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Compound: PF-07302048; Protocol: C4591001
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Table of Abbreviations
Category Abbreviation Text
Action - Subject N No action
O Other
P Drug withdrawn (study intervention discontinued)
TC Concomitant drug treatment given
TCN Concomitant non-drug treatment given
\ Withdrawn from study
Toxicity Grade 1 Mild
2 Moderate
3 Severe
4 Life-threatening
System Organ Class BLOOD Blood and lymphatic system disorders
CARD Cardiac disorders
CONG Congenital, familial and genetic disorders
EAR Ear and labyrinth disorders
ENDO Endocrine disorders
EYE Eye disorders
GASTR Gastrointestinal disorders
GENRL General disorders and administration site conditions
HEPAT Hepatobiliary disorders
IMMUN Immune system disorders
INFEC Infections and infestations
INJ&P Injury poisoning and procedural complications
INV Investigations
METAB Metabolism and nutrition disorders
MUSC Musculoskeletal and connective tissue disorders
NEOPL Neoplasms benign, malignant and unspecified (incl cysts and polyps)
NERV Nervous system disorders
PREG Pregnancy, puerperium and perinatal conditions
PSYCH Psychiatric disorders
RENAL Renal and urinary disorders

PFIZER CONFIDENTIAL SDTM Creation:
26MAR2021 (13:22)

Page 1

. (.) Source Data: adsl Output File: ./nda2/C4591001_Narratives_Abbr/profile Date of Generation:

FDA-CBER-2021-5683-1016014



090177e196e6793b\Final\Final On: 28-Apr-2021 12:12 (GMT)

Compound: PF-07302048; Protocol: C4591001

Page 2 of 157

Table of Abbreviations

Category Abbreviation Text
REPRO Reproductive system and breast disorders
RESP Respiratory, thoracic and mediastinal disorders
SKIN Skin and subcutaneous tissue disorders
SOCCI Social circumstances
SURG Surgical and medical procedures
VASC Vascular disorders
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1007 10071101; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 30JUL2020; Date of Last Dose: 20AUG2020

Page 3 of 157

Demography
Date of Birth Age at Enrollment (Years) Race Ethnicity Sex
(b) (6) 1963 56 White Non-Hispanic/non-Latino F
Vital Signs - Baseline

Date Collected
Height Weight BMI (Study Day)
167.5 cm 129.6 kg 46.2 kg/m2 30JUL2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
Obesity Obesity 2000 Present
Hypothyroidism Hypothyroidism NOV2007 Present
Depression Depression 2008 Present
Asthma Asthma 2009 Present
Sleep apnea Sleep apnoea syndrome 2013 Present
Gastroesophageal reflux Gastrooesophageal reflux disease 2018 Present
Gastric sleeve Gastrectomy SEP2019 Past
Supraventricular tachycardia Supraventricular tachycardia 080CT2019 Past
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Compound: PF-07302048; Protocol: C4591001 Page 4 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1007 10071101; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 30JUL2020; Date of Last Dose: 20AUG2020

Study Vaccination(s)

Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination
1 BNT162b2 30JUL2020 (1) 13:11

2 BNT162b2 20AUG2020 (22) 11:45

Adverse Events

Action
AE MedDRA [MedDRA Preferred Start Date Start [Stop Date Stop [Duration [Toxicity [to
Number [SOC Term Investigator Text (Study Day) Time [(Study Day) Time [(Days) Grade [Subject [SAE
1 CARD Cardiac arrest Cardiac Arrest 180CT2020 210CT2020 4 4 \Y Y
(81) (84)
Adverse Events
Prior Relative Day
AE Vaccination |[From Prior [Narrative
Number |AE Still Present? [AE Related To: Number Vaccination |Event
1 Fatal NOT RELATED/OTHER: Heart attack. Occurred 2 months 2 60 Y
(210CT2020) after last receipt of study agent

Prohibited Concomitant Medications

No Prohibited Concomitant Medications
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1007 10071101; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)
Date of First Dose: 30JUL2020; Date of Last Dose: 20AUG2020

Page S of 157

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

'Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 30JUL2020
Completed VACCINATION 17SEP2020
REPEAT SCREENING 1
OPEN LABEL TREATMENT
'Withdrawn FOLLOW-UP 210CT2020 DEATH
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Compound: PF-07302048; Protocol: C4591001 Page 6 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1007 10071101; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 30JUL2020; Date of Last Dose: 20AUG2020

Narrative Comment

Subject C4591001 1007 10071101, a 56-year-old white female with a pertinent medical history of obesity (since 2000), hypothyroidism (since Nov 2007), depression
(since 2008), asthma (since 2009), sleep apnea syndrome (since 2013), and supraventricular tachycardia (on 08 Oct 2019), received Dose 1 on 30 Jul 2020 and Dose 2 on
20 Aug 2020 (Day 22). The subject experienced cardiac arrest on 18 Oct 2020, 59 days after receiving Dose 2, and died of cardiac arrest on 21 Oct 2020, 62 days after
receiving Dose 2.

Concomitant medications included levothyroxine for hypothyroidism (since Nov 2007), albuterol for asthma (since 2016), citalopram for depression (since May 2017),
metoprolol succinate for supraventricular tachycardia (since Oct 2019), and pantoprazole for gastroesophageal reflux disease (since Sep 2020).

On 18 Oct 2020 (Day 81), the subject presented to the emergency room following an intubation prior to arrival after a cardiac arrest. It was reported by the nursing facility
that the subject did not have neurologic response other than occasional movements and could breathe only with the help of ventilator settings. Her electrocardiogram was
abnormal, with initial thythm of pulseless electrical activity and ischemic changes. The downtime was reported as 15 minutes. On the same day (Day 81), a computed
tomogram of the head showed cerebral edema. Emergency department personnel spoke with cardiology personnel, who deferred an intervention and a targeted temporal
management (TTM) was ordered. The laboratory results on 18 Oct 2020 (Day 81) showed a blood chloride level of 124 mEq/L (normal range [NR]: 98-111 mEq/L), blood
glucose of 393 mg/dL (NR: 70-99 mg/dL), blood potassium of 3.5 mEq/L (NR: 3.6-5.1 mEq/L), blood sodium of 155 mEq/L (NR: 135-145 mEq/L), carbon dioxide of

18 mmol/L (NR: 21-31 mmol/L), and glomerular filtration rate of 58 mL/min/1.73 m2 (NR: >59 mL/min/1.73 m2). Pressors were required, and the subject was admitted to
the intensive care unit. On admission, the potassium level was low at 2.8 mEqg/L. On 19 Oct 2020 (Day 82), the subject was on TTM with high urine output overnight,
which was concerning for diabetes insipidus. On the same day (Day 82), the subject’s troponin I was high at 491 ng/L (NR: <15 ng/L), which was considered critical. Her
urine toxicology screening showed elevated ethanol at 109 mg/dL (upper limit of normal: 9.9 mg/dL) and was positive for amphetamines. The subject was an organ donor
and her SARS-CoV-2 test was negative. On 20 Oct 2020 (Day 83), the subject was rewarmed and a magnetic resonance imaging showed anoxic brain injury with possible
herniation, and an electroencephalogram showed absent brain activity. On 21 Oct 2020 (Day 84), the subject was pronounced dead at 1859 hours because of a cardiac arrest.
It was unknown if an autopsy was performed.

In the opinion of the investigator, there was no reasonable possibility that the cardiac arrest was related to the study intervention, concomitant medications, or clinical trial
procedures, as the death occurred 2 months after receiving Dose 2. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1019 10191146; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 01SEP2020; Date of Last Dose: 22SEP2020

Page 7 of 157

Demography
Date of Birth Age at Enrollment (Years) Race Ethnicity Sex
(b) (6) 1952 67 White Non-Hispanic/non-Latino M
Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
170.82 cm 116.18 kg 39.7 kg/m2 01SEP2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
Myopia Myopia 1960 Present
Leg Cramps Muscle spasms 1972 Present
asthma Asthma 1985 Present
Allergic Rhinitis Rhinitis allergic 1986 Present
Hemorrhoids Haemorrhoids 1990 Present
Gastric Reflux Gastrooesophageal reflux disease 2000 Present
Hypercholesterolemia Hypercholesterolaemia 2002 Present
Recurrent Back pain Back pain 2010 Present
Osteoarthritis- knees Osteoarthritis 2010 Present
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1019 10191146; Country: USA
Vaccine Group (as Administered): Placebo

Date of First Dose: 01SEP2020; Date of Last Dose: 22SEP2020

Page 8 of 157

Medical History

Investigator Text MedDRA Preferred Term Start Date Disease Status
Hypertension Hypertension 2016 Present

Atrial Fibrillation Atrial fibrillation 300CT2019 Present

sleep apnea Sleep apnoea syndrome NOV2019 Present

Study Vaccination(s)
Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination
1 Placebo 01SEP2020 (1) 14:40
2 Placebo 22SEP2020 (22) 07:56
Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start [Stop Date Stop [Duration [Toxicity
Number [SOC Term Investigator Text (Study Day) Time [(Study Day) Time |(Days) Grade
1 NEOPL Biliary cancer metastatic  |Biliary Cancer Metastatic 270CT2020 (57) 17DEC2020 (108) 52 4
2 NEOPL Metastases to liver Metastases to Liver 270CT2020 (57) 17DEC2020 (108) 52 4
Adverse Events
Action Prior Relative Day
AE to Vaccination [From Prior |Narrative
Number |Subject [SAE [AE Still Present? AE Related To: Number Vaccination [Event
1 W Y Fatal (17DEC2020) |NOT RELATED/OTHER: Unknown 2 36 Y
2 W Y Fatal (17DEC2020) [NOT RELATED/OTHER: metastatic biliary cancer 2 36 Y
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1019 10191146; Country: USA

Vaccine Group (as Administered): Placebo
Date of First Dose: 01SEP2020; Date of Last Dose: 22SEP2020

Page 9 of 157

Prohibited Concomitant Medications

No Prohibited Concomitant Medications

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

'Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 01SEP2020
Completed 'VACCINATION 270CT2020
REPEAT SCREENING 1
OPEN LABEL TREATMENT
'Withdrawn FOLLOW-UP 17DEC2020 DEATH
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Compound: PF-07302048; Protocol: C4591001 Page 10 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1019 10191146; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 01SEP2020; Date of Last Dose: 22SEP2020

Narrative Comment

Subject C4591001 1019 10191146, a 67-year-old white male with a pertinent medical history of gastroesophageal reflux disease (since 2000), hypercholesterolemia

(since 2002), hypertension (since 2016), and atrial fibrillation (since 30 Oct 2019), received Dose 1 on 01 Sep 2020 and Dose 2 on 22 Sep 2020 (Day 22). The subject was
diagnosed with metastatic biliary cancer with metastases to the liver on 27 Oct 2020, 35 days after receiving Dose 2. The subject was diagnosed with metastatic biliary
cancer and metastases to the liver on 27 Oct 2020, 35 days after receiving Dose 2, and died of the events on 17 Dec 2020, 86 days after receiving Dose 2.

On 16 Oct 2020 (Day 46), an ultrasound-guided core biopsy and liver biopsy revealed a poorly differentiated carcinoma in the liver, which led to a diagnosis of biliary cancer
with metastases to the liver on 27 Oct 2020 (Day 57). On 29 Oct 2020 (Day 59), a positron emission tomography scan revealed no other organ involvement besides the liver.
On 16 Nov 2020 (Day 77), the subject was scheduled for an oncology consultation (no further information reported). The subject had no reported predisposing factors and
died on 17 Dec 2020 (Day 108) because of disease progression of biliary carcinoma metastatic to the liver. No autopsy was performed.

In the opinion of the investigator, there was no reasonable possibility that the metastatic biliary cancer with metastases to the liver was related to the study intervention,
concomitant medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1021 10211127; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 31AUG2020; Date of Last Dose: 23SEP2020

Page 11 of 157

Demography
Date of Birth Age at Enrollment (Years) Race Ethnicity Sex
(b) (6) 1966 54 Black or African American Non-Hispanic/non-Latino M

Vital Signs - Baseline

Date Collected
Height Weight BMI (Study Day)
178.2 cm 70.3 kg 22.1 kg/m2 31AUG2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
Acid Reflux Gastrooesophageal reflux disease 2013 Present
Hypertension Hypertension 2013 Present
Bilateral Leg Edema Oedema peripheral 2013 Present
Congestive Heart Failure Cardiac failure congestive 2016 Present
Idiopathic Cardiomyopathy Cardiomyopathy 2016 Present
[rregular Heartbeat Heart rate irregular 2019 Present
Defibrillator Implant Implantable defibrillator insertion 2019 Past
Chronic Obstructive Pulmonary Disease Chronic obstructive pulmonary disease DEC2019 Present
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death
Unique Subject ID: C4591001 1021 10211127; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 31AUG2020; Date of Last Dose: 23SEP2020

Page 12 of 157

Study Vaccination(s)
Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination
1 BNT162b2 31AUG2020 (1) 17:49
2 BNT162b2 23SEP2020 (24) 10:56
Adverse Events
Action
AE MedDRA [MedDRA Preferred Start Date Start [Stop Date Stop [Duration |Toxicity |to
Number [SOC Term Investigator Text (Study Day) Time [(Study Day) Time [(Days) Grade |[Subject
1 CARD Acute left ventricular NYHA Class IV Acute on 190CT2020 (50) 210CT2020 (52) 3 3 TC
failure Chronic Systolic Heart Failure
2 CARD Cardiac failure congestive |Acute on Chronic Combined 30NOV2020 (92) 19DEC2020 (111) 20 4 TC/W
Systolic and Diastolic Congestive
Heart Failure
3 METAB  [Hypokalaemia Hypokalemia 190CT2020 (50) 210CT2020 (52) 3 3 TC
Adverse Events
Prior Relative Day
AE Vaccination |From Prior |Narrative
Number [SAE |AE Still Present? AE Related To: Number Vaccination |Event
1 Y Resolved (210CT2020) [NOT RELATED/OTHER: Not related to drug or non-drug treatments 2 27 Y
2 Y Fatal (19DEC2020) NOT RELATED/OTHER: Not related to drug or non-drug treatment 2 69 Y
3 N Resolved (210CT2020) |[NOT RELATED/CONCOMITANT DRUG TREATMENT 2 27 N
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1021 10211127; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)
Date of First Dose: 31AUG2020; Date of Last Dose: 23SEP2020

Page 13 of 157

Prohibited Concomitant Medications

No Prohibited Concomitant Medications

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

'Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 31AUG2020
Completed VACCINATION 210CT2020
REPEAT SCREENING 1
OPEN LABEL TREATMENT
Withdrawn FOLLOW-UP 19DEC2020 DEATH
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Compound: PF-07302048; Protocol: C4591001 Page 14 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1021 10211127; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 31AUG2020; Date of Last Dose: 23SEP2020

Narrative Comment

Subject C4591001 1021 10211127, a 54-year-old black or African American male with a pertinent medical history of hypertension, peripheral edema (bilateral leg/foot
edema), and gastroesophageal reflux disease (all since 2013); congestive cardiac failure and idiopathic cardiomyopathy (both since 2016); irregular heart rate (since 2019);
defibrillator implant (in 2019); and chronic obstructive pulmonary disease (COPD; since Dec 2019), received Dose 1 on 31 Aug 2020 and Dose 2 on 23 Sep 2020 (Day 24).
The subject was diagnosed with acute left ventricular failure on 19 Oct 2020 and congestive cardiac failure on 30 Nov 2020, 26 days and 68 days after receiving Dose 2,
respectively. He died of congestive heart failure on 19 Dec 2020, 87 days after receiving Dose 2.

Concomitant medications included acetylsalicylic acid (since 2013) for cardiac prophylaxis; cyanocobalamin, iron, folic acid, potassium chloride, and magnesium (all

since 2013), all as supplements; pantoprazole (since 2013) for acid reflux; spironolactone (since 2013) for hypertension/bilateral foot edema; torasemide (since 2013) for
bilateral foot edema; salbutamol and olodaterol hydrochloride/tiotropium bromide monohydrate (both since Dec 2019), both for COPD; and nicotine (since 10 Aug 2020) for
smoking cessation.

On 19 Oct 2020 (Day 50), the subject presented to the emergency room (ER) with severe hypokalemia (potassium values not provided) and was diagnosed with acute left
ventricular failure (New York Heart Association Class 4 acute on chronic systolic heart failure), resulting in hospitalization. Hypokalemia was considered likely to be
secondary to the need for aggressive diuresis with torasemide 200 mg twice a day and metolazone 5 mg 3 times a week (unspecified start dates). The subject’s magnesium
and potassium levels were restored. On 21 Oct 2020 (Day 52), the acute left ventricular failure and hypokalemia resolved, and the subject was discharged from the hospital.
On 30 Nov 2020 (Day 92), the subject’s ongoing history of peripheral edema worsened as a result of end-stage heart failure. The subject went to the ER and was diagnosed
with congestive cardiac failure that resulted in hospitalization. A subsequent chest x-ray showed stable cardiac enlargement with a faint infiltrate and/or subsegmental
atelectasis at the right lung base; however, there was no consolidation or edema observed. The venous/lower-extremity Doppler performed on 04 Dec 2020 (Day 96) showed
no evidence of acute deep vein thrombosis. A peripherally inserted central catheter line was placed for dobutamine infusion. Per the cardiologist, the subject was only
minimally responsive to aggressive medical therapy including intravenous (IV) diuretics and IV dobutamine because of idiopathic cardiomyopathy and severe left ventricular
systolic dysfunction coupled with acute on chronic combined systolic and diastolic heart failure. Per the discharge summary, the subject was not a candidate for any
advanced cardiac therapies. On 06 Dec 2020 (Day 98), the automatic implantable cardioverter defibrillator was turned off. On 08 Dec 2020 (Day 100), influenza and SARS-
CoV-2 tests were negative. On the same day (Day 100), the subject was discharged to an inpatient hospice care facility.

On 19 Dec 2020 (Day 111), the subject died of congestive cardiac failure (Stage IV) and disease progression. No autopsy was performed.

In the opinion of the investigator, there was no reasonable possibility that the acute left ventricular failure and congestive cardiac failure were related to the study
intervention, concomitant medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1027 10271191; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 11SEP2020; Date of Last Dose: 020CT2020

Page 15 of 157

Demography
Date of Birth Age at Enrollment (Years) Race Ethnicity Sex
(b) (6) 1952 68 Black or African American Non-Hispanic/non-Latino F

Vital Signs - Baseline

Date Collected
Height Weight BMI (Study Day)
168.91 cm 62.45 kg 21.8 kg/m2 11SEP2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
allergy to cipro Drug hypersensitivity 1975 Present
thyroid cancer Thyroid cancer 1982 Past
thyroidectomy Thyroidectomy 1982 Past
dysmenorrhea Dysmenorrhoea 1990 Past
hysterectomy Hysterectomy 1990 Past
hyperlipidemia Hyperlipidaemia 2010 Present
hypertension Hypertension 2013 Present
irritable bowel syndrome (IBS) - constipation Irritable bowel syndrome 2014 Present
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1027 10271191; Country: USA
Vaccine Group (as Administered): Placebo
Date of First Dose: 11SEP2020; Date of Last Dose: 020CT2020

Page 16 of 157

Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
emphysema Emphysema 2017 Present
lung cancer Lung neoplasm malignant 2017 Past
Study Vaccination(s)
Vaccination Number 'Vaccine Vaccination Date (Study Day) Time of Vaccination
1 Placebo 11SEP2020 (1) 12:59
2 Placebo 020CT2020 (22) 09:20
Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start [Stop Date Stop [Duration [Toxicity
Number [SOC Term Investigator Text (Study Day) Time [(Study Day) Time [(Days) Grade
1 RESP Acute respiratory failure  |Acute Hypoxic Respiratory 12JAN2021 (124) 13FEB2021 (156) 33 4
Failure
2 INFEC COVID-19 COVID-19 12JAN2021 (124) 13FEB2021 (156) 33 4
Adverse Events
Prior Relative Day
AE Action to Vaccination [From Prior |Narrative
Number [Subject SAE |AE Still Present? AE Related To: Number Vaccination [Event
1 TC/TCN/W |Y Fatal (13FEB2021) [NOT RELATED/OTHER: Diagnosis of COVID-19 2 103 Y
2 TC/TCN/W |Y Fatal (13FEB2021) [NOT RELATED/OTHER: Viral Infection 2 103 Y
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1027 10271191; Country: USA

Vaccine Group (as Administered): Placebo
Date of First Dose: 11SEP2020; Date of Last Dose: 020CT2020

Page 17 of 157

Prohibited Concomitant Medications

No Prohibited Concomitant Medications

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

'Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 11SEP2020
Completed 'VACCINATION 02NOV2020
REPEAT SCREENING 1
OPEN LABEL TREATMENT
'Withdrawn FOLLOW-UP 13FEB2021 DEATH
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Compound: PF-07302048; Protocol: C4591001 Page 18 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1027 10271191; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 11SEP2020; Date of Last Dose: 020CT2020

Narrative Comment

Subject C4591001 1027 10271191, a 68-year-old black or African American female with a pertinent medical history of drug allergy to ciprofloxacin (since 1975), thyroid
cancer and thyroidectomy (both in 1982), hyperlipidemia (since 2010), hypertension (since 2013), emphysema (since 2017), and malignant lung neoplasm (in 2017), received
Dose 1 on 11 Sep 2020 and Dose 2 on 02 Oct 2020 (Day 22). The subject was diagnosed with acute respiratory failure and COVID-19 on 12 Jan 2021, 102 days after
receiving Dose 2, and died of the events on 13 Feb 2021, 134 days after receiving Dose 2.

