brain; Pain in the rear of his head between the neck and the cranium; 
Inability to speak/Slurring his speech; twitching and numbness all the way from the arm to the feet; twitching 
and numbness all the way from the arm to the feet; This is a spontaneous report from a contactable consumer 
or other non hcp.   A 66-years-old male patient received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, 
Formulation: Solution for injection, lot number: Unknown), dose 2 via an unspecified route of administration 
on 25Mar2021 as single dose for covid-19 immunization.  The patient medical history was not reported. The 
patient's concomitant medications were not reported.  The Reporter stated, her husband had the Pfizer 
vaccine and the second dosage he got really sick 18 hours after it and it lasted for like two days where he was 
really, really sick, all sorts of symptoms. He got very sick. the Reporter stated, there was a problem and it's 
recurring and the vaccine was affecting people neurologically and if they have had something like concussion 
or any neurological damaging the path was attacking their nervous system. So, this was major, and this was 
happening not just 3 people we know and the doctors were agreeing that this was happening from the Pfizer 
vaccine. The Reporter stated, the patient had been in emergency 3 times, patient thought he was going to 
die. He hasn't been able to work since 25th and he has been in emergency 3 times they have done MRI's and 
CT scans. And he was very sick, he cannot coordinate his thoughts and fantasies. He was not dead; he was 
very sick. On Mar2021, the Reporter stated that, Everything CT scans, MRI, ear exams, audiology test was 
done it.   On Mar2021, the reporter stated that, the patient was hospitalized 1 night in emergency for 
observation. He was hospitalized about three days ago. He was discharged the next day, but he was in 
emergency overnight. He was hospitalized for the vaccine he took, and the neurologist agreed that the 
vaccine has attacked nervous system. The Reporter again stated that the patient had some of the symptom's 
dizziness, he felt his head was spinning, they thought he was having a stroke because the left side of his body 
was twitching and numbness all the way from the arm to the feet, he thought he was having a stroke. He had 
some kind of palsy where his face was not reacting bilaterally, he had nausea, he couldn't stand up without 
falling, pressure in his brain, pain in the rear of his head between the neck and the cranium and inability to 
speak, he was slurring his speech. The outcome of the events was reported as unknown   No follow-up 
attempts are needed; information about lot/batch number cannot be obtained.

COVID19 VACCINE PFIZER\BIONTECH 1284865-1 Unknown Unknown

hemorrhage stroke; This is a spontaneous report from a Pfizer-sponsored program, received from a 
contactable nurse. A 55-year-old female patient received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, lot 
number and expiration date not provided), via an unspecified route of administration on an unspecified date at 
single dose for covid-19 immunisation. The patient's medical history included CVA. The patient's concomitant 
medication included oral clopidogrel bisulfate (PLAVIX) for CVA at 25 mg, 1x/day (25 mg once everyday). It was 
reported that a patient who had the Covid vaccine, 3 days later the patient had hemorrhage and she passed 
away. It was clarified that patient had a hemorrhage stroke and passed away. The reporter did not know the 
date the patient passed away, but this was called on the office on 16Apr2021. The patient died on an 
unspecified date.  It was not reported if an autopsy was performed.  Information on the lot/batch number has 
been requested.; Sender's Comments: Based on the temporal relationship, a causal association between the 
reported hemorrhagic stroke and the suspect drug, BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE),  cannot 
be completely excluded. Of note, patient has a medical history of CVA. 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.; Reported Cause(s) of Death: hemorrhage stroke



COVID19 VACCINE PFIZER\BIONTECH 1288432-1 Unknown Unknown

My grandma got a PFIZER COVID VACCINE and has now experienced a blood clot that caused a stroke.; My 
grandma got a PFIZER COVID VACCINE and has now experienced a blood clot that caused a stroke.; 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), via an unspecified route of administration 
on an unspecified date  as a single dose for COVID-19 immunization. The patient's medical history was not 
reported. The patient's concomitant medications were not reported.  The reporter stated that  ""my grandma 
got a pfizer covid vaccine and has now experienced a blood clot that caused a stroke.""  The patient 
experienced a cerebrovascular accident on an unspecified date with outcome of unknown and thrombosis  on 
an unspecified date with outcome of unknown. No further information was provided. Information on the 
Lot/Batch number has been requested.""