On 13 Jan 2021 (Day 125), the subject completed a telehealth potential COVID-19 illness visit with a positive central laboratory COVID-19 test, and the subject’s local
COVID-19 test from 14 Jan 2021 (Day 126) was also positive. The subject’s family informed the site that on 18 Jan 2021 (Day 130), the subject presented to the hospital via
emergency medical services with shortness of breath, productive cough, headache, fever, myalgia, lack of taste, decreased appetite, and 2 syncopal episodes. According to
the medical records, upon hospital admission, the subject was afebrile with a respiratory rate of 22 breaths/min. The subject was noted to be hypoxic with blood saturation
levels in the 80s (%), with improvement on supplemental oxygen; her oxygen saturation was 95% on 3 L of supplemental oxygen via nasal cannula. The subject was
diagnosed with acute hypoxic respiratory failure due to COVID-19 with an onset date of 12 Jan 2021 (Day 124). She was treated with 6 mg of intravenous dexamethasone.
The subject remained on oxygen therapy, and was additionally treated with albuterol inhalation, remdesivir, ascorbic acid, zinc, and oral dexamethasone 6 mg daily. On

18 Jan 2021 (Day 130), the laboratory test results showed hemoglobin of 10.2, potassium of 3.1, calcium of 8.1, C-reactive protein of 2.8, and fibrinogen of 530 (units and
normal ranges [NRs] not available). A computed tomography angiography of the chest with contrast revealed multifocal pneumonia, left upper lobe and right hilar/suprahilar
postradiation changes, and emphysema with no evidence of large or central pulmonary artery embolus. On 20 Jan 2021 (Day 132), the laboratory test results showed
leukocytes of 10.6 K/uL (NR: 4.0-10.5 K/uL) and neutrophils of 9.1 K/uL (NR: 1.7-7.7 K/uL). On 08 Feb 2021 (Day 151), the subject was moved to hospice care because of
deterioration in health from acute hypoxic respiratory failure caused by COVID-19. On 15 Feb 2021 (Day 158), the subject’s family informed the site that the subject had
died on 13 Feb 2021 (Day 156) because of acute hypoxic respiratory failure caused by COVID-19. An autopsy was not performed. The subject had COVID-19 illness per
study protocol criteria.

In the opinion of the investigator, there was no reasonable possibility that the acute respiratory failure and COVID-19 were related to the study intervention, concomitant
medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1036 10361140; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 220CT2020; Date of Last Dose: 12NOV2020

Page 19 of 157

PFIZER CONFIDENTIAL SDTM Creation: 25SMAR2021 (23:24) Source Data: dm, vs, mh, ex, ae, cm, ds Output

Demography
Date of Birth Age at Enrollment (Years) Race Ethnicity Sex
(b) (6) 1956 64 White Non-Hispanic/non-Latino M
Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
187.96 cm 106.82 kg 30.2 kg/m2 220CT2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
trouble sleeping Insomnia 1989 Present
back surgery Spinal operation 1990 Past
hypercholesterolemia Hypercholesterolaemia 1995 Present
hypertension Hypertension 1995 Present
back pain Back pain 1996 Present
Barrett's esophagus Barrett's oesophagus 1998 Present
urination frequency Pollakiuria 2005 Present
scoliosis of the spine Scoliosis 2010 Present
seasonal allergies Seasonal allergy 2010 Present
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Compound: PF-07302048; Protocol: C4591001 Page 20 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1036 10361140; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 220CT2020; Date of Last Dose: 12NOV2020

Medical History

Investigator Text MedDRA Preferred Term Start Date Disease Status
osteoarthritis Osteoarthritis 2015 Present

ringing in the left ear; tinnitus Tinnitus 2015 Present

Study Vaccination(s)

Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination

1 BNT162b2 220CT2020 (1) 14:46

2 BNT162b2 12NOV2020 (22) 13:50

Adverse Events

Action
AE MedDRA [MedDRA Preferred Start Date Start |Stop Date Stop [Duration |Toxicity |to
Number [SOC Term Investigator Text (Study Day) Time |(Study Day) Time [(Days) Grade [Subject
1 INJ&P Injury Traumatic Injuries 10FEB2021 (112) 10FEB2021 (112) 1 4 \\
2 INJ&P Road traffic accident Motor Vehicle Accident 10FEB2021 (112) 10FEB2021 (112) 1 4 W

Adverse Events

Prior Relative Day
AE Vaccination [From Prior [Narrative
Number [SAE [AE Still Present? |AE Related To: Number Vaccination |Event
1 Y Fatal (10FEB2021) [NOT RELATED/OTHER: car accident 2 91 Y
2 Y Fatal (10FEB2021) [NOT RELATED/CONCOMITANT NON-DRUG TREATMENT 2 91 Y
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1036 10361140; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)
Date of First Dose: 220CT2020; Date of Last Dose: 12NOV2020

Page 21 of 157

Prohibited Concomitant Medications

No Prohibited Concomitant Medications

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

'Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 220CT2020
Completed VACCINATION 10DEC2020
REPEAT SCREENING 1
OPEN LABEL TREATMENT
Withdrawn FOLLOW-UP 10FEB2021 DEATH
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Compound: PF-07302048; Protocol: C4591001 Page 22 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1036 10361140; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 220CT2020; Date of Last Dose: 12NOV2020

Narrative Comment

Subject C4591001 1036 10361140, a 64-year-old white male with a pertinent medical history of spinal operation (in 1990), scoliosis (since 2010), and osteoarthritis

(since 2015), received Dose 1 on 22 Oct 2020 and Dose 2 on 12 Nov 2020 (Day 22). The subject died of traumatic injuries from a motor vehicle collision on 10 Feb 2021,
90 days after receiving Dose 2.

On 10 Feb 2021 (Day 112), the subject was involved in a motor vehicle accident resulting in death of the subject on impact from traumatic injuries. The subject was the
driver. No autopsy was performed.

In the opinion of the investigator, there was no reasonable possibility that the traumatic injuries from the motor vehicle collision were related to the study intervention or
clinical trial procedures. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1039 10391010; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 21AUG2020; Date of Last Dose: 09SEP2020

Page 23 of 157

Demography
Date of Birth Age at Enrollment (Years) Race Ethnicity Sex
(b) (6) 1935 84 White Non-Hispanic/non-Latino M
Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
190.2 cm 88.88 kg 24.6 kg/m2 21AUG2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
allergic rhinitis Rhinitis allergic 1955 Present
high blood pressure Hypertension 1960 Present
hyperlipidemia Hyperlipidaemia 2000 Present
Hyperopia Hypermetropia 2000 Present
oseoarthritis, thumbs and fingers Osteoarthritis 2010 Present
torn left shoulder rotator cuff Rotator cuff syndrome 2010 Past
cataracts Cataract 2013 Past
carotid artery stenosis Carotid artery stenosis 2016 Present
coronary artery disease Coronary artery disease JUL2016 Present

PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (23:24) Source Data: dm, vs, mh, ex, ae, cm, ds Output

File: ./nda2_unblinded/C4591001_BLA_Narrative_Safety/profile Date of Generation: 01APR2021 (10:49)

Page 23

FDA-CBER-2021-5683-1016036



090177e196e6793b\Final\Final On: 28-Apr-2021 12:12 (GMT)

Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1039 10391010; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 21AUG2020; Date of Last Dose: 09SEP2020

Page 24 of 157

Medical History

Investigator Text MedDRA Preferred Term Start Date Disease Status

hearing problems Auditory disorder 2020 Present

glasses wearer Corrective lens user 2020 Present

GERD Gastrooesophageal reflux disease 2020 Present

Study Vaccination(s)

Vaccination Number 'Vaccine Vaccination Date (Study Day) Time of Vaccination

1 BNT162b2 21AUG2020 (1) 10:59

2 BNT162b2 09SEP2020 (20) 12:54

Adverse Events

AE MedDRA [MedDRA Preferred Start Date Start |Stop Date Stop |Duration |Toxicity

Number [SOC Term Investigator Text (Study Day) Time |(Study Day) Time |(Days) Grade

1 VASC Arteriosclerosis arthroscloratic cardiovascular 18NOV2020 (90) 18NOV2020 (90) 1 4
disease

2 CARD Hypertensive heart disease |hypertensive cardiovascular 18NOV2020 (90) 18NOV2020 (90) 1 4
disease

3 GENRL  |Injection site pain INJECTION SITE PAIN 21AUG2020 (1) 19:00 123AUG2020 (3) 12:00 |3 1

4 GENRL  |Injection site pain injection site pain 09SEP2020 (20) 19:00 |11SEP2020 (22) 2

5 GENRL  |Pyrexia FEVER 10SEP2020 (21)  [07:00 |I0SEP2020 (21) 19:00 |1 1

6 INJ&P Contusion right arm bruising 21AUG2020 (1) 11:00 [02SEP2020 (13) 11:00 (13 1
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Compound: PF-07302048; Protocol: C4591001 Page 25 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1039 10391010; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 21AUG2020; Date of Last Dose: 09SEP2020

Adverse Events
Action Prior Relative Day
AE to Vaccination [From Prior |Narrative
Number [Subject [SAE [AE Still Present? AE Related To: Number Vaccination |Event
1 W Y Fatal (18NOV2020) NOT RELATED/OTHER: cardiovascular disease 2 71 Y
2 W Y Fatal (18NOV2020) NOT RELATED/OTHER: cardiovascular disease 2 71 Y
3 N N Resolved (23AUG2020)  [Study Treatment 1 1 N
4 N N Resolved (11SEP2020) Study Treatment 2 1 N
5 TC N Resolved (10SEP2020) Study Treatment 2 2 N
6 N N Resolved (02SEP2020) Study Treatment 1 1 N

Prohibited Concomitant Medications

No Prohibited Concomitant Medications

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

'Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 21AUG2020
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Compound: PF-07302048; Protocol: C4591001 Page 26 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1039 10391010; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 21AUG2020; Date of Last Dose: 09SEP2020

Subject Summary
'Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed 'VACCINATION 080CT2020
REPEAT SCREENING 1
OPEN LABEL TREATMENT
'Withdrawn FOLLOW-UP 18NOV2020 DEATH

Narrative Comment

Subject C4591001 1039 10391010, an 84-year-old white male with a pertinent medical history of hypertension (since 1960), hyperlipidemia (since 2000), carotid artery
stenosis (since 2016, stent placement in right carotid artery in 2016), coronary artery disease (since Jul 2016), and gastroesophageal reflux disease (since 2020), received
Dose 1 on 21 Aug 2020 and Dose 2 on 09 Sep 2020 (Day 20). The subject died of arteriosclerosis and hypertensive heart disease on 18 Nov 2020, 70 days after receiving
Dose 2.

Concomitant medications included acetylsalicylic acid (since 1990) for cardiac prophylaxis, multivitamin (since 1990) as a supplement, lovastatin (since 2014) for
hyperlipidemia, Cernitin GBX, and Cernitin T60 (both since 2018), vitamin D (since 2019) as a supplement, and hydrochlorothiazide/olmesartan medoxomil (since

10 Sep 2020) for hypertension.

The subject, with a history of extensive cardiovascular disease, lost consciousness on 18 Nov 2020 (Day 90). His family witnessed the event and attempted resuscitation, but
it was unsuccessful. The subject was not taken to the emergency room or physician’s office and he died on the same day (Day 90). The subject had regular follow-ups with
his primary care physician, and there were no new complications or events reported prior to the subject’s death. The cause of death was disease progression. An autopsy was
not performed.

In the opinion of the investigator, there was no reasonable possibility that the arteriosclerosis and hypertensive heart disease were related to the study intervention,
concomitant medications, or clinical trial procedures, but rather they were related to cardiovascular disease. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001 Page 27 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1066 10661350; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 190CT2020; Date of Last Dose: 190CT2020

090177e196e6793b\Final\Final On: 28-Apr-2021 12:12 (GMT)

Demography
Date of Birth Age at Enrollment (Years) Race Ethnicity Sex
(b) (6) 1962 58 White Non-Hispanic/non-Latino M
Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
182.88 cm 84.23 kg 25.1 kg/m2 190CT2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
sulfa allergy Drug hypersensitivity 1980 Present
morphine allergy Drug hypersensitivity 1985 Present
anxiety Anxiety 1990 Present
GERD Gastrooesophageal reflux disease 2000 Present
hypertension Hypertension 2000 Present
insomnia Insomnia 2000 Present
L4-L5 laminotomy with diskectomy Spinal laminectomy 2012 Past
spinal stenosis Spinal stenosis 2012 Past
hyponatremia Hyponatraemia 2015 Present
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1066 10661350; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 190CT2020; Date of Last Dose: 190CT2020

Page 28 of 157

Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
history of seizure Seizure 2015 Past
history of alcohol abuse Alcohol abuse 2018 Past
cardiomyopathy Cardiomyopathy MAR2018 Present
myocardial infarction Myocardial infarction MAR?2018 Past
Study Vaccination(s)
'Vaccination Number 'Vaccine Vaccination Date (Study Day) Time of Vaccination
1 Placebo 190CT2020 (1) 13:32
Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start |Stop Date Stop [Duration
Number [SOC Term Investigator Text (Study Day) Time |(Study Day) Time [(Days)
1 CARD Myocardial infarction myocardial infarction 03NOV2020 (16) 03NOV2020 (16) 1
Adverse Events

Action Prior Relative Day
AE Toxicity |[to Vaccination |From Prior |Narrative
Number [Grade |[Subject [SAE |AE Still Present? AE Related To: Number Vaccination [Event
1 4 P/W Y Fatal (03NOV2020) [NOT RELATED/OTHER: disease progression 1 16 Y

PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (23:24) Source Data: dm, vs, mh, ex, ae, cm, ds Output
File: ./nda2_unblinded/C4591001_BLA_Narrative_Safety/profile Date of Generation: 01APR2021 (10:49)

Page 28

FDA-CBER-2021-5683-1016041



090177e196e6793b\Final\Final On: 28-Apr-2021 12:12 (GMT)

Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1066 10661350; Country: USA

Vaccine Group (as Administered): Placebo
Date of First Dose: 190CT2020; Date of Last Dose: 190CT2020

Page 29 of 157

Prohibited Concomitant Medications

No Prohibited Concomitant Medications

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

'Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 190CT2020
Withdrawn VACCINATION 03NOV2020 DEATH
REPEAT SCREENING 1
OPEN LABEL TREATMENT
Withdrawn FOLLOW-UP 03NOV2020 DEATH
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Compound: PF-07302048; Protocol: C4591001 Page 30 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1066 10661350; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 190CT2020; Date of Last Dose: 190CT2020

Narrative Comment

Subject C4591001 1066 10661350, a 58-year-old white male with a pertinent medical history of hypertension (since 2000), gastroesophageal reflux disease (since 2000),
insomnia (since 2000), alcohol abuse (from 2010 to 2018), hyponatremia (since 2015), seizures (in 2015), myocardial infarction (in Mar 2018), and cardiomyopathy (since
Mar 2018; coronary angiography, left ventriculography, and left heart catheterization), received Dose 1 on 19 Oct 2020. The subject died of a myocardial infarction on

03 Nov 2020, 15 days after receiving Dose 1.

Concomitant medications included omeprazole (Protonix) (since 2015) for gastroesophageal reflux disease, trazodone (since 2015) for insomnia, Depade and acamprosate
calcium (Campral) (since 2018), both for alcohol dependence, and levetiracetam (Keppra) (since 2018) for seizures.

The subject’s wife stated that the subject had suffered a heart attack and died in his sleep on 03 Nov 2020 (Day 16). An autopsy was not performed.

In the opinion of the investigator, there was no reasonable possibility that the myocardial infarction was related to the study intervention, concomitant medications, or clinical
trial procedures, but rather it was related to disease progression. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1081 10811194; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 10SEP2020; Date of Last Dose: 29SEP2020

Page 31 of 157

Demography
Date of Birth Age at Enrollment (Years) Race Ethnicity Sex
(b) (6) 1968 51 White Non-Hispanic/non-Latino F
Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
167.64 cm 95.82 kg 34 kg/m2 10SEP2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
Hypothyroidism Hypothyroidism 1995 Present
Allergy to Sulfa drugs Drug hypersensitivity 2002 Present
Allergy to oral NSAIDs Drug hypersensitivity 2007 Present
Chronic obstructive pulmonary disease Chronic obstructive pulmonary disease 2015 Present
Hypertension Hypertension 2015 Present
Attention deficit disorder Attention deficit hyperactivity disorder 2017 Present
Osteoarthritis of the knees Osteoarthritis 2018 Present
Postmenopausal Postmenopause 2018 Present
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1081 10811194; Country: USA
Vaccine Group (as Administered): Placebo

Date of First Dose: 10SEP2020; Date of Last Dose: 29SEP2020

Page 32 of 157

Study Vaccination(s)
Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination
1 Placebo 10SEP2020 (1) 12:44
2 Placebo 29SEP2020 (20) 13:39
Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start |Stop Date Stop [Duration |Toxicity
Number [SOC Term Investigator Text (Study Day) Time |(Study Day) Time [(Days) Grade
1 CARD Myocardial infarction Myocardial Infarction 04NOV2020 (56) 04NOV2020 (56) 1 4
Adverse Events
Action Prior Relative Day
AE to Vaccination [From Prior |Narrative
Number [Subject [SAE [AE Still Present? AE Related To: Number 'Vaccination |Event
1 W Y Fatal (04NOV2020) [NOT RELATED/OTHER: Hypertensive cardiovascular disease 2 37 Y

Prohibited Concomitant Medications

No Prohibited Concomitant Medications
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1081 10811194; Country: USA
Vaccine Group (as Administered): Placebo

Date of First Dose: 10SEP2020; Date of Last Dose: 29SEP2020

Page 33 of 157

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

'Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 10SEP2020
Completed 'VACCINATION 270CT2020
REPEAT SCREENING 1
OPEN LABEL TREATMENT
'Withdrawn FOLLOW-UP 04NOV2020 DEATH
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Compound: PF-07302048; Protocol: C4591001 Page 34 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1081 10811194; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 10SEP2020; Date of Last Dose: 29SEP2020

Narrative Comment

Subject C4591001 1081 10811194, a 51-year-old white female with a medical history of hypothyroidism (since 1995), drug hypersensitivity (allergy to sulfa drugs since
2002 and allergy to oral nonsteroidal anti-inflammatory drugs [NSAIDs] since 2007), chronic obstructive pulmonary disease (COPD) and hypertension (both since 2015),
attention deficit hyperactivity disorder (since 2017), and osteoarthritis and postmenopause (both since 2018), received Dose 1 on 10 Sep 2020 and Dose 2 on 29 Sep 2020
(Day 20). The subject died of a myocardial infarction on 04 Nov 2020, 36 days after receiving Dose 2.

Concomitant medications included levothyroxine sodium (since 2015) for hypothyroidism; atomoxetine hydrochloride (since 2017) and bupropion hydrochloride (since
2018) for attention deficit disorder; salbutamol sulfate (since 2018) for COPD; diclofenac (since 2018) for osteoarthritis; and hydrochlorothiazide/lisinopril (since

01 Aug 2020) for hypertension.

The subject was scheduled for a visit on 11 Nov 2020 but did not show up for her appointment. The family was contacted, and they reported that the subject was found
deceased in her home on 04 Nov 2020 and had likely died 3 days prior on 01 Nov 2020. A family member had spoken with the subject on 01 Nov 2020 and the subject told
her family member that she just got out of the shower and was going to go lie down because she had “stomach pains.” This was the final conversation with the subject before
she died. No autopsy was performed. The death certificate and toxicology report were received on 24 Nov 2020 and the date of death was 04 Nov 2020 per state
regulations; the cause of death was reported as myocardial infarction due to hypertensive cardiovascular disease and disease progression. It was reported that the toxicology
report was negative.

In the opinion of the investigator, there was no reasonable possibility that the myocardial infarction was related to the study intervention, concomitant medications, or clinical
trial procedures, but rather it was related to hypertensive cardiovascular disease. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001 Page 35 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1084 10841266; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 22AUG2020; Date of Last Dose: 14SEP2020

090177e196e6793b\Final\Final On: 28-Apr-2021 12:12 (GMT)

Demography
Date of Birth Age at Enrollment (Years) Race Ethnicity Sex
(b) (6) 1943 77 White Hispanic/Latino M
Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
166.4 cm 79 kg 28.5 kg/m2 22AUG2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
environmental allergies Hypersensitivity 1975 Present
Type 2 Diabetes Type 2 diabetes mellitus 1980 Present
erectile dysfunction Erectile dysfunction 1985 Present
Levaquin allergy Drug hypersensitivity 2000 Present
Congestive Heart failure Cardiac failure congestive 2005 Present
CORONARY ARTERIAL BYPASS GRAFTS Coronary artery bypass 2005 Past
gangrene on all toes on right foot Gangrene 2011 Past
amputation of 5 toes on right foot Toe amputation 2011 Past
gangrene on left big toe Gangrene 2012 Past
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death
Unique Subject ID: C4591001 1084 10841266; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 22AUG2020; Date of Last Dose: 14SEP2020

Page 36 of 157

Medical History

Investigator Text MedDRA Preferred Term Start Date Disease Status
Hypercholesterolemia Hypercholesterolaemia 2012 Present

Amputation of left big toe Toe amputation 2012 Past

Bilateral Cataracts Cataract 2015 Past

Cataract Removal Cataract operation 2015 Past

gangrene on toe left foot Gangrene 2017 Past

Amputation of toe on left foot Toe amputation 2017 Past

Hypertension Hypertension 2018 Present

Ocular hypertension Ocular hypertension JUN2020 Present

atrophy to left hand Atrophy 22AUG2020 Present

Study Vaccination(s)

Vaccination Number 'Vaccine Vaccination Date (Study Day) Time of Vaccination

1 BNT162b2 22AUG2020 (1) 13:51

2 BNT162b2 14SEP2020 (24) 11:26

Adverse Events

AE MedDRA [MedDRA Preferred Start Date Start [Stop Date Stop |[Duration |Toxicity [Action to
Number [SOC Term Investigator Text (Study Day) Time |(Study Day) Time |(Days) Grade |Subject
1 RENAL  |Acute kidney injury Acute Kidney Injury 03NOV2020 (74) ONGOING 2 TCN

2 CARD Atrial fibrillation Atrial Fibrillation with RVR 03NOV2020 (74) ONGOING 2 TC
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Compound: PF-07302048; Protocol: C4591001 Page 37 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1084 10841266; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 22AUG2020; Date of Last Dose: 14SEP2020

Adverse Events

AE MedDRA [MedDRA Preferred Start Date Start [Stop Date Stop [Duration |Toxicity [Action to
Number [SOC Term Investigator Text (Study Day) Time |(Study Day) Time |(Days) Grade |Subject
3 INFEC Emphysematous Acute Emphysematous 03NOV2020 (74) 12JAN2021 71 4 TC/TCN/W
cholecystitis Cholecystitis (144)
MUSC Muscular weakness Left lower extremity weakness 280CT2020 (68) ONGOING 2 N
5 MUSC Rhabdomyolysis Rhabdomolysis 02NOV2020 (73) 13NOV2020 (84) 12 2 TCN
INFEC Sepsis Sepsis 03NOV2020 (74) 12JAN2021 71 4 TC/TCN/W
(144)

Adverse Events

Prior Relative Day

AE Vaccination |From Prior [Narrative
Number [SAE |AE Still Present? AE Related To: Number Vaccination |Event
1 N Yes NOT RELATED/OTHER: Dehydration 2 51 N

2 N Yes NOT RELATED/OTHER: CAD 2 51 N

3 Y Fatal (12JAN2021) [NOT RELATED/OTHER: bacteria 2 51 Y

4 N Yes NOT RELATED/OTHER: sepsis 2 45 N

5 N Resolved NOT RELATED/OTHER: dehydration 2 50 N

(13NOV2020)
6 Y Fatal (12JAN2021) [NOT RELATED/OTHER: Klebsiella Oxytoca, Escherichia coli, |2 51 Y
Klebsiella pneumonia

Prohibited Concomitant Medications

No Prohibited Concomitant Medications
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Compound: PF-07302048; Protocol: C4591001 Page 38 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1084 10841266; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 22AUG2020; Date of Last Dose: 14SEP2020

Nonstudy Vaccines

Investigator Text 'WHO Drug Preferred Term Start Date
INFLUENZA VIRUS VACCINE INFLUENZA VACCINE 08NOV2020
QUADRIVALENT 240 MCG IM

Pneumococcal Polysaccharide Vaccine 0.5mL IM |PNEUMOCOCCAL VACCINE POLYSACCH 08NOV2020

Subject Summary
'Withdrawal/Completion

Status Study Phase Date Reason for Withdrawal
Completed SCREENING 22AUG2020
Completed 'VACCINATION 120CT2020

REPEAT SCREENING 1

OPEN LABEL TREATMENT
'Withdrawn FOLLOW-UP 12JAN2021 DEATH

Narrative Comment

Subject C4591001 1084 10841266, a 77-year-old white male with a pertinent medical history of type 2 diabetes mellitus (since 1980), erectile dysfunction (since 1985), drug
hypersensitivity (Levaquin allergy, since 2000), congestive cardiac failure (since 2005; coronary artery bypass in 2005), gangrene and toe amputation (all toes on right foot in
2011, left big toe in 2012, and an unspecified left foot toe in 2017), hypercholesterolemia (since 2012), cataracts (bilateral; in 2015), hypertension (since 2018), ocular
hypertension (since Jun 2020), and left hand atrophy (since 22 Aug 2020), received Dose 1 on 22 Aug 2020 and Dose 2 on 14 Sep 2020 (Day 24). The subject was
diagnosed with emphysematous cholecystitis and sepsis on 03 Nov 2020, 50 days after receiving Dose 2, and died of the events on 12 Jan 2021, 120 days after receiving
Dose 2.
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Compound: PF-07302048; Protocol: C4591001 Page 39 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1084 10841266; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 22AUG2020; Date of Last Dose: 14SEP2020

Narrative Comment

Concomitant medications included metformin (since 1980) for type 2 diabetes mellitus; clopidogrel (since 2005) for congestive heart failure; atorvastatin (since 2012) for
hypercholesterolemia; ubidecarenone (since 2012) and Curcuma longa rhizome (since 2018) as supplement; metoprolol (since 2018) for hypertension; chromium picolinate
(since 2019) and magnesium (since 2020), both as supplement; latanoprost (since Jul 2020) for glaucoma; insulin human injection/isophane and insulin human (since

12 Sep 2020), both for type 2 diabetes mellitus; and Aristotelia chilensis/Syzygium aromaticum bud (since Aug 2020) as supplement.

On 28 Oct 2020 (Day 68), the subject experienced muscular weakness in the left lower extremity and was subsequently diagnosed with rhabdomyolysis on 02 Nov 2020
(Day 73). On 02 Nov 2020 (Day 73), the subject was admitted to the hospital with weakness in the left lower extremity after being bedbound for 4 days. The subject could
wiggle his toes but was unable to lift his left lower extremity. The laboratory results on 02 Nov 2020 (Day 73) included a creatine kinase level of 2849 U/L (normal range
[NR]: 39-308 U/L), creatinine of 1.97 mg/dL (NR: 0.60-1.30 mg/dL), consistent with acute renal failure, brain natriuretic peptide (BNP) of 403 pg/mL (NR: 0 -100 pg/mL),
white blood cell (WBC) count of 16.3 x 10*/mm? (NR: 4.5-10.5 x 10*/mm?), and blood glucose of 379 and 342 (units and NR not reported), and the subject’s blood pressure
(BP) measurements were 134/74 mmHg, 135/68 mmHg, 136/63 mmHg, and 134/77 mmHg. On 03 Nov 2020, the subject was hospitalized and the laboratory tests included
troponin of 14.13 ng/mL (NR: 0.00-0.04 ng/mL), consistent with a new non—ST-segment elevation myocardial infarction, and lactic acid of 2.8 mmol/L (NR: 0.4-

2.0 mmol/L). On 03 Nov 2020 (Day 74), the subject was diagnosed with sepsis, emphysematous cholecystitis, acute kidney injury, dehydration, and atrial fibrillation with
rapid ventricular response. A gallbladder drain was inserted for the acute emphysematous cholecystitis. A blood culture on 03 Nov 2020 (Day 74) showed no aerobic or
anaerobic growth for 5 days. The subject’s BP ranged from 67/30 mmHg to 188/72 mmHg, and the glucose values ranged from 134 to 346 (units and NR not reported).

On 07 Nov 2020 (Day 78), the blood culture was reported positive for Klebsiella oxytoca, Escherichia coli, and Klebsiella pneumoniae. On 07 Nov 2020 and 08 Nov 2020
(Day 79), the subject’s BP was between 90/57 mmHg and 104/72 mmHg. On 08 Nov 2020 (Day 79), the laboratory tests included blood glucose ranging from 213 to 280
(units and NR not reported), creatinine of 1.63 mg/dL, creatine kinase of 92 U/L, BNP of 586 pg/mL, WBC count of 7.9 x 10*/mm?, and troponin of 1.74 ng/mL. On the
same day (Day 79), the subject received influenza virus vaccine and the pneumococcal polysaccharide vaccine. The subject’s BP fluctuated from 94/58 mmHg to 118/72
mmHg from 11 Nov 2020 to 13 Nov 2020 (Days 82 to 84). On 13 Nov 2020 (Day 84), repeat laboratory test results showed creatinine of 0.99 mg/dL, glucose of 134 and
163, and WBC count of 6.33 x 103/mm?>. The subject was treated with sodium chloride, calcium gluconate, clopidogrel bisulfate, heparin sodium, docusate sodium, insulin
human lispro, metoprolol tartrate, paracetamol, glucose, dextrose/water, glucagon, ondansetron, potassium chloride, atorvastatin calcium, acetylsalicylic acid, metformin,
metronidazole, cefepime hydrochloride, and norepinephrine (all on 03 Nov 2020); lorazepam, iopamidol, magnesium oxide, docusate sodium, and piperacillin
sodium/tazobactam sodium (all from 03 Nov 2020 to 09 Nov 2020); and metronidazole/sodium chloride, levofloxacin, and albuterol/ipratropium (unspecified dates). On
13 Nov 2020 (Day 84), the subject was discharged to a skilled nursing facility. The rhabdomyolysis resolved on the same day. The subject received levofloxacin, midodrine,
and apixaban at the facility. A SARS-CoV-2 polymerase chain reaction test on 13 Nov 2020 was negative during hospitalization.

On 12 Jan 2021 (Day 144), the subject died of the emphysematous cholecystitis. It was reported that the subject was on life support and the family requested that the subject
be withdrawn from life support, as the subject’s condition was not getting better and the physician informed the family that there was no real hope for recovery. It was
unknown if an autopsy was performed, and the reported cause of death was disease progression (acute emphysematous cholecystitis and sepsis). The events atrial
fibrillation, muscular weakness, and acute kidney injury were ongoing at the time of the subject’s death.

In the opinion of the investigator, there was no reasonable possibility that the emphysematous cholecystitis and sepsis were related to the study intervention, concomitant
medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001 Page 40 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1084 10841470; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 30SEP2020; Date of Last Dose: 210CT2020

Demography
Date of Birth Age at Enrollment (Years) Race Ethnicity Sex
(b) (6) 1955 65 White Hispanic/Latino M

Vital Signs - Baseline

Date Collected
Height Weight BMI (Study Day)
177.8 cm 130.4 kg 41.2 kg/m2 30SEP2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
gerd Gastrooesophageal reflux disease 2010 Present
hyperlipidemia Hyperlipidaemia 2010 Present
hypertension Hypertension 2010 Present
insomnia Insomnia 2010 Present
pulmonary fibrosis Pulmonary fibrosis 2014 Present
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Compound: PF-07302048; Protocol: C4591001 Page 41 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1084 10841470; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 30SEP2020; Date of Last Dose: 210CT2020

Study Vaccination(s)

Vaccination Number 'Vaccine Vaccination Date (Study Day) Time of Vaccination
1 Placebo 30SEP2020 (1) 09:54

2 Placebo 210CT2020 (22) 15:53

Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start [Stop Date Stop [Duration
Number [SOC Term Investigator Text (Study Day) Time [(Study Day) Time [(Days)
1 INFEC COVID-19 COVID-19 Infection 31DEC2020 (93) 11JAN2021 (104) 12
2 GENRL  |Multiple organ dysfunction [Mutli-system organ failure 31DEC2020 (93) 11JAN2021 (104) 12
syndrome

Adverse Events

Prior Relative Day
AE Toxicity |Action to Vaccination |From Prior |Narrative
Number [(Grade [Subject SAE |AE Still Present? AE Related To: Number Vaccination [Event
1 4 TC/TCN/W |Y  [Fatal (11JAN2021) |[NOT RELATED/OTHER: COVID-19 2 72 Y
2 4 TC/TCN Y  [Fatal (11JAN2021) |NOT RELATED/OTHER: COVID-19 2 72 Y
Prohibited Concomitant Medications
Investigator Text 'WHO Drug Preferred Term Start Date End Date Route
Monoclonal Antibodies MONOCLONAL ANTIBODIES 31DEC2020 31DEC2020
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1084 10841470; Country: USA

Vaccine Group (as Administered): Placebo
Date of First Dose: 30SEP2020; Date of Last Dose: 210CT2020

Page 42 of 157

Nonstudy Vaccines

Investigator Text

'WHO Drug Preferred Term

MODERNA COVID 19 VACCINE

COVID-19 VACCINE MRNA (MRNA 1273)

23DEC2020

Subject Summary

'Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 30SEP2020
Completed VACCINATION 18NOV2020
REPEAT SCREENING 1
OPEN LABEL TREATMENT
Withdrawn FOLLOW-UP 11JAN2021 DEATH
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Compound: PF-07302048; Protocol: C4591001 Page 43 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1084 10841470; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 30SEP2020; Date of Last Dose: 210CT2020

Narrative Comment

Subject C4591001 1084 10841470, a 65-year-old white male with a pertinent medical history of hyperlipidemia and hypertension (since 2010) and pulmonary fibrosis (since
2014), received Dose 1 on 30 Sep 2020 and Dose 2 on 21 Oct 2020 (Day 22). The subject was diagnosed with COVID-19 infection and multiple organ dysfunction
syndrome on 31 Dec 2020, 71 days after receiving Dose 2. On 23 Dec 2020 (Day 85), the subject received a prohibited vaccination (Moderna COVID-19 vaccine [mMRNA-
1273]) through his employer. The site was first informed of this vaccination by the subject’s son on 07 Jan 2021 (Day 100).

Concomitant medications included ezetimibe/simvastatin (since 2010) for hyperlipidemia, omeprazole (since 2013) for gastroesophageal reflux disease, nebivolol
hydrochloride (since 2015) for hypertension, and trazodone (since 2015) for insomnia.

The subject experienced shortness of breath, fever, cough, fatigue, and muscle aches “a day or so after” exposure to COVID-19 on 28 Dec 2020 (Day 90). On 31 Dec 2020
(Day 93), the subject received monoclonal antibodies from his primary care physician. Later the same day (Day 93), the subject presented to the emergency department with
weakness, dyspnea, nausea, and diarrhea and was subsequently hospitalized with COVID-19. On the same day (Day 93), the subject’s laboratory tests included: a positive
SARS-CoV-2 test, sodium of 134 mmol/L (normal range [NR]: 137-145 mmol/L), chloride of 97 mmol/L (NR: 98-107 mmol/L), glucose of 121 mg/dL (NR: 74-99 mg/dL),
aspartate aminotransferase of 78 (NR: 17-59, unit not provided), alanine aminotransferase of 51 (normal high: 50, unit not provided), C-reactive protein of 191.2 mg/dL.
(normal high: 10 mg/dL), total protein of 8.5 g/dL (NR: 6.3-8.2 g/dL), D-dimer quantitative of 1.21 pg/mL fibrinogen equivalent units (normal high: 0.50 pg/mL), red blood
cell count of 5.86 M/mm3 (NR: 4.20-5.70 M/mm3), hemoglobin of 17.8 g/dL (NR: 13-17 g/dL), and hematocrit of 53.1% (NR: 40%-50%). The chest x-ray that same day
(Day 93) was consistent with bilateral multifocal viral pneumonia. The subject was treated with ondansetron hydrochloride, dexamethasone, sodium phosphate, enoxaparin
sodium, nebivolol hydrochloride, magnesium sulfate, trazodone, acetaminophen, magnesium oxide, potassium bicarbonate/citric acid, potassium chloride, pantoprazole,
loperamide, melatonin, and vitamin D3. On 02 Jan 2021 (Day 95), the subject was treated at bedside for acute hypoxemic respiratory failure with a left radial arterial line
placed, and he was intubated. After being placed on a ventilator, his health status continued to deteriorate, resulting in multiple organ dysfunction syndrome. On

04 Jan 2021 (Day 97), he suffered acute renal failure. Acute hypoxic respiratory failure and acute renal failure were considered because of the COVID-19. On 11 Jan 2021
(Day 104), the subject’s family opted for “do-not-resuscitate” status. On 19 Jan 2021 (Day 112), the site learned that the subject had died on 11 Jan 2021 (Day 104), and it
was unknown if an autopsy was performed. It was reported that the subject also experienced shock, nose bleeding, pulmonary fibrosis, hypertension, acute kidney injury,
dyslipidemia, and gastroesophageal reflux disease. The cause of death was reported as disease progression, multiple organ dysfunction syndrome, and COVID-19 infection.
The subject’s vaccine status was unblinded on 14 Jan 2021.

In the opinion of the investigator, there was no reasonable possibility that the COVID-19 infection and multiple organ dysfunction syndrome were related to the study
intervention, concomitant medications, or clinical trial procedures. Multiple organ dysfunction syndrome was considered related to COVID-19. Pfizer concurred with the
investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001 Page 44 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1088 10881126; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 31AUG2020; Date of Last Dose: 23SEP2020

Demography
Date of Birth Age at Enrollment (Years) Race Ethnicity Sex
(b) (6) 1954 65 White Non-Hispanic/non-Latino M

Vital Signs - Baseline

Date Collected
Height Weight BMI (Study Day)
187.9 cm 143.6 kg 40.7 kg/m2 31AUG2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
Coronary Artery Disease (CAD) Coronary artery disease 1983 Present
hypercholesterolemia Hypercholesterolaemia 2010 Present
hypertension Hypertension 2010 Present
Obesity Obesity 2010 Present
heart burn - intermittent Dyspepsia 2012 Present
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death
Unique Subject ID: C4591001 1088 10881126; Country: USA
Vaccine Group (as Administered): Placebo
Date of First Dose: 31AUG2020; Date of Last Dose: 23SEP2020

Page 45 of 157

Study Vaccination(s)

Vaccination Number 'Vaccine Vaccination Date (Study Day) Time of Vaccination

1 Placebo 31AUG2020 (1) 14:28

2 Placebo 23SEP2020 (24) 08:48

Adverse Events

AE MedDRA [MedDRA Preferred Start Date Start |Stop Date Stop |Duration
Number [SOC Term Investigator Text (Study Day) Time |(Study Day) Time |(Days)

1 INFEC COVID-19 COVID-19 29NOV2020 (91) ONGOING

2 CARD Cardiac arrest cardiac arrest 01DEC2020 (93) 01DEC2020 (93) 1

3 CARD Coronary artery disease Coronary Artery Disease 01DEC2020 (93) 01DEC2020 (93) [16:00 |1

Adverse Events
Action Prior Relative Day
AE Toxicity [to Vaccination [From Prior |Narrative
Number |Grade |Subject [SAE |AE Still Present? AE Related To: Number Vaccination [Event
1 4 N Y Yes NOT RELATED/OTHER: COVID-19 2 68 Y
2 4 \\% Y Fatal (01DEC2020) NOT RELATED/OTHER: unknown 2 70 Y
3 4 N Y Resolved (01DEC2020) [NOT RELATED/OTHER: cardiac arrest 2 70 Y

Prohibited Concomitant Medications

No Prohibited Concomitant Medications
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1088 10881126; Country: USA

Vaccine Group (as Administered): Placebo
Date of First Dose: 31AUG2020; Date of Last Dose: 23SEP2020

Page 46 of 157

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

'Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 31AUG2020
Completed VACCINATION 260CT2020
REPEAT SCREENING 1
OPEN LABEL TREATMENT
Withdrawn FOLLOW-UP 01DEC2020 DEATH
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Compound: PF-07302048; Protocol: C4591001 Page 47 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1088 10881126; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 31AUG2020; Date of Last Dose: 23SEP2020

Narrative Comment

Subject C4591001 1088 10881126, a 65-year-old white male with a pertinent medical history of coronary artery disease (since 1983); hypercholesterolemia and hypertension
(both since 2010); and dyspepsia (since 2012), received Dose 1 on 31 Aug 2020 and Dose 2 on 23 Sep 2020 (Day 24). The subject was diagnosed with COVID-19 on

29 Nov 2020, and cardiac arrest and coronary artery disease on 01 Dec 2020, 67 days and 69 days after receiving Dose 2. The subject died of cardiac arrest due to coronary
artery disease and COVID-19 on 01 Dec 2020, 69 days after receiving Dose 2.