COVID19 VACCINE PFIZER\BIONTECH 1294715-1 50-59 years Unknown

cardiac amyloidosis; Dilated cardiomyopathy (I42.0); left ventricular hypertrophy (LVH); has increased on 
fatigue; cannot take breath well occasionally on exertion; abdominal swelling; weight gain/ weight had 
increased from 217 lbs to 227 lbs; dry cough since Covid shot; This is a spontaneous report received from a 
contactable physician. A 59-year-old male patient received the second dose of BNT162B2 (PFIZER-BIONTECH 
COVID-19 VACCINE) via an unspecified route of administration on 27Mar2021 at single dose for COVID-19 
immunisation. The patient medical history and concomitant medications were not reported. The patient 
received the first dose of BNT162B2 for Covid-19 immunization on an unspecified date. He reported that on 
27Mar2021 he got the 2nd COVID Pfizer shot and has increased on fatigue now and cannot take breath well 
occasionally on exertion, also reported some abdominal swelling, none in legs. He reported weight gain but 
can la flat and no issues on resting conditions. He also reported dry cough since COVID shot but did not have 
any of such issues after the 1st dose. No fever, no dizziness or passing out. Diagnosis: Dilated cardiomyopathy 
(I42.0) -Left ventricular ejection fraction (LVEF) 25-30. Left ventricular hypertrophy (LVH) was diagnosed with 
cardiac amyloidosis. His weight had increased from 217 lbs to 227 lbs - reported shob but no edema, they 
discussed increasing furosemide (LASIX) to 40/d from 20 daily for a week and reassess. Also suspect COVID 
vaccine related immune phenomenon. Treatment received for the events (Dilated cardiomyopathy, Left 
ventricular hypertrophy, cardiac amyloidosis and weight gain). Events (has increased on fatigue, cannot take 
breath well occasionally on exertion, abdominal swelling, weight gain and dry cough since COVID shot) onset 
date was on unspecified date in 2021. The outcome of the events was unknown.  No follow-up attempts are 
needed; information about lot/batch number cannot be obtained.; Sender's Comments: The Company cannot 
completely exclude the possible causality between the reported cardiac amyloidosis, Dilated cardiomyopathy, 
and the administration of the COVID19 vaccine, BNT162B2, based on the reasonable temporal association and 
lacking alternative explanations. More information on the patient's medical history, underlying medical 
conditions would be helpful for the Company to make a more meaningful causality 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 
RA, IEC, as appropriate.



COVID19 VACCINEUNKNOWN MANUFACTURER 1206930-1 Unknown Unknown

Small stroke; This spontaneous case was reported by a consumer and describes the occurrence of 
CEREBROVASCULAR ACCIDENT (Small stroke) in a  patient of an unknown age and gender who received mRNA-
1273 for COVID-19 vaccination.     The patient's past medical history included No adverse event.   On an 
unknown date, the patient received first dose of mRNA-1273 (unknown route) 1 dosage form. On an unknown 
date, received second dose of mRNA-1273 (unknown route) dosage was changed to 1 dosage form. On an 
unknown date, the patient experienced CEREBROVASCULAR ACCIDENT (Small stroke) (seriousness criterion 
medically significant). At the time of the report, CEREBROVASCULAR ACCIDENT (Small stroke) outcome was 
unknown. Not Provided          Action taken with mRNA-1273 in response to the event was not applicable.  
Concomitant product use was not provided by the reporter. No treatment information was provided.  Very 
limited information regarding this event has been provided at this time. No follow up is possible.   This case 
was linked to MOD21-068562, MOD21-068587, MOD21-068589, MOD21-072303, MOD21-072304 (E2B Linked 
Report).; Sender's Comments: Very limited information regarding this event has been provided at this time. 
No follow up is possible. MOD21-068562:same reporter MOD21-068587:same reporter MOD21-068589:same 
reporter MOD21-072303:same reporter MOD21-072304:same reporter