Concomitant medications included lisinopril (since 2010) for hypertension, atorvastatin (since 2010) for hypercholesterolemia, omeprazole (since 2010) for heartburn,
apixaban (since 2015) for coronary artery disease, and folic acid (since 2015) as a nutritional supplement.

The subject attended a COVID-19 illness visit on 30 Nov 2020 (Day 92) for cough first occurring on 29 Nov 2020 (Day 91), and a self-swab was performed, which had a
positive result. The local COVID-19 test on 01 Dec 2020 (Day 93) was also positive.

The site was trying to contact the subject to unblind him for this study and, after an online search, it was discovered that the subject had died on 01 Dec 2020 (Day 93). On
01 Dec 2020 (Day 93), the subject visited his primary care physician with cough, fatigue, muscle/body aches, diarrhea, nasal congestion, and a runny nose. The subject was
advised to self-isolate, increase fluids and rest, take acetaminophen as needed, and consider taking vitamin D and vitamin C to boost his immune system. The subject was
reported to have experienced cardiac arrest, and it was unknown if cardiopulmonary resuscitation was attempted. The subject had cardiac arrest due to progression of
coronary artery disease, which led to death on the same day (Day 93). The death certificate indicated the cause of death as cardiac arrest due to progression of coronary
artery disease, hypertension, and COVID-19. It was also reported that the coronary artery disease and hypertension did not worsen after receiving study intervention. An
autopsy was not performed.

In the opinion of the investigator, there was no reasonable possibility that the cardiac arrest due to coronary artery disease and COVID-19 were related to the study
intervention, concomitant medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001 Page 48 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1088 10881139; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 02SEP2020; Date of Last Dose: 150CT2020

Demography
Date of Birth Age at Enrollment (Years) Race [Ethnicity Sex
(b) (6) 1938 82 'White Non-Hispanic/non-Latino M

Vital Signs - Baseline

Date Collected
Height Weight BMI (Study Day)
189 cm 104.6 kg 29.3 kg/m2 02SEP2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
Benign prostatic hyperplasia (BPH) Benign prostatic hyperplasia 2012 Present
hypercholesterolemia Hypercholesterolaemia 2012 Present
Chronic obstructive pulmonary disease Chronic obstructive pulmonary disease 2015 Present
Coronary Artery Disease (CAD) Coronary artery disease 2015 Present
sleep apnea Sleep apnoea syndrome 2015 Present
vitamin D deficiency Vitamin D deficiency 2017 Present
constipation Constipation JUN2020 Present
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Compound: PF-07302048; Protocol: C4591001 Page 49 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1088 10881139; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 02SEP2020; Date of Last Dose: 150CT2020

Study Vaccination(s)

'Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination
1 BNT162b2 02SEP2020 (1) 16:10

2 BNT162b2 150CT2020 (44) 14:05

Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start [Stop Date Stop [Duration [Toxicity
Number |SOC Term Investigator Text (Study Day) Time [(Study Day) Time |(Days) Grade
1 NEOPL Metastases to lung Metastases to the lungs 24FEB2021 (176) 06MAR2021 (186) 11 4
2 NEOPL Pancreatic carcinoma Metastatic pancreatic cancer 24FEB2021 (176) ONGOING 4
metastatic
Adverse Events
Action Prior Relative Day
AE to Vaccination [From Prior [Narrative
Number [Subject [SAE [|AE Still Present? AE Related To: Number Vaccination [Event
1 W Y Fatal (06MAR2021) |NOT RELATED/OTHER: Metastases to the lungs 2 133 Y
2 N Y Yes NOT RELATED/OTHER: Pancreatic Cancer 2 133 Y

Prohibited Concomitant Medications

No Prohibited Concomitant Medications
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1088 10881139; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 02SEP2020; Date of Last Dose: 150CT2020

Page 50 of 157

Nonstudy Vaccines

Investigator Text WHO Drug Preferred Term

Start Date

PNEUMONIA VACCINE PNEUMOCOCCAL VACCINE

16SEP2020

Subject Summary

Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 02SEP2020
Completed VACCINATION 1INOV2020
REPEAT SCREENING 1
OPEN LABEL TREATMENT
Withdrawn FOLLOW-UP 06MAR2021 DEATH

PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (23:24) Source Data: dm, vs, mh, ex, ae, cm, ds Output
File: ./nda2_unblinded/C4591001_BLA_Narrative_Safety/profile Date of Generation: 01APR2021 (10:49)

Page 50

FDA-CBER-2021-5683-1016063



090177e196e6793b\Final\Final On: 28-Apr-2021 12:12 (GMT)

Compound: PF-07302048; Protocol: C4591001 Page 51 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1088 10881139; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 02SEP2020; Date of Last Dose: 150CT2020

Narrative Comment

Subject C4591001 1088 10881139, an 82-year-old white male with a pertinent medical history of hypercholesterolemia (since 2012); myocardial infarction with stent
placement (in 2015); and coronary artery disease, chronic obstructive pulmonary disease (COPD), and sleep apnea syndrome (all since 2015), received Dose 1 on

02 Sep 2020 and Dose 2 on 15 Oct 2020 (Day 44). The subject was diagnosed with metastatic pancreatic cancer and metastasis to the lungs on 24 Feb 2021, 132 days after
receiving Dose 2. The subject died because of metastasis to the lungs on 06 Mar 2021, 142 days after receiving Dose 2.

Concomitant medications included simvastatin (since 2012) for hypercholesterolemia; terazosin (since 2012) for benign prostatic hyperplasia; budesonide/formoterol
fumarate, tiotropium bromide, and salbutamol (all since 2015) for COPD; nitroglycerin (since 2015) for chest pain; acetylsalicylic acid (since 2015) for cardiovascular
prophylaxis; colecalciferol (since 2017) for vitamin deficiency; and docusate and Plantago ovata (both since Jun 2020) for constipation.

On 28 Feb 2021 (Day 180), the subject was hospitalized because of pancreatic cancer with metastasis to the lungs. The site was not aware of any preexisting neoplasm. No
disease-specific treatment was reported. The subject was discharged from the hospital on 05 Mar 2021 (Day 185). On 06 Mar 2021 (Day 186), the subject died at home
because of metastasis to the lungs and disease progression. No autopsy was performed.

In the opinion of the investigator, there was no reasonable possibility that the metastatic pancreatic cancer and metastasis to the lungs were related to the study intervention,
concomitant medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1089 10891073; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 06AUG2020; Date of Last Dose: 04SEP2020

Page 52 of 157

Demography
Date of Birth Age at Enrollment (Years) Race [Ethnicity Sex
(b) (6) 1957 63 'White Non-Hispanic/non-Latino F
Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
167.64 cm 112.91 kg 40.1 kg/m2 06AUG2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
sulfa drug allergy Drug hypersensitivity 1966 Present
GERD Gastrooesophageal reflux disease 1983 Present
cervical cancer Cervix carcinoma 1991 Past
demoral drug allergy Drug hypersensitivity 1991 Present
hysterectomy Hysterectomy 1991 Past
COPD Chronic obstructive pulmonary disease 1999 Present
myocardial infarction Myocardial infarction 2003 Past
right ankle broken Ankle fracture 2005 Past
right ankle rods placed Ankle operation 2005 Past
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Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1089 10891073; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

090177e196e6793b\Final\Final On: 28-Apr-2021 12:12 (GMT)

Date of First Dose: 06AUG2020; Date of Last Dose: 04SEP2020

Medical History

Investigator Text MedDRA Preferred Term Start Date Disease Status
elevated cholesterol Blood cholesterol increased 2005 Present
hypertension Hypertension 2005 Present
myocardial infarction Myocardial infarction 2005 Past
edema bilateral legs Oedema peripheral 2005 Present
osteoarthritis Osteoarthritis 2005 Present
insomnia Insomnia 2008 Present
prilosec drug allergy Drug hypersensitivity SEP2008 Present
anxiety Anxiety 2009 Present
depression Depression 2009 Present
irritable bowel syndrome diarrhea Irritable bowel syndrome 2011 Present
seasonal allergies Seasonal allergy 2012 Present
diabetic neuropathy Diabetic neuropathy 2013 Present
diabetes type 2 Type 2 diabetes mellitus 2013 Present
chronic back pain Back pain 2014 Present
penicillin drug allergy Drug hypersensitivity 2018 Present
clindamycin drug allergy Drug hypersensitivity 2018 Present
lower lumbar back surgery Spinal operation 2018 Past

Study Vaccination(s)

'Vaccination Number 'Vaccine Vaccination Date (Study Day) Time of Vaccination
1 BNT162b2 06AUG2020 (1) 12:27

2 BNT162b2 04SEP2020 (30) 15:28
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death
Unique Subject ID: C4591001 1089 10891073; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)
Date of First Dose: 06AUG2020; Date of Last Dose: 04SEP2020

Page 54 of 157

Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start [Stop Date Stop |[Duration
Number |SOC Term Investigator Text (Study Day) Time [(Study Day) Time |(Days)
1 RESP Chronic obstructive Worsening of COPD 12NOV2020 (99) 12NOV2020 (99) 1
pulmonary disease
Adverse Events
Action Prior Relative Day
AE Toxicity |to Vaccination [From Prior |Narrative
Number [Grade [Subject [SAE |AE Still Present? AE Related To: Number Vaccination [Event
1 4 \4 Y Fatal (12NOV2020) |NOT RELATED/OTHER: history of COPD 2 70 Y

Prohibited Concomitant Medications

No Prohibited Concomitant Medications

Nonstudy Vaccines

No Nonstudy Vaccines
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Compound: PF-07302048; Protocol: C4591001 Page 55 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1089 10891073; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 06AUG2020; Date of Last Dose: 04SEP2020

Subject Summary
Withdrawal/Completion

Status Study Phase Date Reason for Withdrawal
Completed SCREENING 06AUG2020
Completed VACCINATION 020CT2020

REPEAT SCREENING 1

OPEN LABEL TREATMENT
Withdrawn FOLLOW-UP 12NOV2020 DEATH

Narrative Comment

Subject C4591001 1089 10891073, a 63-year-old white female with a pertinent medical history of drug hypersensitivity (sulfa allergy; since 1966), tobacco use (since 1975),
gastroesophageal reflux disease (GERD; since 1983), cervix carcinoma (in 1991), drug hypersensitivity (Demerol drug allergy; since 1991), chronic obstructive pulmonary
disease (COPD; since 1999), myocardial infarction (in 2003 and 2005), ankle fracture (in 2005), hypertension, blood cholesterol increased, osteoarthritis, and peripheral
edema (all since 2005), insomnia (since 2008), drug hypersensitivity (Prilosec drug allergy; since Sep 2008), anxiety and depression (both since 2009), irritable bowel
syndrome (since 2011), seasonal allergy (since 2012), type 2 diabetes mellitus and diabetic neuropathy (both since 2013), back pain (since 2014), and drug hypersensitivity
(clindamycin drug allergy and penicillin drug allergy; since 2018), received Dose 1 on 06 Aug 2020 and Dose 2 on 04 Sep 2020 (Day 30). The subject died of worsening of
COPD on 12 Nov 2020, 69 days after receiving Dose 2.

Concomitant medications included acetylsalicylic acid (since 2005) for cardiac prophylaxis, salbutamol (since 2006) for COPD, ranitidine (since 2008) for GERD,
furosemide (since 2010) for edema, metformin (since 2010) for type 2 diabetes mellitus, hydralazine hydrochloride (since 2011) for hypertension, spironolactone (since
2019) for edema, paroxetine hydrochloride and lamotrigine (both since 2019) for depression, and aripiprazole (since 2019) for anxiety.

The subject had known but stable chronic lung disease at enrollment. On 01 Dec 2020 (Day 118), the subject's sister-in-law informed the site that the subject had died on

12 Nov 2020 (Day 99) because of worsening of COPD. Relevant tests were unknown. She died under hospice care at home. An autopsy was not performed.

In the opinion of the investigator, there was no reasonable possibility that the worsening of COPD was related to the study intervention, concomitant medications, or clinical
trial procedures. Pfizer concurred with the investigator’s causality assessment.

PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (23:24) Source Data: dm, vs, mh, ex, ae, cm, ds Output

File: ./nda2_unblinded/C4591001_BLA_Narrative_Safety/profile Date of Generation: 01APR2021 (10:49)
FDA-CBER-2021-5683-1016068

Page 55



090177e196e6793b\Final\Final On: 28-Apr-2021 12:12 (GMT)

Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1089 10891088; Country: USA
Vaccine Group (as Administered): Placebo

Date of First Dose: 07AUG2020; Date of Last Dose: 28AUG2020

Page 56 of 157

Demography
Date of Birth Age at Enrollment (Years) Race [Ethnicity Sex
(b) (6) 1938 82 White Non-Hispanic/non-Latino F
Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
165.1 cm 60 kg 22 kg/m2 07AUG2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
seasonal allergies Seasonal allergy 1950 Present
GERD Gastrooesophageal reflux disease 1970 Present
hysterectomy Hysterectomy 1980 Past
osteoarthritis Osteoarthritis 1995 Present
depression Depression 2000 Present
muscle spasms Muscle spasms 2000 Present
herpes labialis Oral herpes 2000 Present
L3 back surgery Spinal operation 2007 Past
L4 back surgery Spinal operation 2008 Past
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Compound: PF-07302048; Protocol: C4591001 Page 57 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1089 10891088; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 07AUG2020; Date of Last Dose: 28AUG2020

Medical History

Investigator Text MedDRA Preferred Term Start Date Disease Status
chronic diarrhea Diarrhoea 2010 Present
insomnia Insomnia 2010 Present
vertigo Vertigo 2010 Present
chronic cough Cough 2016 Present
nausea Nausea 2018 Present
peripheral neuropathy Neuropathy peripheral 2018 Present
tremors Tremor 2019 Present
dementia of Alzheimer's Dementia Alzheimer's type NOV2019 Present
anemia Anaemia JAN2020 Present
Study Vaccination(s)

'Vaccination Number 'Vaccine Vaccination Date (Study Day) Time of Vaccination

1 Placebo 07AUG2020 (1) 16:07

2 Placebo 28AUG2020 (22) 12:34

Adverse Events

AE MedDRA [MedDRA Preferred Start Date Start [Stop Date Stop [Duration

Number [SOC Term Investigator Text (Study Day) Time [(Study Day) Time [(Days)

1 NERV Dementia Alzheimer's type |Worsening of Dementia 20DEC2020 (136) 30DEC2020 (146) 11
(Alzheimer's).
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1089 10891088; Country: USA
Vaccine Group (as Administered): Placebo
Date of First Dose: 07AUG2020; Date of Last Dose: 28AUG2020

Page 58 of 157

Adverse Events

Action Prior Relative Day
AE Toxicity |to Vaccination |[From Prior |Narrative
Number [Grade |Subject [SAE |AE Still Present? AE Related To: Number Vaccination [Event
1 4 \4 Y Fatal (30DEC2020) |NOT RELATED/OTHER: Dementia 2 115 Y
Prohibited Concomitant Medications
No Prohibited Concomitant Medications
Nonstudy Vaccines
No Nonstudy Vaccines
Subject Summary
Withdrawal/Completion

Status Study Phase Date Reason for Withdrawal
Completed SCREENING 07AUG2020
Completed VACCINATION 28SEP2020

REPEAT SCREENING 1

OPEN LABEL TREATMENT
'Withdrawn FOLLOW-UP 30DEC2020 DEATH
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Compound: PF-07302048; Protocol: C4591001 Page 59 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1089 10891088; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 07AUG2020; Date of Last Dose: 28AUG2020

Narrative Comment

Subject C4591001 1089 10891088, an 82-year-old white female with a pertinent medical history of depression and muscle spasms (both since 2000); diarrhea, insomnia, and
vertigo (all since 2010); nausea and peripheral neuropathy (both since 2018); tremor (since 2019); dementia Alzheimer’s type (since Nov 2019); and anemia (since

Jan 2020), received Dose 1 on 07 Aug 2020 and Dose 2 on 28 Aug 2020 (Day 22). The subject was diagnosed with worsening of dementia (Alzheimer’s) on 20 Dec 2020,
114 days after receiving Dose 2, and died of the event on 30 Dec 2020, 124 days after receiving Dose 2.

According to the subject’s spouse, the subject stopped eating and drinking on 20 Dec 2020 (Day 136). All concomitant medications were discontinued from 20 Dec 2020
(Day 136) onward. On 30 Dec 2020 (Day 146), the subject died at home and the cause of death was the worsening of dementia (Alzheimer’s). The subject had no symptoms
of COVID-19 at the time of the death. An autopsy was not performed.

In the opinion of the investigator, there was no reasonable possibility that the worsening of dementia (Alzheimer’s) was related to the study intervention, concomitant
medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1094 10941112; Country: USA
Vaccine Group (as Administered): Placebo

Date of First Dose: 08SEP2020; Date of Last Dose: 29SEP2020

Page 60 of 157

Demography
Date of Birth Age at Enrollment (Years) Race [Ethnicity Sex
(b) (6) 1963 57 White Hispanic/Latino F
Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
152.4 cm 79.5 kg 34.2 kg/m2 08SEP2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
Cholecystectomy Cholecystectomy 1990 Past
Hysterectomy Hysterectomy 1995 Past
Diabetes Type 11 Type 2 diabetes mellitus 1995 Present
Asthma Asthma 2005 Present
Hypothyroid Hypothyroidism 2005 Present
Hypercholesterolemia Hypercholesterolaemia 2010 Present
Depression Depression 26MAY2020 Present
GERD Gastrooesophageal reflux disease 26MAY2020  |Present
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Compound: PF-07302048; Protocol: C4591001 Page 61 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1094 10941112; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 08SEP2020; Date of Last Dose: 29SEP2020

Study Vaccination(s)

'Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination
1 Placebo 08SEP2020 (1) 14:59

2 Placebo 29SEP2020 (22) 14:25

Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start [Stop Date Stop [Duration |Toxicity
Number |SOC Term Investigator Text (Study Day) Time [(Study Day) Time [(Days) Grade
1 RESP Acute respiratory failure  |Acute hypoxemic respiratory 28NOV2020 (82) 18DEC2020 (102) 21 4
failure

INFEC COVID-19 COVID-19 Infection 26NOV2020 (80) 18DEC2020 (102) 23 4

INFEC Pneumonia Pneumonia 26NOV2020 (80) 18DEC2020 (102) 23 4
Adverse Events

Prior Relative Day

AE Action to Vaccination [From Prior |Narrative
Number [Subject SAE |AE Still Present? AE Related To: Number Vaccination [Event
1 TC/TCN/W [Y Fatal (18DEC2020) |NOT RELATED/OTHER: COVID-19 Pneumonia 2 61 Y
2 TC Y Fatal (1ISDEC2020) |NOT RELATED/OTHER: COVID-19 2 59 Y
3 TC/TCN Y Fatal (1ISDEC2020) |NOT RELATED/OTHER: COVID-19 Infection 2 59 Y

PFIZER CONFIDENTIAL SDTM Creation: 2SMAR2021 (23:24) Source Data: dm, vs, mh, ex, ae, cm, ds Output
File: ./nda2_unblinded/C4591001_BLA_Narrative_Safety/profile Date of Generation: 01APR2021 (10:49)
FDA-CBER-2021-5683-1016074

Page 61



090177e196e6793b\Final\Final On: 28-Apr-2021 12:12 (GMT)

Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1094 10941112; Country: USA

Vaccine Group (as Administered): Placebo
Date of First Dose: 08SEP2020; Date of Last Dose: 29SEP2020

Page 62 of 157

Prohibited Concomitant Medications

No Prohibited Concomitant Medications

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 08SEP2020
Completed VACCINATION 280CT2020
REPEAT SCREENING 1
OPEN LABEL TREATMENT
'Withdrawn FOLLOW-UP 18DEC2020 DEATH
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Compound: PF-07302048; Protocol: C4591001 Page 63 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1094 10941112; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 08SEP2020; Date of Last Dose: 29SEP2020

Narrative Comment

Subject C4591001 1094 10941112, a 57-year-old white female with a pertinent medical history of type 2 diabetes mellitus (since 1995); hypothyroidism and asthma (both
since 2005); hypercholesterolemia (since 2010); vitamin D deficiency (since Jan 2020); and insomnia and sleep apnea (both since May 2020), received Dose 1 on

08 Sep 2020 and Dose 2 on 29 Sep 2020 (Day 22). The subject developed COVID-19 infection and pneumonia on 26 Nov 2020, 58 days after receiving Dose 2; and acute
hypoxemic respiratory failure on 28 Nov 2020, 60 days after receiving Dose 2. The subject died of the COVID-19 infection, pneumonia, and acute hypoxemic respiratory
failure on 18 Dec 2020, 80 days after receiving Dose 2.

On 26 Nov 2020 (Day 80), the subject experienced acute shortness of breath, and her family called emergency medical services. On arrival, the subject complained of
respiratory symptoms, which she had been experiencing for the past 3 to 4 days. She stated that since the start of her respiratory symptoms, her oxygen levels declined; she
had intermittent fevers, diffuse body aches, and left-sided abdominal pain. In the emergency room, her oxygen saturation was 82% on room air, which improved with 4 L of
oxygen via nasal cannula. On the same day (Day 80), the subject underwent laboratory tests and procedures, which showed blood urea nitrogen (BUN) at 16 mg/dL (normal
range [NR]: 7-22 mg/dL), creatinine at 0.76 mg/dL (NR: 0.50-1.40 mg/dL), white blood cell (WBC) count at 9.2 K/cmm (NR: 3.7-10.4 K/cmm), hemoglobin (Hgb) at

12.5 g/dL (NR: 12.0-16.0 g/dL), hematocrit (Hct) at 36.6% (NR: 36.0%-48.0%), platelet count at 272 K/cmm (NR: 133-450 K/cmm), and troponin less than 0.02 ng/mL
(NR: 0.00-0.40 ng/mL); a SARS-CoV-2 nucleic acid amplification test was positive; an electrocardiogram (ECG) showed sinus rhythm but could not rule out anterior
infection; chest x-ray showed bilateral pneumonia; computerized tomogram of abdomen with pelvis showed extensive ground-glass pulmonary opacities in the lungs
consistent with the given history of COVID-19 infection. On the same day (Day 80), the subject was admitted to the intensive care unit.

On 28 Nov 2020 (Day 82), the subject developed acute hypoxemic respiratory failure. On 29 Nov 2020 (Day 83), troponin was less than 0.02 ng/mL, ECG showed sinus
bradycardia, and D-dimer was 0.64 pug/mL (NR not provided). On 30 Nov 2020 (Day 84), a chest x-ray showed severe viral pneumonia. On 01 Dec 2020 (Day 85), a chest
x-ray showed mildly improved opacities in the lower lobes, with no definite pneumothorax. On 02 Dec 2020 (Day 86), a chest x-ray showed resolution of the right
pneumothorax and decrease in size of the trace left apical pneumothorax. On 05 Dec 2020 (Day 89), creatine kinase MB was high at 9.3 ng/mL (NR: 0.5-3.6 ng/mL) and
troponin was less than 0.02 ng/mL. On 09 Dec 2020 (Day 93), oxygen saturation was 98.4% (NR: 95.0%-100.0%). On 12 Dec 2020 (Day 96), oxygen saturation was 93.5%
and on 13 Dec 2020 (Day 97), the WBC count was 18.0 K/cmm, Hgb was 8.8 g/dL, Hct was 28.7%, and platelet count was 177 K/cmm. On 14 Dec 2020 (Day 98),
creatinine was 2.43 mg/dL, BUN was 73 mg/dL, WBC count was 13.6 K/cmm, Hgb was 8.4 g/dL, Hct was 26.7%, and platelet count was 163 K/cmm. On 15 Dec 2020
(Day 99), creatinine was 3.72 mg/dL and BUN was 97 mg/dL. On 16 Dec 2020 (Day 100), oxygen saturation was 83.3%, WBC count was 10.3 K/cmm, Hgb was 7.2 g/dL,
Hct was 22.6%, platelet count was 151 K/cmm, creatinine was 4.61 mg/dL, and BUN was 109 mg/dL. SARS-CoV-2 tests were positive on 10 Dec 2020 (Day 94) and

17 Dec 2020 (Day 101) during hospitalization. During the course of hospitalization, the subject was treated with remdesivir, benzonatate, dexamethasone, steroids,
convalescent plasma, mechanically assisted ventilation, zinc sulfate, and vitamin C. The subject had a long course with COVID-19; her condition did not improve and she
was compassionately extubated. On 21 Dec 2020 (Day 105), the subject's daughter informed the site of her mother's untimely death, which occurred on 18 Dec 2020

(Day 102). An autopsy was not performed, and the cause of death was reported as COVID-19, pneumonia, and acute hypoxemic respiratory failure.

In the opinion of the investigator, there was no reasonable possibility that the COVID-19 infection, pneumonia, and acute hypoxemic respiratory failure were related to the
study intervention or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001 Page 64 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1097 10971023; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 24AUG2020; Date of Last Dose: 15SEP2020

Demography
Date of Birth Age at Enrollment (Years) Race [Ethnicity Sex
(b) (6) 1933 86 'White Non-Hispanic/non-Latino F

Vital Signs - Baseline

Date Collected
Height Weight BMI (Study Day)
157.48 cm 72.73 kg 29.3 kg/m2 24AUG2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
Essential Hypertension Essential hypertension 03JUN2018 Present
GERD Gastrooesophageal reflux disease 03JUN2018 Present
Osteoarthritis Osteoarthritis 04JUN2018 Present
Allergic Rhinitis Rhinitis allergic 04JUN2018 Present
Abnormal Blood Glucose Blood glucose abnormal 13JAN2020 Present
Hyperlipidemia Hyperlipidaemia 01JUN2020 Present
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1097 10971023; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 24AUG2020; Date of Last Dose: 15SEP2020

Page 65 of 157
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Study Vaccination(s)
'Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination
1 BNT162b2 24AUG2020 (1) 10:30
2 BNT162b2 15SEP2020 (23) 11:48
Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start |Stop Date Stop |Duration |Toxicity
Number [SOC Term Investigator Text (Study Day) Time |(Study Day) Time |(Days) Grade
1 INFEC Septic shock Septic Shock 16DEC2020 (115) [21:51 |[21DEC2020 (120) [12:08 (6 4
Adverse Events
Prior Relative Day
AE Action to Vaccination [From Prior |Narrative
Number [Subject SAE |AE Still Present? AE Related To: Number Vaccination [Event
1 TC/TCN/W |Y Fatal (21DEC2020) [NOT RELATED/OTHER: Gallbladder Failure 2 93 Y

Prohibited Concomitant Medications

No Prohibited Concomitant Medications
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1097 10971023; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)
Date of First Dose: 24AUG2020; Date of Last Dose: 15SEP2020

Page 66 of 157

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 24AUG2020
Completed VACCINATION 150CT2020
REPEAT SCREENING 1
OPEN LABEL TREATMENT
'Withdrawn FOLLOW-UP 21DEC2020 DEATH
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Compound: PF-07302048; Protocol: C4591001 Page 67 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1097 10971023; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 24AUG2020; Date of Last Dose: 15SEP2020

Narrative Comment

Subject C4591001 1097 10971023, an 86-year-old white female with a pertinent medical history of essential hypertension (since 03 Jun 2018), hyperlipidemia (since

01 Jun 2020), and abnormal blood glucose (since 13 Jan 2020), received Dose 1 on 24 Aug 2020 and Dose 2 on 15 Sep 2020 (Day 23). The subject developed septic shock
on 16 Dec 2020, 92 days after receiving Dose 2, and died of the septic shock on 21 Dec 2020, 97 days after receiving Dose 2.

Concomitant medications included ciclosporin (since 07 Jun 2020) for dry eyes, conjugated estrogens (since 14 Jul 2020) for health maintenance,
hydrochlorothiazide/losartan potassium (since 25 Jul 2020) for essential hypertension, meloxicam (since 25 Jul 2020) for osteoarthritis, metoprolol tartrate (since

24 Aug 2020) for essential hypertension, and mirabegron (since 24 Aug 2020) for urinary incontinence.

On 16 Dec 2020 (Day 115), the subject had 4 episodes of emesis. On 17 Dec 2020 (Day 116), the subject had 2 episodes of emesis and came to the emergency room, with
abdominal pain in the lower quadrant along with nausea. She described the pain as throbbing and aching, which was localized in her lower abdominal area with tenderness in
the right upper quadrant. The subject denied fever, chills, bloody emesis, bloody stool, or rectal pain, and she was hospitalized for care. The subject received a nasogastric
tube and a dose of magnesium citrate. On 17 Dec 2020 (Day 116), a chest x-ray was unremarkable, computed tomography (CT) of the abdomen showed acute mild small-
bowel obstruction due to formed stool, heterogeneously enhanced solid left renal mass, and colonic diverticulitis, and an ultrasound examination of the biliary duct on the
same day confirmed cholelithiasis. On the same day (Day 116), laboratory tests showed high levels of lactic acid: 2.4 mmol/L (normal range [NR]: 0.7-1.9 mmol/L) and
creatinine: 1.4 mg/dL (NR: 0.52-1.04 mg/dL). Emergency surgery was required because of abdominal pain with acidosis and suspected acute renal failure. During surgery,
it was found that the subject had darky bloody fluid in the abdomen and a distended inflamed pregangrenous gallbladder, with a twisted loop of small bowel in the pelvis that
could not be released. It was decided to remove the gallbladder after emptying it. On the same day (Day 116), postoperatively, the subject was transferred to the intensive
care unit (ICU) and intubated. She was diagnosed with septic shock and was treated with Levophed, vasopressin, Neosynephrine, and intravenous (IV) hydrocortisone
sodium succinate.

On 19 Dec 2020 (Day 118), the subject’s chest x-ray showed bibasilar atelectasis with mild edema and/or infiltrates, and a CT scan of the abdomen showed a small-bowel
obstruction and distended gallbladder with gallstones. On the same day (Day 118), the subject’s creatinine was high at 3.13 mg/dL. On 20 Dec 2020 (Day 119), the
subject’s chest x-ray showed development of subcutaneous emphysema, and abdominal x-ray showed paucity of bowel gas. While the subject was in the hospital, her
condition continued to decline; she was tachycardic, hypotensive, and in atrial fibrillation with rapid ventricular response and also developed severe metabolic acidosis.
During the hospitalization, the subject was treated with acetaminophen rectal suppository 650 mg as needed (PRN); zolpidem tartrate 10 mg (2 tablets) PRN; acetylsalicylic
acid 300 mg rectal suppository once per day (QD); diltiazem 20 mg I'V once; diltiazem 25 mg IV once; magnesium hydroxide 30 mL orally (PO) PRN; norepinephrine 4 mg
+ dextrose QD; oxycodone hydrochloride/paracetamol (5/325) 2 tablets PO PRN; omeprazole 40 mg IV QD; paracetamol 650 mg (2 tablets) PRN; piperacillin
sodium/tazobactam sodium (dose not provided); fluconazole 200 mg IV QD; diltiazem 100 mg IV + sodium chloride QD; metronidazole 500 mg IV every 8 hours; labetalol
10 mg IV every 6 hours (Q6H); metoprolol 5 mg IV Q6H; morphine 4 mg IV every 4 hours; normal saline flush 10 mL PRN; promethazine 25 mg IV Q6H; ketorolac
tromethamine 15 mg IV PRN; and ondansetron 4 mg IV PRN. Even after the treatment, the subject’s condition declined and her family decided to withdraw care, and the
subject was extubated. On 20 Dec 2020 (Day 119), the subject’s creatinine was high at 4.31 mg/dL, blood lactic acid was high at 9.4 mmol/L, and the glomerular filtration
rate was 8 mL/min/1.73 m2 (NR not reported). On 21 Dec 2020 (Day 120), at 12:08 am, the subject died of septic shock. An autopsy was not performed. There was no
indication in the hospital records that the subject had a COVID-19 test.

In the opinion of the investigator, there was no reasonable possibility that the septic shock was related to the study intervention, concomitant medications, or clinical trial
procedures. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1114 11141050; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 18AUG2020; Date of Last Dose: 08SEP2020

Page 68 of 157

Degenerative Disc Disease

Intervertebral disc degeneration

18AUG2005 Present

Hypertension

Hypertension

01JAN2010 Present

Osteoporosis Generalized

Osteoporosis

01JAN2010 Present

Rheumatoid Arthritis-Generalized

Rheumatoid arthritis

01JAN2010 Present

Sleep Apnea

Sleep apnoea syndrome

01JAN2016 Present

Demography
Date of Birth Age at Enrollment (Years) Race [Ethnicity Sex
(b) (6) 1956 63 White Non-Hispanic/non-Latino F
Vital Signs - Baseline

Date Collected
Height Weight BMI (Study Day)
165 cm 74.1 kg 27.2 kg/m2 18AUG2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
Presbyopia Presbyopia 01JAN1973 Present
Depression Depression 01JAN1984 Present
Hearing Loss Deafness 01JAN1991 Present
Postmenopausal Postmenopause 01JAN2000 Present
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Compound: PF-07302048; Protocol: C4591001 Page 69 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1114 11141050; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 18AUG2020; Date of Last Dose: 08SEP2020

Medical History

Investigator Text MedDRA Preferred Term Start Date Disease Status
Right Rotator Cuff Tear Rotator cuff syndrome 01JUL2016 Past

Right Rotator Cuff Repair Rotator cuff repair 01AUG2016 Past

Study Vaccination(s)

'Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination

1 BNT162b2 18AUG2020 (1) 15:53

2 BNT162b2 08SEP2020 (22) 15:45

Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start [Stop Date Stop [Duration
Number |SOC Term Investigator Text (Study Day) Time [(Study Day) Time [(Days)
1 GENRL Sudden cardiac death Sudden cardiac death 190CT2020 (63) 190CT2020 (63) 1
Adverse Events

Action Prior Relative Day
AE Toxicity |to Vaccination |From Prior |Narrative
Number |Grade |Subject [SAE |AE Still Present? AE Related To: Number Vaccination [Event
1 4 \4 Y Fatal (190CT2020) |NOT RELATED/OTHER: unknown 2 42 Y
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1114 11141050; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)
Date of First Dose: 18AUG2020; Date of Last Dose: 08SEP2020
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Prohibited Concomitant Medications

No Prohibited Concomitant Medications

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 18AUG2020
Completed VACCINATION 070CT2020
REPEAT SCREENING 1
OPEN LABEL TREATMENT
'Withdrawn FOLLOW-UP 190CT2020 DEATH
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Compound: PF-07302048; Protocol: C4591001 Page 71 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1114 11141050; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 18AUG2020; Date of Last Dose: 08SEP2020

Narrative Comment

Subject C4591001 1114 11141050, a 63-year-old white female with a pertinent medical history of depression (since 01 Jan 1984), intervertebral disc degeneration (since

18 Aug 2005), hypertension (since 01 Jan 2010), generalized rheumatoid arthritis (since 01 Jan 2010), and sleep apnea syndrome (since 01 Jan 2016), received Dose 1 on

18 Aug 2020 and Dose 2 on 08 Sep 2020 (Day 22). The subject experienced sudden cardiac death on 19 Oct 2020, 41 days after receiving Dose 2.

Concomitant medications included trazodone (since 01 Jan 2005) for depression, pregabalin (since 01 Jan 2005) for degenerative disc disease, amlodipine (since

01 Jan 2010) for hypertension, baclofen (since 01 Jan 2018) for degenerative disc disease, hydralazine (since 01 Feb 2020) for hypertension, and sertraline (since

01 Jul 2020) for depression.

On 19 Oct 2020 (Day 63), the emergency contact confirmed that the subject died. An autopsy determined the cause of death as sudden cardiac death. Of note, the subject
had risk factors of hypertension and obesity, which put her at high risk for cardiac/acute myocardial infarction death.

In the opinion of the investigator, there was no reasonable possibility that the sudden cardiac death was related to the study intervention, concomitant medications, or clinical
trial procedures. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1120 11201050; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 04AUG2020; Date of Last Dose: 27AUG2020

Page 72 of 157
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Demography
Date of Birth Age at Enrollment (Years) Race Ethnicity Sex
(b) (6) 1962 58 White Non-Hispanic/non-Latino F
Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
158.5 cm 105 kg 41.8 kg/m2 04AUG2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
Tubal ligation Female sterilisation 1982 Past
Post Menopausal Postmenopause 2011 Past
Chronic Back pain Back pain 2015 Past
cholecystectomy Cholecystectomy 2015 Past
Cholecystitis Cholecystitis 2015 Past
Hypertension Hypertension 2017 Present
Anxiety Anxiety 2018 Present
Diabetes mellitus Type II Type 2 diabetes mellitus 2018 Present
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Compound: PF-07302048; Protocol: C4591001 Page 73 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1120 11201050; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 04AUG2020; Date of Last Dose: 27AUG2020

Study Vaccination(s)

'Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination
1 BNT162b2 04AUG2020 (1) 17:54

2 BNT162b2 27AUG2020 (24) 17:34

Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start [Stop Date Stop |[Duration
Number [SOC Term Investigator Text (Study Day) Time [(Study Day) Time |(Days)
1 CARD Cardiac arrest Cardiac arrest 07NOV2020 (96) 07NOV2020 (96) 1
Adverse Events

Action Prior Relative Day
AE Toxicity |to Vaccination |From Prior [Narrative
Number |[Grade |[Subject [SAE |AE Still Present? AE Related To: Number Vaccination [Event
1 4 Y Y  [Fatal (07NOV2020) |NOT RELATED/OTHER: Unknown 2 73 Y

Prohibited Concomitant Medications

No Prohibited Concomitant Medications
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1120 11201050; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)
Date of First Dose: 04AUG2020; Date of Last Dose: 27AUG2020

Page 74 of 157

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 04AUG2020
Completed VACCINATION 010CT2020
REPEAT SCREENING 1
OPEN LABEL TREATMENT
'Withdrawn FOLLOW-UP 07NOV2020 DEATH
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Compound: PF-07302048; Protocol: C4591001 Page 75 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1120 11201050; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 04AUG2020; Date of Last Dose: 27AUG2020

Narrative Comment

Subject C4591001 1120 11201050, a 58-year-old white female with a pertinent medical history of chronic back pain (since 2015), hypertension (since 2017), anxiety (since
2018), and type 2 diabetes mellitus (since 2018), received Dose 1 on 04 Aug 2020 and Dose 2 on 27 Aug 2020 (Day 24). The subject died of cardiac arrest on 07 Nov 2020,
72 days after receiving Dose 2.

Concomitant medications included metformin (since 2017) for type 2 diabetes mellitus; lisinopril (since 2017) and clonidine (since 2018) both for hypertension; and
lorazepam (since 2018) for anxiety.

On 07 Nov 2020 (Day 96), the subject’s husband notified the site that the subject had died in her sleep. The subject’s husband reported that the night before her death, she
had taken an unspecified muscle relaxant and diazepam (Valium) for her chronic back pain; these medications were previously used by the subject. No symptoms or
illnesses leading to the subject’s death were reported. The subject was not seen in the hospital. The coroner was called to pronounce death; an autopsy was not performed.
On 04 Dec 2020 (Day 123), the subject's husband stated that the cause of death on the death certificate was cardiac arrest (also described as cardiopulmonary arrest).

In the opinion of the investigator, there was no reasonable possibility that the cardiac arrest was related to the study intervention, concomitant medications, or clinical trial
procedures. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001 Page 76 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1120 11201266; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 10SEP2020; Date of Last Dose: 29SEP2020

Demography
Date of Birth Age at Enrollment (Years) Race [Ethnicity Sex
(b) (6) 1969 51 'White Non-Hispanic/non-Latino M

Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
188 cm 87.6 kg 24.8 kg/m2 10SEP2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
codeine allergy Drug hypersensitivity 1988 Present
Study Vaccination(s)
'Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination
1 BNT162b2 10SEP2020 (1) 16:31
2 BNT162b2 29SEP2020 (20) 12:41
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Compound: PF-07302048; Protocol: C4591001 Page 77 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1120 11201266; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 10SEP2020; Date of Last Dose: 29SEP2020

Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start [Stop Date Stop [Duration
Number |SOC Term Investigator Text (Study Day) Time [(Study Day) Time [(Days)
1 EYE Blindness unilateral LOSS OF VISION LEFT EYE  |04DEC2020 (86) ONGOING
2 NEOPL Lung cancer metastatic Metastatic Lung cancer 04DEC2020 (86) 19JAN2021 (132) 47
Adverse Events

Action Prior Relative Day
AE Toxicity |to Vaccination [From Prior |Narrative
Number |[Grade |[Subject [SAE |AE Still Present? AE Related To: Number Vaccination [Event
1 4 N Y Yes NOT RELATED/OTHER: UNKNOWN 2 67 Y
2 4 TC/W |Y Fatal (19JAN2021) [NOT RELATED/OTHER: UNKNOWN 2 67 Y

Prohibited Concomitant Medications

No Prohibited Concomitant Medications

Nonstudy Vaccines

No Nonstudy Vaccines
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Compound: PF-07302048; Protocol: C4591001 Page 78 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1120 11201266; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 10SEP2020; Date of Last Dose: 29SEP2020

Subject Summary
Withdrawal/Completion

Status Study Phase Date Reason for Withdrawal
Completed SCREENING 10SEP2020
Completed VACCINATION 270CT2020

REPEAT SCREENING 1

OPEN LABEL TREATMENT
Withdrawn FOLLOW-UP 19JAN2021 DEATH

Narrative Comment

Subject C4591001 1120 11201266, a 51-year-old white male with a pertinent medical history of drug hypersensitivity to codeine (since 1988), received Dose 1 on

10 Sep 2020 and Dose 2 on 29 Sep 2020 (Day 20). On 04 Dec 2020, the subject was diagnosed with metastatic lung cancer and unilateral blindness, 66 days after receiving
Dose 2.