---
Dataset: The Vaccine Adverse Event Reporting System (VAERS)
Query Parameters:
State / Territory: The United States/Territories/Unknown
Symptoms: BASAL GANGLIA STROKE; BRAIN STEM STROKE; CARDIOMYOPATHY; CEREBELLAR STROKE; CEREBRAL SMALL VESSEL ISCHAEMIC DISEASE;
CEREBROVASCULAR ACCIDENT; COLITIS ISCHAEMIC; CONGESTIVE CARDIOMYOPATHY; EMBOLIC STROKE; HAEMORRHAGIC STROKE; HAEMORRHAGIC
TRANSFORMATION STROKE; HEAT STROKE; HYPOXIC-ISCHAEMIC ENCEPHALOPATHY; ISCHAEMIC CARDIOMYOPATHY; ISCHAEMIC CEREBRAL INFARCTION;
ISCHAEMIC CONTRACTURE OF THE LEFT VENTRICLE; ISCHAEMIC LIMB PAIN; ISCHAEMIC SKIN ULCER; ISCHAEMIC STROKE; LACUNAR STROKE;
MYOCARDIAL ISCHAEMIA; NECROSIS ISCHAEMIC; NIH STROKE SCALE; NIH STROKE SCALE ABNORMAL; NIH STROKE SCALE SCORE INCREASED; OCULAR
ISCHAEMIC SYNDROME; OPTIC ISCHAEMIC NEUROPATHY; POST PROCEDURAL STROKE; PSEUDOSTROKE; RETINAL VEIN OCCLUSION; SPINAL STROKE;
THROMBOTIC STROKE; TRANSIENT ISCHAEMIC ATTACK; VERTEBROBASILAR STROKE; WHITE MATTER LESION
Vaccine Products: COVID19 VACCINE (COVID19)
VAERS ID: All
Group By: Vaccine Type; Vaccine Manufacturer; VAERS ID; Age; Onset Interval
Show Totals: False
Show Zero Values: Disabled
---
Help: See http://wonder.cdc.gov/wonder/help/vaers.html for more information.
---
Query Date: May 17, 2021 7:39:37 PM
---
Suggested Citation: Accessed at http://wonder.cdc.gov/vaers.html on May 17, 2021 7:39:37 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 1,501 total events.
4. When grouped by VAERS ID, results initially don't show Events Reported, Percent, or totals. Use Quick or More Options to
restore them, if you wish.
5. Click on a VAERS ID to see a report containing detailed information for the event.
---
Footnotes:
1. Submitting a report to VAERS does not mean that healthcare personnel or the vaccine caused or contributed to the adverse
event (possible side effect).
---
Caveats:
1. <p> VAERS accepts reports of adverse events and reactions that occur following vaccination. Healthcare providers, vaccine
manufacturers, and the public can submit reports to VAERS. While very important in monitoring vaccine safety, VAERS reports
alone cannot be used to determine if a vaccine caused or contributed to an adverse event or illness. The reports may contain
information that is incomplete, inaccurate, coincidental, or unverifiable. Most reports to VAERS are voluntary, which means they



are subject to biases. This creates specific limitations on how the data can be used scientifically. Data from VAERS reports
should always be interpreted with these limitations in mind. </p> <p> The strengths of VAERS are that it is national in scope
and can quickly provide an early warning of a safety problem with a vaccine. As part of CDC and FDA's multi-system approach to
post-licensure vaccine safety monitoring, VAERS is designed to rapidly detect unusual or unexpected patterns of adverse events,
also known as "safety signals." If a safety signal is found in VAERS, further studies can be done in safety systems such as
the CDC's Vaccine Safety Datalink (VSD) or the Clinical Immunization Safety Assessment (CISA) project. These systems do not have
the same limitations as VAERS, and can better assess health risks and possible connections between adverse events and a vaccine.
</p> <p> Key considerations and limitations of VAERS data: <ul><li> Vaccine providers are encouraged to report any clinically
significant health problem following vaccination to VAERS, whether or not they believe the vaccine was the cause. </li><li>
Reports may include incomplete, inaccurate, coincidental and unverified information. </li><li> The number of reports alone
cannot be interpreted or used to reach conclusions about the existence, severity, frequency, or rates of problems associated
with vaccines. </li><li> VAERS data are limited to vaccine adverse event reports received between 1990 and the most recent date
for which data are available. </li><li> VAERS data do not represent all known safety information for a vaccine and should be
interpreted in the context of other scientific information. </li></ul> </p>

2
3. Some items may have more than 1 occurrence in any single event report, such as Symptoms, Vaccine Products, Manufacturers, and
Event Categories. If data are grouped by any of these items, then the number in the Events Reported column may exceed the total
number of unique events. If percentages are shown, then the associated percentage of total unique event reports will exceed 100%
in such cases. For example, the number of Symptoms mentioned is likely to exceed the number of events reported, because many
reports include more than 1 Symptom. When more then 1 Symptom occurs in a single report, then the percentage of Symptoms to
unique events is more than 100%. More information: http://wonder.cdc.gov/wonder/help/vaers.html#Suppress.
4. Data contains VAERS reports processed as of 5/7/2021. The VAERS data in WONDER are updated weekly, yet the VAERS system
receives continuous updates including revisions and new reports for preceding time periods. Duplicate event reports and/or
reports determined to be false are removed from VAERS. More information: http://wonder.cdc.gov/wonder/help/vaers.html#Reporting.
5. For more information on how many persons have been vaccinated in the US for COVID19 to date, see
https://covid.cdc.gov/covid-data-tracker/#vaccinations/