On 04 Dec 2020 (Day 86), the subject went to an urgent care clinic because of blurred vision and was sent to the emergency room. The subject was treated with
levetiracetam 500 mg, dexamethasone 4 mg, and oxycodone hydrochloride/paracetamol 5/325 mg.

On an unspecified date in Dec 2020, 2 magnetic resonance imaging scans (1 with dye), 2 computed tomography scans (1 with dye), and a bronchial test (unspecified) were
performed and the results were unspecified. The doctors reported a diagnosis of metastatic lung cancer that had spread to the abdomen and brain; the subject also had lost
vision in his left eye (unilateral blindness) with the onset date 04 Dec 2020 (Day 86).

On 19 Jan 2021 (Day 132), the subject died of the metastatic lung cancer. The unilateral blindness was ongoing at the time of the subject’s death. It was not reported if an
autopsy was performed.

In the opinion of the investigator, there was no reasonable possibility that the metastatic lung cancer and unilateral blindness were related to the study intervention,
concomitant medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death
Unique Subject ID: C4591001 1127 11271112; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 20AUG2020; Date of Last Dose: 10SEP2020

Page 79 of 157

Demography
Date of Birth Age at Enrollment (Years) Race [Ethnicity Sex
(b) (6) 1967 53 Multiple Non-Hispanic/non-Latino M
Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
168 cm 71.8 kg 25.4 kg/m2 20AUG2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
Allergy to Chlor-Trimeton Drug hypersensitivity 1978 Present
Hypoglycemia Hypoglycaemia 1985 Present
Chronic obstructive pulmonary disease Chronic obstructive pulmonary disease 1990 Present
Tinnitus Tinnitus 1992 Present
Myocardial Infarction stress related Myocardial infarction 2008 Past
Myopia Myopia 2008 Present
Allergy to Tramadol Drug hypersensitivity 2015 Present
Recurrent seasonal allergies Seasonal allergy 2018 Present
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Compound: PF-07302048; Protocol: C4591001 Page 80 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1127 11271112; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 20AUG2020; Date of Last Dose: 10SEP2020

Study Vaccination(s)

'Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination
1 BNT162b2 20AUG2020 (1) 18:55

2 BNT162b2 10SEP2020 (22) 14:57

Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start |Stop Date Stop |[Duration [Toxicity
Number [SOC Term Investigator Text (Study Day) Time |(Study Day) Time |(Days) Grade
1 CARD Cardio-respiratory arrest |Cardiopulmonary arrest 04DEC2020 (107) [22:00 |J04DEC2020 (107) 1 4
Adverse Events
Action Prior Relative Day
AE to Vaccination |From Prior |Narrative
Number [Subject [SAE [AE Still Present? AE Related To: Number Vaccination [Event
1 \ Y Fatal (04DEC2020) [NOT RELATED/OTHER: underlying cardiac disease 2 86 Y

Prohibited Concomitant Medications

No Prohibited Concomitant Medications
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Compound: PF-07302048; Protocol: C4591001 Page 81 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1127 11271112; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 20AUG2020; Date of Last Dose: 10SEP2020

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary
Withdrawal/Completion

Status Study Phase Date Reason for Withdrawal
Completed SCREENING 20AUG2020
Completed VACCINATION 090CT2020

REPEAT SCREENING 1

OPEN LABEL TREATMENT
'Withdrawn FOLLOW-UP 04DEC2020 DEATH

Narrative Comment

Subject C4591001 1127 11271112, a 53-year-old multiracial male with a pertinent medical history of hypoglycemia (since 1985), chronic obstructive pulmonary disease
(since 1990), myocardial infarction (in 2008), and seasonal allergy (since 2018), received Dose 1 on 20 Aug 2020 and Dose 2 on 10 Sep 2020 (Day 22). On 04 Dec 2020,
the subject died at 2200 hours, 85 days after receiving Dose 2, and the preliminary cause of death was reported as cardiopulmonary arrest on 18 Dec 2020.

On 04 Dec 2020 (Day 107), the subject went downstairs to do laundry, went back upstairs to get shampoo for a shower, and returned downstairs. His mother went down to
check on him since it had been a while and found that the subject was sitting cross-legged, leaning forward, and was blue in the face.

On 05 Dec 2020 (Day 108) at 1130 hours, the subject’s mother called the study site to report the subject’s death. An autopsy was performed, and the results were not
available at the time of this report.

On 18 Dec 2020, cardiopulmonary arrest was considered as the preliminary cause of death.

In the opinion of the investigator, there was no reasonable possibility that the cardiopulmonary arrest was related to the study intervention, concomitant medications, or
clinical trial procedures, but rather it was due to the underlying cardiac disease. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1128 11281009; Country: USA
Vaccine Group (as Administered): Placebo
Date of First Dose: 31JUL2020; Date of Last Dose: 19AUG2020

Page 82 of 157

PFIZER CONFIDENTIAL SDTM Creation: 2SMAR2021 (23:24) Source Data: dm, vs, mh, ex, ae, cm, ds Output

Demography
Date of Birth Age at Enrollment (Years) Race [Ethnicity Sex
(b) (6) 1954 66 White Non-Hispanic/non-Latino M
Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
190.5 cm 128.59 kg 35.4 kg/m2 31JUL2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
Tobacco Dependency Nicotine dependence 1970 Present
Vasectomy Vasectomy 1985 Past
Fluid Retention Fluid retention 1995 Present
High Blood Pressure Hypertension 1995 Present
diabetes mellitus type 2 Type 2 diabetes mellitus 1996 Present
Anxiety Anxiety 2000 Present
Restless Leg Syndrome Restless legs syndrome 2000 Present
High Cholesterol Blood cholesterol increased 2001 Present
Drug Allergy Diphendydramine Drug hypersensitivity 2005 Present
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Compound: PF-07302048; Protocol: C4591001 Page 83 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1128 11281009; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 31JUL2020; Date of Last Dose: 19AUG2020

Medical History

Investigator Text MedDRA Preferred Term Start Date Disease Status
Bilateral Hip Pain Arthralgia 17NOV2014 Present
Bilateral Hip Replacement Hip arthroplasty 17NOV2014 Past
intermittent Non-productive Cough Cough 2016 Present
Angina intermittent Angina pectoris 2017 Present
MYOCARDIAL INFARCTION Myocardial infarction 01JAN2017 Past
Coronary Arterial Stent placement Coronary arterial stent insertion 17JAN2017 Past
Vitamin D Deficiency Vitamin D deficiency MAY2020 Present
Study Vaccination(s)

'Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination

1 Placebo 31JUL2020 (1) 16:22

2 Placebo 19AUG2020 (20) 15:02

Adverse Events

AE MedDRA [MedDRA Preferred Start Date Start [Stop Date Stop |Duration |Toxicity
Number |SOC Term Investigator Text (Study Day) Time [(Study Day) Time |(Days) Grade

1 CARD Myocardial infarction Myocardial Infarction 270CT2020 (89) 280CT2020 (90) 2 4

2 INFEC Pneumonia Pneumonia 280CT2020 (90) 28NOV2020 (121) 06:00 |32 4
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Compound: PF-07302048; Protocol: C4591001 Page 84 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1128 11281009; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 31JUL2020; Date of Last Dose: 19AUG2020

Adverse Events
Action Prior Relative Day
AE to Vaccination [From Prior |Narrative
Number [Subject [SAE [AE Still Present? AE Related To: Number Vaccination [Event
1 N Y Resolved (280CT2020) |NOT RELATED/OTHER: failed cardiac stent 2 70 Y
2 TC/W [Y  |Fatal (28NOV2020) NOT RELATED/OTHER: infection 2 71 Y

Prohibited Concomitant Medications

No Prohibited Concomitant Medications

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary
Withdrawal/Completion

Status Study Phase Date Reason for Withdrawal
Completed SCREENING 31JUL2020
Completed VACCINATION 16SEP2020

REPEAT SCREENING 1

OPEN LABEL TREATMENT
'Withdrawn FOLLOW-UP 28NOV2020 DEATH
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Compound: PF-07302048; Protocol: C4591001 Page 85 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1128 11281009; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 31JUL2020; Date of Last Dose: 19AUG2020

Narrative Comment

Subject C4591001 1128 11281009, a 66-year-old white male with a pertinent medical history of nicotine dependence (since 1970), fluid retention and hypertension (both
since 1995), type 2 diabetes mellitus (since 1996), anxiety (since 2000), increased blood cholesterol (since 2001), cough (since 2016), angina pectoris (since 2017),
myocardial infarction (on 01 Jan 2017), coronary arterial stent insertion (on 17 Jan 2017), and vitamin D deficiency (since May 2020), received Dose 1 on 31 Jul 2020 and
Dose 2 on 19 Aug 2020 (Day 20). The subject was diagnosed with myocardial infarction on 27 Oct 2020 and pneumonia on 28 Oct 2020, 69 days and 70 days after
receiving Dose 2, respectively. He died from progression of pneumonia, on 28 Nov 2020, 101 days after receiving Dose 2.

Concomitant medications included vitamin D2 (since May 2000) for vitamin D deficiency, pramipexole (since 2000) for restless legs syndrome, clonazepam (since 2000) for
an unknown indication, glimepiride (since 2010) for type 2 diabetes mellitus, clopidogrel (since 2011) for increased blood cholesterol, clonidine hydrochloride (since 2014)
for hypertension, gabapentin (since 2014) for bilateral hip pain, benzonatate (since 2016) for cough, nitroglycerin (since 2017) for angina, and furosemide (since

09 Sep 2020) for fluid retention.

On 27 Oct 2020 (Day 89), the subject had a myocardial infarction due to failure of a cardiac stent that resulted in hospitalization. The failed stent was removed and replaced.
On 28 Oct 2020 (Day 90), the myocardial infarction was considered resolved. After stent replacement procedure, the subject developed pneumonia on 28 Oct 2020 (Day 90)
and was discharged against medical advice on 30 Oct 2020 (Day 92).

On an unknown date, the site contacted the subject regarding a missed e-diary entry, during which the subject’s wife reported that the subject had died at home on

28 Nov 2020 (Day 121) at 0600 hours because of pneumonia. The site requested the subject’s death certificate, which was pending at the time of this report. No autopsy was
performed.

In the opinion of the investigator, there was no reasonable possibility that the myocardial infarction and pneumonia were related to the study intervention, concomitant
medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1129 11291166; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 08SEP2020; Date of Last Dose: 28SEP2020

Page 86 of 157

PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (23:24) Source Data: dm, vs, mh, ex, ae, cm, ds Output

Demography
Date of Birth Age at Enrollment (Years) Race [Ethnicity Sex
(b) (6) 1942 78 White Non-Hispanic/non-Latino F
Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
162.56 cm 59.09 kg 22.3 kg/m2 08SEP2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
depression Depression 1950 Present
bilateral astigmatism Astigmatism 1955 Present
hyperopia Hypermetropia 1965 Present
myopia Myopia 1965 Present
Surgical tape allergy Dermatitis contact 1980 Present
hypercholesterolemia Hypercholesterolaemia 2009 Present
right cataracts Cataract 2017 Past
left cataracts Cataract 2017 Present
hearing loss Deafness 2017 Present
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1129 11291166; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 08SEP2020; Date of Last Dose: 28SEP2020

Page 87 of 157

090177e196e6793b\Final\Final On: 28-Apr-2021 12:12 (GMT)

Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
hiatal hernia Hiatus hernia 2017 Present
0steoporosis Osteoporosis 2018 Present
diarrhea Diarrhoea DEC2019 Past
esophageal stricture Oesophageal stenosis MAR2020 Past
Study Vaccination(s)
'Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination
1 BNT162b2 08SEP2020 (1) 13:10
2 BNT162b2 28SEP2020 (21) 12:15
Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start [Stop Date Stop [Duration
Number |SOC Term Investigator Text (Study Day) Time [(Study Day) Time [(Days)
1 CARD Myocardial infarction myocardial infarction 03FEB2021 (149) 03FEB2021 (149) 1
Adverse Events

Action Prior Relative Day
AE Toxicity |to Vaccination |From Prior |Narrative
Number |Grade |Subject [SAE |AE Still Present? AE Related To: Number Vaccination [Event
1 4 W Y Fatal (03FEB2021) [NOT RELATED/OTHER: hyperlipidemia 2 129 Y
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1129 11291166; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)
Date of First Dose: 08SEP2020; Date of Last Dose: 28SEP2020

Page 88 of 157

Prohibited Concomitant Medications

No Prohibited Concomitant Medications

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 08SEP2020
Completed VACCINATION 260CT2020
REPEAT SCREENING 1
OPEN LABEL TREATMENT
'Withdrawn FOLLOW-UP 03FEB2021 DEATH
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Compound: PF-07302048; Protocol: C4591001 Page 89 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1129 11291166; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 08SEP2020; Date of Last Dose: 28SEP2020

Narrative Comment

Subject C4591001 1129 11291166, a 78-year-old white female with a pertinent medical history of hypercholesterolemia (since 2009); peripheral arterial occlusive disease
(since 02 Feb 2019); esophageal stenosis (in Mar 2020); diastolic dysfunction (Grade 1; since 14 Aug 2020); and elevated blood pressure, angiopathy, current tobacco use,
and gastroesophageal reflux disease (all on unknown dates), received Dose 1 on 08 Sep 2020 and Dose 2 on 28 Sep 2020 (Day 21). The subject died of a myocardial
infarction on 03 Feb 2021, 128 days after receiving Dose 2.

Concomitant medications included atorvastatin (since 2017) for hypercholesterolemia, omeprazole (since 2017) for hiatal hernia, citalopram hydrobromide (since 2017) for
depression, and denosumab (since 2018) for osteoporosis.

On 03 Jan 2021 (Day 118), the subject had visited a doctor and it was reported that she was feeling well at this time. It was reported that the subject did not have any side
effects after receiving Dose 1 and Dose 2. On 08 Jan 2021 (Day 123), the family spoke to the subject for the last time.

The site received a call from the subject’s son reporting that his mother had died on 03 Feb 2021 (Day 149); the subject’s neighbors found her body in her apartment because
of the odor. When the subject’s son arrived, he found that there was a large amount of blood and fluids pooled on the floor around her body. Her skin was mottled, bruised,
and rigid. The emergency medical technician noted no lacerations that could cause the pool of blood and estimated that she might have died 3 to 5 days before her body was
found. The cause of death was reported as myocardial infarction per the medical examiner. No autopsy was performed.

In the opinion of the investigator, there was no reasonable possibility that the myocardial infarction was related to the study intervention, concomitant medications, or clinical
trial procedures, but rather it was related to hyperlipidemia. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1131 11311204; Country: USA
Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)
Date of First Dose: 22SEP2020; Date of Last Dose: 21JAN2021

Page 90 of 157

Demography
Date of Birth Age at Enrollment (Years) Race [Ethnicity Sex
(b) (6) 1936 84 White Non-Hispanic/non-Latino M
Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
172.8 cm 91 kg 30.5 kg/m2 22SEP2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
tobacco use, past, 6 cigarettes per day Ex-tobacco user 1945 Past
allergic rhinitis, seasonal Seasonal allergy 1985 Past
eye glass wearer Corrective lens user 1995 Present
cataract surgery in both eyes Cataract operation 2000 Past
osteoarthritis, generalized Osteoarthritis 2000 Present
hip replacement Hip arthroplasty 2002 Past
right knee replacement surgery Knee arthroplasty 2004 Past
erectile dysfunction Erectile dysfunction 2005 Present
left knee replacement surgery Knee arthroplasty 2005 Past
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Compound: PF-07302048; Protocol: C4591001 Page 91 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1131 11311204; Country: USA

Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)

Date of First Dose: 22SEP2020; Date of Last Dose: 21JAN2021

Medical History

Investigator Text MedDRA Preferred Term Start Date Disease Status
aortic stenosis Aortic stenosis 2010 Present
hearing problems Auditory disorder 2010 Present
dentures Denture wearer 2013 Present
carpal tunnel syndrome, bilaterally Carpal tunnel syndrome 2015 Present
memory changes Memory impairment 2015 Present
atrial fibrillation Atrial fibrillation 2018 Present
cerebrovascular accident Cerebrovascular accident 2018 Past
heart murmur Cardiac murmur 2019 Present
Study Vaccination(s)

'Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination

1 Placebo 22SEP2020 (1) 14:28

2 Placebo 150CT2020 (24) 10:49

3 BNT162b2 21JAN2021 (122) 11:53

Adverse Events

AE MedDRA [MedDRA Preferred Start Date Start |Stop Date Stop |Duration [Toxicity
Number |SOC Term Investigator Text (Study Day) Time |(Study Day) Time |(Days) Grade

1 VASC Aortic stenosis Worsening Aortic Stenosis 05SFEB2021 (137) 13FEB2021 (145) 9 3

2 CARD Cardio-respiratory arrest |Cardiopulmonary Arrest 15FEB2021 (147) |12:35 [ISFEB2021 (147) |13:35 |1 4
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1131 11311204; Country: USA
Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)
Date of First Dose: 22SEP2020; Date of Last Dose: 21JAN2021
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Adverse Events

Action Prior Relative Day
AE to Vaccination |From Prior |Narrative
Number [Subject [SAE |AE Still Present? AE Related To: Number Vaccination [Event
1 N Y Resolved (13FEB2021) |NOT RELATED/OTHER: atherosclerosis 3 16 Y
2 W Y Fatal (15FEB2021) NOT RELATED/OTHER: Cerebrovascular Event 3 26 Y
Prohibited Concomitant Medications
No Prohibited Concomitant Medications
Nonstudy Vaccines
No Nonstudy Vaccines
Subject Summary

Withdrawal/Completion

Status Study Phase Date Reason for Withdrawal
Completed SCREENING 22SEP2020
Completed VACCINATION 12NOV2020
Completed REPEAT SCREENING 1 21JAN2021
'Withdrawn OPEN LABEL TREATMENT [15FEB2021 DEATH
'Withdrawn FOLLOW-UP 15FEB2021 DEATH
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Compound: PF-07302048; Protocol: C4591001 Page 93 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1131 11311204; Country: USA

Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)

Date of First Dose: 22SEP2020; Date of Last Dose: 21JAN2021

Narrative Comment

Subject C4591001 1131 11311204, an 84-year-old white male with a pertinent medical history of former tobacco use (6 cigarettes per day from 1945 to an unknown date),
seasonal allergy (in 1985), aortic stenosis (since 2010), memory impairment (since 2015), cerebrovascular accident (in 2018), atrial fibrillation (since 2018), and cardiac
murmur (since 2019), received Dose 1 on 22 Sep 2020 and Dose 2 on 15 Oct 2020 (Day 24).

Concomitant medication included apixaban (since Apr 2018) for a cerebrovascular accident.

In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether he was eligible for receipt of BNT162b2. It was confirmed that he had
originally received placebo; the subject therefore received the first dose of BNT162b2 on 21 Jan 2021 (Day 122), and remained in the study until 15 Feb 2021 (Day 147).
The subject was diagnosed with worsening aortic stenosis on 05 Feb 2021 and cardiopulmonary arrest on 15 Feb 2021, 15 days and 25 days after receiving the first dose of
BNT162b2, respectively. He died of cardiopulmonary arrest on 15 Feb 2021 (Day 147), 25 days after receiving the first dose of BNT162b2.

The subject’s wife reported that the subject had experienced shortness of breath and was taken to the emergency room on 05 Feb 2021 (Day 137). Subsequently, the subject
was hospitalized on the same day (Day 137) because of the worsening of aortic stenosis. The subject underwent an angiogram, and a stent insertion was recommended. On
16 Feb 2021 (Day 148), the subject’s wife reported that the worsening of aortic stenosis was considered resolved, and the subject was discharged from the hospital on

13 Feb 2021 (Day 145). She also reported that the subject had lain down for a nap on 15 Feb 2021 (Day 147) and never woke up. The subject’s wife was unaware of the
cause of death. She also reported that the stent insertion was not completed during the hospitalization, as the cardiologist did not feel it was an urgent need. Later, on

05 Mar 2021, a death certificate received from the subject’s primary care physician stated that the immediate cause of death was cardiopulmonary arrest secondary to
cerebrovascular event. An autopsy was not performed.

In the opinion of the investigator, there was no reasonable possibility that the worsening aortic stenosis and cardiopulmonary arrest were related to BNT162b2, concomitant
medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1135 11351033; Country: USA
Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)
Date of First Dose: 05AUG2020; Date of Last Dose: 25JAN2021

Page 94 of 157

Demography
Date of Birth Age at Enrollment (Years) Race [Ethnicity Sex
(b) (6) 1953 67 White Non-Hispanic/non-Latino M
Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
178 cm 101.9 kg 32.2 kg/m2 05AUG2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
nearsighted Myopia 1966 Present
anxiety Anxiety 1991 Present
cholecystectomy Cholecystectomy 1991 Past
gallbladder stones Cholelithiasis 1991 Past
depression Depression 1998 Present
hearing loss Deafness 2010 Present
bone spur surgery Bone lesion excision 2017 Past
cataracts Cataract 2017 Present
Rt foot bone spur Exostosis 2017 Past
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1135 11351033; Country: USA
Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)
Date of First Dose: 05AUG2020; Date of Last Dose: 25JAN2021

Page 95 of 157

Medical History

Investigator Text MedDRA Preferred Term Start Date Disease Status
septoplasty Nasal septal operation 2017 Past

deviated nasal septum Nasal septum deviation 2017 Past
hypertension Hypertension JAN2020 Present

Study Vaccination(s)

'Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination

1 Placebo 05AUG2020 (1) 13:31

2 Placebo 27AUG2020 (23) 11:32

3 BNT162b2 25JAN2021 (174) 10:26

Adverse Events

AE MedDRA [MedDRA Preferred Start Date Start |Stop Date Stop |Duration
Number |SOC Term Investigator Text (Study Day) Time |(Study Day) Time |(Days)
1 PSYCH  |Completed suicide Suicide 29JAN2021 (178) 00:00 [29JAN2021 (178) 00:00 |1

2 NERV Hypoaesthesia numbness on the back of the head |[04SEP2020 (31) 04SEP2020 (31) 1
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Compound: PF-07302048; Protocol: C4591001 Page 96 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1135 11351033; Country: USA

Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)

Date of First Dose: 05AUG2020; Date of Last Dose: 25JAN2021
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Adverse Events

Action Prior Relative Day
AE Toxicity |to Vaccination |From Prior |Narrative
Number |Grade |Subject [SAE |AE Still Present? AE Related To: Number 'Vaccination |Event
1 4 W Y Fatal (29JAN2021) NOT RELATED/OTHER: unknown 3 5 Y
2 1 N N  [Resolved (04SEP2020) |NOT RELATED/OTHER: muscle strain 2 9 N
Prohibited Concomitant Medications
No Prohibited Concomitant Medications
Nonstudy Vaccines
No Nonstudy Vaccines
Subject Summary

Withdrawal/Completion

Status Study Phase Date Reason for Withdrawal
Completed SCREENING 05AUG2020
Completed VACCINATION 24SEP2020
Completed REPEAT SCREENING 1 25JAN2021
'Withdrawn OPEN LABEL TREATMENT [29JAN2021 DEATH
'Withdrawn FOLLOW-UP 29JAN2021 DEATH
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Compound: PF-07302048; Protocol: C4591001 Page 97 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1135 11351033; Country: USA

Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)

Date of First Dose: 05AUG2020; Date of Last Dose: 25JAN2021

Narrative Comment

Subject C4591001 1135 11351033, a 67-year-old white male with a pertinent medical history of anxiety (since 1998) and depression (since 1991), received Dose 1 on

05 Aug 2020 and Dose 2 on 27 Aug 2020 (Day 23).

Concomitant medications included diazepam (from 1991 to 29 Jan 2021) for anxiety, paroxetine hydrochloride (from 1998 to 29 Jan 2021) for depression, and losartan (from
Jan 2020 to 29 Jan 2021) for hypertension.

In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether he was eligible for receipt of BNT162b2. It was confirmed that he had
originally received placebo; the subject therefore received the first dose of BNT162b2 on 25 Jan 2021 (Day 174) and remained in the study until 29 Jan 2021 (Day 178). The
subject committed suicide and died on 29 Jan 2021, 4 days after receiving the first dose of BNT162b2.

‘When the subject missed his Visit 102, the site attempted to contact him, but the site was unsuccessful and called an emergency contact. The emergency contact reported that
the subject had committed suicide and died on 29 Jan 2021 (Day 178). An autopsy was performed.

In the opinion of the investigator, there was no reasonable possibility that the suicide was related to the BNT162b2, concomitant medications, or clinical trial procedures.
Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1136 11361102; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 290CT2020; Date of Last Dose: 19NOV2020

Page 98 of 157

Demography
Date of Birth Age at Enrollment (Years) [Ethnicity Sex
(b) (6) 1944 76 White Non-Hispanic/non-Latino M
Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
172.72 cm 60 kg 20.1 kg/m2 290CT2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
congenital heart defect Heart disease congenital 1944 Past
patent ductus arteriosus heart surgery Patent ductus arteriosus repair 1947 Past
patent ductus arteriosus heart surgery Patent ductus arteriosus repair 1949 Past
appendectomy Appendicectomy 1954 Past
appendicitis Appendicitis 1954 Past
bilateral hearing loss Deafness bilateral 1957 Present
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Compound: PF-07302048; Protocol: C4591001 Page 99 of 157
Reason(s) for Narrative: Death
Unique Subject ID: C4591001 1136 11361102; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)
Date of First Dose: 290CT2020; Date of Last Dose: 19NOV2020
Study Vaccination(s)
'Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination
1 BNT162b2 290CT2020 (1) 12:21
2 BNT162b2 19NOV2020 (22) 12:13
Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start |Stop Date Stop |Duration
Number |SOC Term Investigator Text (Study Day) Time |(Study Day) Time |(Days)
1 CARD Cardiac arrest cardiac arrest 19DEC2020 (52) ]00:00 {I19DEC2020 (52) [00:00 |1
2 GENRL [Injection site pain injection site pain, right 20NOV2020 (23) ]00:00 [2INOV2020 (24) ]00:00 |2
3 GENRL  [Injection site pain sore in injection site, right arm 290CT2020 (1) 00:00 |1290CT2020 (1) 00:00 |1
Adverse Events
Prior Relative Day
AE Toxicity |Action to Vaccination |[From Prior [Narrative
Number |[Grade [Subject SAE |AE Still Present? AE Related To: Number Vaccination [Event
1 4 TC/TCN/W |Y Fatal (19DEC2020) NOT RELATED/OTHER: cardiac related 2 31 Y
2 1 N N Resolved (21INOV2020) Study Treatment 2 2 N
3 1 N N Resolved (290CT2020) Study Treatment 1 N

Prohibited Concomitant Medications

No Prohibited Concomitant Medications
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1136 11361102; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)
Date of First Dose: 290CT2020; Date of Last Dose: 19NOV2020
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Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 290CT2020
'Withdrawn VACCINATION 19DEC2020 DEATH
REPEAT SCREENING 1
OPEN LABEL TREATMENT
'Withdrawn FOLLOW-UP 19DEC2020 DEATH
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Compound: PF-07302048; Protocol: C4591001 Page 101 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1136 11361102; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 290CT2020; Date of Last Dose: 19NOV2020

Narrative Comment

Subject C4591001 1136 11361102, a 76-year-old white male with a pertinent medical history of congenital heart disease ((b) (6) 1944 to 1949) that was surgically repaired
(patent ductus arteriosus repair in 1947 and 1949), appendicitis and appendectomy (both in 1954), and bilateral deafness (since 1957), received Dose 1 on 29 Oct 2020 and
Dose 2 on 19 Nov 2020 (Day 22). The subject died of cardiac arrest on 19 Dec 2020, 30 days after receiving Dose 2.

Concomitant medication included multivitamins (since an unknown date) for health maintenance.

On 22 Jan 2021, after multiple attempts to contact the subject, the site communicated with the subject’s emergency contact, who confirmed that the subject had died after
experiencing sudden cardiac arrest while on a walk. On 19 Dec 2020 (Day 52), the subject suddenly collapsed while on a walk. The subject was unresponsive and
cardiopulmonary resuscitation was performed. An ambulance was called, and the emergency medical services found the subject to have ventricular tachycardia (heart rate
not reported) followed by ventricular fibrillation. Two rounds of defibrillation with 3 rounds of epinephrine were done. Chest compressions and epinephrine, calcium,
sodium bicarbonate, and amiodarone were administered. An echocardiogram performed at bedside revealed cardiac standstill. Resuscitation efforts were terminated, and the
subject died on the same day (Day 52) because of a cardiac arrest. It was unknown if an autopsy was performed.

In the opinion of the investigator, there was no reasonable possibility that the cardiac arrest was related to the study intervention, concomitant medications, or clinical trial
procedures. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1140 11401117; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 14AUG2020; Date of Last Dose: 04SEP2020

Page 102 of 157

Demography
Date of Birth Age at Enrollment (Years) Race [Ethnicity Sex
(b) (6) 1961 58 White Non-Hispanic/non-Latino M
Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
190.5 cm 138.73 kg 38.1 kg/m2 14AUG2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
obesity Obesity 01JAN1978 Present
bilateral Knee pain Arthralgia 01AUG2010 Present
Knee Replacement Knee arthroplasty 01FEB2014 Past
Osteoarthritis Osteoarthritis 01FEB2014 Present
Coronary Artery Disease Coronary artery disease 01AUG2015 Present
Depression Depression 01AUG2018 Present
Hypertension Hypertension 01AUG2018 Present
Hyperlipidemia Hyperlipidaemia 01JUN2019 Present
Hyperglycemia Hyperglycaemia JUN2020 Present
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Compound: PF-07302048; Protocol: C4591001 Page 103 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1140 11401117; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 14AUG2020; Date of Last Dose: 04SEP2020
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Prohibited Concomitant Medications

No Prohibited Concomitant Medications
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Study Vaccination(s)
'Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination
1 BNT162b2 14AUG2020 (1) 12:08
2 BNT162b2 04SEP2020 (22) 09:07
Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start [Stop Date Stop |Duration [Toxicity
Number |SOC Term Investigator Text (Study Day) Time |(Study Day) Time |(Days) Grade
1 CARD Cardiac arrest Cardiac Arrest 29DEC2020 (138) 29DEC2020 (138) [13:59 |1 4
Adverse Events
Action Prior Relative Day
AE to Vaccination |From Prior |Narrative
Number [Subject [SAE [|AE Still Present? AE Related To: Number Vaccination [Event
1 W Y Fatal (29DEC2020) [NOT RELATED/OTHER: Underlying Comorbidities 2 117 Y
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1140 11401117; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)
Date of First Dose: 14AUG2020; Date of Last Dose: 04SEP2020

Page 104 of 157

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 14AUG2020
Completed VACCINATION 020CT2020
REPEAT SCREENING 1
OPEN LABEL TREATMENT
Withdrawn FOLLOW-UP 29DEC2020 DEATH
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Compound: PF-07302048; Protocol: C4591001 Page 105 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1140 11401117; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 14AUG2020; Date of Last Dose: 04SEP2020

Narrative Comment

Subject C4591001 1140 11401117, a 58-year-old white male with a pertinent medical history of obesity (since 01 Jan 1978), coronary artery disease (since 01 Aug 2015),
depression and hypertension (both since 01 Aug 2018), hyperlipidemia (since 01 Jun 2019), and hyperglycemia (since Jun 2020; glycosylated hemoglobin of 5.7 in

Jun 2020), received Dose 1 on 14 Aug 2020 and Dose 2 on 04 Sep 2020 (Day 22). The subject died of cardiac arrest on 29 Dec 2020, 116 days after receiving Dose 2.
Concomitant medications included meloxicam (since 01 Aug 2010) for bilateral knee pain, vitamin D3 (since 01 Aug 2015) for general health, hydrochlorothiazide and
losartan (both since 01 Aug 2018) for hypertension, sertraline (since 01 Oct 2018) for depression, acetylsalicylic acid (since 01 Jun 2020) for coronary artery disease,
pravastatin (since 01 Jun 2020) for hyperlipidemia, and dulaglutide (since 07 Dec 2020) for hyperglycemia.

On 29 Dec 2020 (Day 138), the subject experienced seizure-like activity and collapsed; he was taken to the emergency room (ER) in cardiac arrest with bystander
cardiopulmonary resuscitation (CPR) and electrical muscle stimulation (EMS) CPR. The subject was initially found to be in ventricular tachycardic arrest and he received
amiodarone and epinephrine along with subsequent CPR attempts. Per emergency medical services, he received 5 rounds of epinephrine, 1 ampoule of sodium bicarbonate,
1 g calcium chloride, 1 mg atropine, and 300 mg amiodarone. The subject’s cardiac rhythm was asystole before arrival at the ER, and he was unresponsive upon physical
examination. He was defibrillated with 200 J of biphasic electricity but continued to be in pulseless electrical activity and pulseless ventricular fibrillation. Despite
appropriate CPR, the subject's carbon dioxide continued to drop and a bedside echocardiogram showed no cardiac activity with complete cardiac standstill. Resuscitative
efforts were ceased because of the significantly decreased probability of regaining spontaneous circulation. The subject died of cardiac arrest on 29 Dec 2020 (Day 138) at
1359 hours. No autopsy was performed. Of further note, the subject had reported “sniffles” on 07 Dec 2020 (Day 116), which was not considered to be serious, and had a
blood test on an unspecified date that showed COVID-19 antibodies.

In the opinion of the investigator, there was no reasonable possibility that the cardiac arrest was related to the study intervention, concomitant medications, or clinical trial
procedures, but rather it was related to underlying comorbidities. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001 Page 106 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1152 11521085; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 19AUG2020; Date of Last Dose: 19AUG2020

Demography
Date of Birth Age at Enrollment (Years) Race [Ethnicity Sex
(b) (6) 1978 42 'White Non-Hispanic/non-Latino F

Vital Signs - Baseline

Date Collected
Height Weight BMI (Study Day)
172.72 cm 84.09 kg 28.1 kg/m2 19AUG2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
chronic sinusitis Chronic sinusitis 2000 Present
seasonal allergies Seasonal allergy 2000 Present
breast cancer Breast cancer 2001 Past
lumpectomy left breast Breast conserving surgery 2001 Past
breast cancer Breast cancer 2017 Past
lumpectomy left breast Breast conserving surgery 2017 Past
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Compound: PF-07302048; Protocol: C4591001 Page 107 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1152 11521085; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 19AUG2020; Date of Last Dose: 19AUG2020

Study Vaccination(s)
'Vaccination Number 'Vaccine Vaccination Date (Study Day) Time of Vaccination
1 Placebo 19AUG2020 (1) 10:38

Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start [Stop Date Stop [Duration |Toxicity
Number |SOC Term Investigator Text (Study Day) Time [(Study Day) Time [(Days) Grade
1 GENRL Death UNDETERMINED CAUSE OF [26AUG2020 (8) 26AUG2020 (8) 1 4
DEATH

Adverse Events

Action Prior Relative Day
AE to Vaccination |[From Prior [Narrative
Number [Subject [SAE [AE Still Present? AE Related To: Number Vaccination |Event
1 P/W Y Fatal (26AUG2020) |NOT RELATED/OTHER: UNDETERMINED CAUSE OF DEATH 1 8 Y

Prohibited Concomitant Medications

No Prohibited Concomitant Medications
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1152 11521085; Country: USA

Vaccine Group (as Administered): Placebo
Date of First Dose: 19AUG2020; Date of Last Dose: 19AUG2020

Page 108 of 157

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 19AUG2020
Withdrawn VACCINATION 26AUG2020 DEATH
REPEAT SCREENING 1
OPEN LABEL TREATMENT
Withdrawn FOLLOW-UP 26AUG2020 DEATH
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Compound: PF-07302048; Protocol: C4591001 Page 109 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1152 11521085; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 19AUG2020; Date of Last Dose: 19AUG2020

Narrative Comment

Subject C4591001 1152 11521085, a 42-year-old white female with a pertinent medical history of recurrent breast cancer (in 2001 and 2017), treated with lumpectomy and
radiation on unknown dates, and implantation of an Essure permanent birth control device (implanted in 2017), received Dose 1 on 19 Aug 2020. The subject was not taking
any concomitant medications. The subject died (cause of death was undetermined) on 26 Aug 2020, 7 days after receiving Dose 1.

The subject’s husband stated that the subject had no adverse events after receiving Dose 1. On 25 Aug 2020 (Day 7), she had a normal evening and went to bed. On

26 Aug 2020 (Day 8), the husband found that the subject had died and the cause of death was undetermined. On 02 Jan 2021, the subject's husband reported that the medical
examiner stated that the subject died from sudden cardiac failure brought on by 2 rounds of radiation for recurring breast cancer, which weakened her heart. The subject had
no changes in her health and medications. Essure was still in place at the time of death. The investigator felt that the cause of death was sudden cardiac failure from
radiation therapy on 2 separate occasions for breast cancer. However, this could not be confirmed. During the follow-up report, it was reported that the medical examiner's
office determined the cause of death as "undetermined.”" An autopsy was performed and the results were still pending at the time of this report.

In the opinion of the investigator, there was no reasonable possibility that the death was related to the study intervention. The investigator further stated that although the full
autopsy report was pending and determining cause of death at this time was essentially an educated guess, the subject had possible risk factors. She possibly had a
thromboembolic event related to a history of breast cancer, or there was a potential toxicity related to the Essure permanent birth control device. The subject had an Essure
implant since 2017 for permanent birth control that was taken off the market in the United States by the Food and Drug Administration (FDA) in 2018. A brief review
revealed almost 50,000 reports to the FDA regarding the device and approximately 50 deaths. The investigator stated that Essure was a concomitant device that was a
cosuspect in the subject’s death. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1152 11521497; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)
Date of First Dose: 070CT2020; Date of Last Dose: 070CT2020

Page 110 of 157

PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (23:24) Source Data: dm, vs, mh, ex, ae, cm, ds Output

Demography
Date of Birth Age at Enrollment (Years) Race [Ethnicity Sex
(b) (6) 1948 72 White Hispanic/Latino M
Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
176.53 cm 78.27 kg 25.1 kg/m2 070CT2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
lithotripsy Lithotripsy 1999 Past
nephrolithiasis Nephrolithiasis 1999 Past
allergy to mango Food allergy 2000 Present
allergy to celery Food allergy 2000 Present
hearing loss Deafness 2010 Present
osteoarthritis Osteoarthritis 2010 Present
Type 11 diabetes Type 2 diabetes mellitus 2010 Present
hypertension Hypertension 2018 Present
prostatism Prostatism 2019 Present
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Compound: PF-07302048; Protocol: C4591001 Page 111 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1152 11521497; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 070CT2020; Date of Last Dose: 070CT2020

Study Vaccination(s)
'Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination
1 BNT162b2 070CT2020 (1) 12:52

Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start [Stop Date Stop |[Duration |[Toxicity
Number |SOC Term Investigator Text (Study Day) Time [(Study Day) Time |(Days) Grade
1 INFEC Shigella sepsis sepsis related to Shigella infection |260CT2020 (20) 11NOV2020 (36) 17 4
2 NERV Syncope vasovagal syncope 260CT2020 (20) 260CT2020 (20) 1 3
Adverse Events
Prior Relative Day
AE Action to Vaccination |From Prior |Narrative
Number [Subject SAE |AE Still Present? AE Related To: Number Vaccination [Event
1 TC/TCN/W |Y  [Fatal (11INOV2020) NOT RELATED/OTHER: Shigella infection 1 20 Y
2 N N Resolved (260CT2020) |[NOT RELATED/OTHER: sepsis related to shigella infection 1 20 N

Prohibited Concomitant Medications

No Prohibited Concomitant Medications
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1152 11521497; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)
Date of First Dose: 070CT2020; Date of Last Dose: 070CT2020

Page 112 of 157

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 070CT2020
'Withdrawn VACCINATION 11INOV2020 DEATH
REPEAT SCREENING 1
OPEN LABEL TREATMENT
'Withdrawn FOLLOW-UP 11INOV2020 DEATH
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Compound: PF-07302048; Protocol: C4591001 Page 113 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1152 11521497; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 070CT2020; Date of Last Dose: 070CT2020

Narrative Comment

Subject C4591001 1152 11521497, a 72-year-old white male with a pertinent medical history of type 2 diabetes mellitus and osteoarthritis (both since 2010) and
hypertension (since 2018), received Dose 1 on 07 Oct 2020. On 26 Oct 2020, the subject was diagnosed with Shigella sepsis, 19 days after receiving Dose 1, and the subject
died of the event on 11 Nov 2020, 35 days after receiving Dose 1.

Concomitant medications included metformin (since 2013) for diabetes, ibuprofen (since 2015) for osteoarthritis, lisinopril (since 2018) for hypertension, and doxazosin
(since 2019) for benign prostatic hypertrophy.

On 06 Nov 2020 (Day 31), it was reported that the subject was admitted to the hospital on 26 Oct 2020 (Day 20) after he fainted in the middle of the night. On the same day
(Day 20), the syncope resolved. Per medical records from the hospital admission, the subject complained of diarrhea for 2 days, with associated nausea, intermittent
vomiting, and increasing lethargy. On arrival, he was febrile (body temperature was not reported) and hypotensive (blood pressure was not reported). The subject was
awake, alert, and oriented (AAO x 3-4), but he had mild abdominal pain. The subject was transferred to the intensive care unit. The subject tested negative for COVID-19 at
the hospital. Laboratory results showed lactic acidosis (lactic acid was 11.8 mmol/L [normal range: 0.7 - 2.1 mmol/L]); stool test showed fecal leukocytosis; and a computed
tomogram of the chest/abdomen showed acute moderate colitis and abundant fluid in the small bowel. On 27 Oct 2020 (Day 21), a gastrointestinal pathogen panel test was
positive for Shigella species. The subject was diagnosed with Shigella sepsis with an onset date of 26 Oct 2020 (Day 20) and was treated with ceftriaxone,
piperacillin/tazobactam, ciprofloxacin, metronidazole, and meropenem. He also received vasopressors to control hypotensive episodes. Per the investigator, the cause of the
syncope was sepsis related to Shigella infection.

On 11 Nov 2020 (Day 36), the subject died of Shigella sepsis. No autopsy was performed.

In the opinion of the investigator, there was no reasonable possibility that the Shigella sepsis was related to the study intervention, concomitant medications, or clinical trial
procedures. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001 Page 114 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1156 11561124; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 10SEP2020; Date of Last Dose: 020CT2020

Demography
Date of Birth Age at Enrollment (Years) Race [Ethnicity Sex
(b) (6) 1967 53 'White Non-Hispanic/non-Latino M

Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
181.2 cm 98.1 kg 29.9 kg/m2 10SEP2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
anxiety Anxiety NOV2018 Present
Study Vaccination(s)
'Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination
1 Placebo 10SEP2020 (1) 12:16
2 Placebo 020CT2020 (23) 10:39
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Compound: PF-07302048; Protocol: C4591001 Page 115 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1156 11561124; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 10SEP2020; Date of Last Dose: 020CT2020

Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start [Stop Date Stop |[Duration
Number |SOC Term Investigator Text (Study Day) Time [(Study Day) Time |(Days)
1 INJ&P Overdose MULTIPLE DRUG OVERDOSE [02NOV2020 (54) 02NOV2020 (54) 1
2 RESP Respiratory arrest RESPIRATORY ARREST 02NOV2020 (54) 02NOV2020 (54) 1
Adverse Events
Action Prior Relative Day
AE Toxicity |to Vaccination |From Prior |Narrative
Number |[Grade |Subject [SAE |AE Still Present? AE Related To: Number Vaccination [Event
1 4 W Y Fatal (02NOV2020) [NOT RELATED/OTHER: DRUG OVERDOSE 2 32 Y
2 4 W Y Fatal (02NOV2020) |NOT RELATED/OTHER: DRUG OVERDOSE 2 32 Y

Prohibited Concomitant Medications

No Prohibited Concomitant Medications

Nonstudy Vaccines

No Nonstudy Vaccines
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1156 11561124; Country: USA

Vaccine Group (as Administered): Placebo
Date of First Dose: 10SEP2020; Date of Last Dose: 020CT2020

Page 116 of 157

Subject Summary

Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 10SEP2020
'Withdrawn VACCINATION 02NOV2020 DEATH
REPEAT SCREENING 1
OPEN LABEL TREATMENT
'Withdrawn FOLLOW-UP 02NOV2020 DEATH

Narrative Comment

Subject C4591001 1156 11561124, a 53-year-old white male with a pertinent medical history of former tobacco use (from an unknown date to 2019), anxiety (since
Nov 2018), overweight (since an unknown date), and family history of myocardial infarction, received Dose 1 on 10 Sep 2020 and Dose 2 on 02 Oct 2020 (Day 23). On
02 Nov 2020, the subject died of respiratory arrest following a multiple drug overdose, 31 days after receiving Dose 2.
Concomitant medication included alprazolam (since 15 Oct 2018) for anxiety.
On 02 Nov 2020 (Day 54), the subject had a multiple drug overdose that resulted in respiratory arrest, and was found deceased at his residence.

An autopsy report revealed accidental death due to intoxication with fentanyl, despropionyl fentanyl (4-ANPP), ethanol (all since unknown dates), and alprazolam, which
were used as recreational drugs at unknown doses.
In the opinion of the investigator, there was no reasonable possibility that the multiple drug overdose and respiratory arrest were related to the study intervention or clinical
trial procedures. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1156 11561160; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 21SEP2020; Date of Last Dose: 120CT2020

Page 117 of 157

Demography
Date of Birth Age at Enrollment (Years) Race [Ethnicity Sex
(b) (6) 1958 62 Black or African American Non-Hispanic/non-Latino F

Vital Signs - Baseline

Date Collected
Height Weight BMI (Study Day)
143.7 cm 73 kg 35.4 kg/m2 21SEP2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
cesarean section Caesarean section 11NOV1974 Past
newborn delivery Delivery 11NOV1974 Past
cesarean section Caesarean section 20DEC1983 Past
newborn delivery Delivery 20DEC1983 Past
cesarean section Caesarean section 31DEC1987 Past
newborn delivery Delivery 31DEC1987 Past
cesarean section Caesarean section 080CT1991 Past
newborn delivery Delivery 080CT1991 Past
human immunodeficiency virus disease HIV infection 2005 Present
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1156 11561160; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 21SEP2020; Date of Last Dose: 120CT2020

Page 118 of 157

090177e196e6793b\Final\Final On: 28-Apr-2021 12:12 (GMT)

Medical History

Investigator Text MedDRA Preferred Term Start Date Disease Status
anemia Anaemia 05SDEC2015 Present
hyperlipidemia Hyperlipidaemia 05DEC2015 Present
Gastroesophageal reflux disease Gastrooesophageal reflux disease 10MAY2017 Present
RHINITIS Rhinitis 2018 Present
asthma Asthma 31JAN2018 Present
chronic low back pain Back pain 080CT2019 Present

Study Vaccination(s)

'Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination

1 BNT162b2 21SEP2020 (1) 14:06

2 BNT162b2 120CT2020 (22) 15:38

Adverse Events

AE MedDRA [MedDRA Preferred Start Date Start [Stop Date Stop [Duration
Number [SOC Term Investigator Text (Study Day) Time [(Study Day) Time [(Days)

1 INJ&P Road traffic accident MOTOR VEHICLE ACCIDENT [24DEC2020 (95) 24DEC2020 (95) 1
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1156 11561160; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)
Date of First Dose: 21SEP2020; Date of Last Dose: 120CT2020

Page 119 of 157

Adverse Events
Action Prior Relative Day
AE Toxicity |to Vaccination |From Prior |Narrative
Number |Grade |Subject [SAE |AE Still Present? AE Related To: Number Vaccination [Event
1 4 W Y Fatal (24DEC2020) |NOT RELATED/OTHER: UNKNOWN 2 74 Y

Prohibited Concomitant Medications

No Prohibited Concomitant Medications

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 21SEP2020
Completed VACCINATION 10NOV2020
REPEAT SCREENING 1
OPEN LABEL TREATMENT
Withdrawn FOLLOW-UP 24DEC2020 DEATH
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Compound: PF-07302048; Protocol: C4591001 Page 120 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1156 11561160; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 21SEP2020; Date of Last Dose: 120CT2020

Narrative Comment

Subject C4591001 1156 11561160, a 62-year-old black or African American female with a pertinent medical history of cesarean section and delivery (on 11 Nov 1974, 20
Dec 1983, 31 Dec 1987, and 08 Oct 1991), human immunodeficiency virus (HIV) infection (since 2005), anemia (since 05 Dec 2015), hyperlipidemia (since 05 Dec 2015),
rhinitis (since 2018), asthma (since 31 Jan 2018), and back pain (since 08 Oct 2019), received Dose 1 on 21 Sep 2020 and Dose 2 on 12 Oct 2020 (Day 22). On

24 Dec 2020, the subject died after a motor vehicle accident, 73 days after receiving Dose 2.

Concomitant medications included abacavir sulfate/dolutegravir sodium/lamivudine (since 24 May 2018) for HIV infection, budesonide/formoterol fumarate aerosol (since
12 May 2020) for asthma, and atorvastatin (since 16 Nov 2020) for hyperlipidemia.

On 11 Jan 2021 (Day 113), the emergency contact stated that the subject had a motor vehicle accident on 24 Dec 2020 (Day 95) and was taken to the emergency room. On
the same day (Day 95), the subject died because of the motor vehicle accident. The emergency contact declined to provide any additional information. It was unknown if an
autopsy was performed.

In the opinion of the investigator, there was no reasonable possibility that the motor vehicle accident was related to the study intervention, concomitant medications, or
clinical trial procedures. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1162 11621327; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)
Date of First Dose: 10SEP2020; Date of Last Dose: 10SEP2020

Page 121 of 157

PFIZER CONFIDENTIAL SDTM Creation: 25SMAR2021 (23:24) Source Data: dm, vs, mh, ex, ae, cm, ds Output

Demography
Date of Birth Age at Enrollment (Years) Race [Ethnicity Sex
(b) (6) 1960 60 'White Non-Hispanic/non-Latino M
Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
175.5 cm 100.4 kg 32.6 kg/m2 10SEP2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
autoimmune thyroiditis Autoimmune thyroiditis 2010 Present
overweight/obese Obesity 2010 Present
traumatic brain injury Craniocerebral injury 2011 Past
depression Depression 2011 Present
hip replacement Hip arthroplasty 2015 Past
reading glasses Corrective lens user 2017 Present
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1162 11621327; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)
Date of First Dose: 10SEP2020; Date of Last Dose: 10SEP2020

Page 122 of 157

Study Vaccination(s)
'Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination
1 BNT162b2 10SEP2020 (1) 12:09
Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start [Stop Date Stop |[Duration
Number |SOC Term Investigator Text (Study Day) Time [(Study Day) Time |(Days)
1 VASC Arteriosclerosis Atherosclerotic Disease 13SEP2020 (4) 13SEP2020 (4) 1
Adverse Events
Action Prior Relative Day
AE Toxicity |to Vaccination (From Prior |Narrative
Number [Grade [Subject [SAE |AE Still Present? |AE Related To: Number Vaccination [Event
1 4 W Y Fatal (13SEP2020) |NOT RELATED/OTHER: underlying disease 1 4 Y

Prohibited Concomitant Medications

No Prohibited Concomitant Medications

Nonstudy Vaccines

No Nonstudy Vaccines
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1162 11621327; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)
Date of First Dose: 10SEP2020; Date of Last Dose: 10SEP2020

Page 123 of 157

Subject Summary

Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 10SEP2020
Withdrawn VACCINATION 13SEP2020 DEATH
REPEAT SCREENING 1
OPEN LABEL TREATMENT
Withdrawn FOLLOW-UP 13SEP2020 DEATH

Narrative Comment

Subject C4591001 1162 11621327, a 60-year-old white male with a pertinent medical history of obesity (since 2010), craniocerebral injury (in 2011, recovered), depression
(since 2011), and hip arthroplasty (in 2015), received Dose 1 on 10 Sep 2020. On 13 Sep 2020, the subject died of arteriosclerosis, 3 days after receiving Dose 1.
Concomitant medications included aripiprazole (from 2011 to an unspecified date) and venlafaxine hydrochloride (from 2015 to an unspecified date), both for depression.
On 13 Sep 2020 (Day 4), the study site received a police report indicating that the police had visited the subject’s home to perform a welfare check and found him dead. It
was reported that the subject’s body was cold and had visible lividity. According to the medical examiner, the probable cause of death was progression of atherosclerotic
disease. It was unknown if an autopsy was performed (no autopsy results were available at the time of this report).
In the opinion of the investigator, there was no reasonable possibility that the arteriosclerosis was related to the study intervention, concomitant medications, or clinical trial
procedures. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001 Page 124 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1168 11681083; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 25AUG2020; Date of Last Dose: 15SEP2020

Demography
Date of Birth Age at Enrollment (Years) Race [Ethnicity Sex
(b) (6) 1955 64 'White Non-Hispanic/non-Latino M

Vital Signs - Baseline

Date Collected
Height Weight BMI (Study Day)
185.5 cm 96.8 kg 28.1 kg/m2 25AUG2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
BILATERAL OSTEOARTHRITIS(KNEE) Osteoarthritis 2010 Present
SEASONAL ALLERGIES Seasonal allergy 2010 Present
OSTEOARTHRITIS(NECK) Spinal osteoarthritis 2010 Present
JOINT PAIN(SPINE) Spinal pain 2010 Present
CERVICAL SPINAL FUSION Spinal fusion surgery 2013 Past
BASAL CELL CARCINOMA (FOREHEAD) Basal cell carcinoma 2015 Past
RINGING IN EARS Tinnitus 2015 Present

PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (23:24) Source Data: dm, vs, mh, ex, ae, cm, ds Output

File: ./nda2_unblinded/C4591001_BLA_Narrative_Safety/profile Date of Generation: 01APR2021 (10:49)
FDA-CBER-2021-5683-1016137

Page 124



090177e196e6793b\Final\Final On: 28-Apr-2021 12:12 (GMT)

Compound: PF-07302048; Protocol: C4591001 Page 125 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1168 11681083; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 25SAUG2020; Date of Last Dose: 15SEP2020

Study Vaccination(s)

'Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination
1 Placebo 25AUG2020 (1) 12:53

2 Placebo 15SEP2020 (22) 11:42

Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start [Stop Date Stop |[Duration
Number [SOC Term Investigator Text (Study Day) Time [(Study Day) Time |(Days)
1 VASC Aortic rupture Aortic Rupture 18NOV2020 (86) 18NOV2020 (86) 1
Adverse Events

Action Prior Relative Day
AE Toxicity |to Vaccination [From Prior |Narrative
Number |Grade |Subject [SAE |AE Still Present? AE Related To: Number Vaccination [Event
1 4 w Y Fatal (18NOV2020) [NOT RELATED/OTHER: Aortic Rupture 2 65 Y

Prohibited Concomitant Medications

No Prohibited Concomitant Medications
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1168 11681083; Country: USA

Vaccine Group (as Administered): Placebo
Date of First Dose: 25AUG2020; Date of Last Dose: 15SEP2020

Page 126 of 157

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 25AUG2020
Completed VACCINATION 160CT2020
REPEAT SCREENING 1
OPEN LABEL TREATMENT
Withdrawn FOLLOW-UP 18NOV2020 DEATH

PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (23:24) Source Data: dm, vs, mh, ex, ae, cm, ds Output

File: ./nda2_unblinded/C4591001_BLA_Narrative_Safety/profile Date of Generation: 01APR2021 (10:49)

Page 126

FDA-CBER-2021-5683-1016139



090177e196e6793b\Final\Final On: 28-Apr-2021 12:12 (GMT)

Compound: PF-07302048; Protocol: C4591001 Page 127 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1168 11681083; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 25AUG2020; Date of Last Dose: 15SEP2020

Narrative Comment

Subject C4591001 1168 11681083, a 64-year-old white male with a pertinent medical history of basal cell carcinoma (in 2015), spinal osteoarthritis (since 2010), and spinal
fusion surgery (in 2013), received Dose 1 on 25 Aug 2020 and Dose 2 on 15 Sep 2020 (Day 22). On 18 Nov 2020, the subject died of aortic rupture, 64 days after receiving
Dose 2.

Concomitant medications included ibuprofen (from 2010 to 18 Nov 2020) for general pain, multivitamin (from 2015 to 18 Nov 2020) as a nutritional supplement, gabapentin
(from 2019 to 18 Nov 2020) for cervical neck pain, glucosamine (from 2019 to 18 Nov 2020) for full spine joint pain, and hydrocodone bitartrate/paracetamol (from 2020 to
18 Nov 2020) for full spine joint pain.

On 16 Nov 2020 (Day 84), the subject had a “head cold” with symptoms of congestion and mild intermittent cough, and he took pseudoephedrine hydrochloride and
guaifenesin. The symptoms improved on 17 Nov 2020 (Day 85) but still persisted on 18 Nov 2020 (Day 86).

On 18 Nov 2020 (Day 86), the subject was found on the ground and was unresponsive at his workplace. The paramedics arrived and the subject was pronounced dead and
taken to the medical examiner. An autopsy was performed.

On 20 Nov 2020, the medical examiner verbally confirmed the cause of death as aortic rupture.

In the opinion of the investigator, there was no reasonable possibility that the aortic rupture was related to the study intervention, concomitant medications, or clinical trial
procedures. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001 Page 128 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1207 12071055; Country: Turkey

Vaccine Group (as Administered): Placebo

Date of First Dose: 05NOV2020; Date of Last Dose: 26NOV2020

Demography
Date of Birth Age at Enrollment (Years) Race [Ethnicity Sex
(b) (6) 1955 65 'White Non-Hispanic/non-Latino M

Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
173 cm 849 kg 28.4 kg/m2 05NOV2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
heart stent replacement surgery Coronary arterial stent insertion 2005 Past
type 2 diabetes Type 2 diabetes mellitus 2010 Present
secong degree liver cirhosis Hepatic cirrhosis 2015 Present
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1207 12071055; Country: Turkey
Vaccine Group (as Administered): Placebo

Date of First Dose: 05SNOV2020; Date of Last Dose: 26NOV2020

Page 129 of 157

Study Vaccination(s)
'Vaccination Number 'Vaccine Vaccination Date (Study Day) Time of Vaccination
1 Placebo 05NOV2020 (1) 10:22
2 Placebo 26NOV2020 (22) 10:54
Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start [Stop Date Stop [Duration
Number |SOC Term Investigator Text (Study Day) Time [(Study Day) Time [(Days)
1 INFEC Pneumonia bacterial Bacterial Pneumonia 05SFEB2021 (93) 09FEB2021 (97) 5
Adverse Events

Action Prior Relative Day
AE Toxicity |to Vaccination |[From Prior |Narrative
Number |Grade |Subject [SAE |AE Still Present? AE Related To: Number Vaccination [Event
1 4 W Y Fatal (0OFEB2021) |NOT RELATED/OTHER: bacterial 2 72 Y

Prohibited Concomitant Medications

No Prohibited Concomitant Medications

Nonstudy Vaccines

No Nonstudy Vaccines
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1207 12071055; Country: Turkey
Vaccine Group (as Administered): Placebo
Date of First Dose: 05NOV2020; Date of Last Dose: 26NOV2020

Page 130 of 157

Subject Summary

Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 05NOV2020
Completed VACCINATION 14JAN2021
REPEAT SCREENING 1
OPEN LABEL TREATMENT
'Withdrawn FOLLOW-UP 09FEB2021 DEATH
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Compound: PF-07302048; Protocol: C4591001 Page 131 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1207 12071055; Country: Turkey

Vaccine Group (as Administered): Placebo

Date of First Dose: 05NOV2020; Date of Last Dose: 26NOV2020

Narrative Comment

Subject C4591001 1207 12071055, a 65-year-old white male with a pertinent medical history of coronary arterial stent insertion (in 2005), type 2 diabetes mellitus (since
2010), and hepatic cirrhosis (since 2015), received Dose 1 on 05 Nov 2020 and Dose 2 on 26 Nov 2020 (Day 22). The subject was diagnosed with bacterial pneumonia on
05 Feb 2021, 72 days after receiving Dose 2, and died of the event on 09 Feb 2021, 75 days after receiving Dose 2.

Concomitant medications included metoprolol tartrate (since 2005) as prophylaxis after stent replacement surgery to his heart, insulin (since 2010) for diabetes, and
ursodeoxycholic acid (since 2015) for hepatic cirrhosis.

On 05 Feb 2021 (Day 93), the subject presented to the emergency room with shortness of breath resulting in hospitalization with a prediagnosis of metabolic acidosis,
pneumonia, subarachnoid hemorrhage, and liver cirrhosis. A computed tomography (CT) scan of the head and abdomen performed in the emergency room showed no
pathological findings. A pulmonary CT angiography indicated that the pulmonary arteries were open. A CT scan of the thorax revealed parabronchial infiltration in the right
lung and pleural effusion in both hemothoraces. A right internal jugular and hemodialysis catheter was inserted with an ultrasound. The subject was admitted to the
intensive care unit and was sedated. A SARS-CoV-2 test result was negative. Left radial artery cannulation was performed. The subject was intubated by using midazolam
+ “vecibloc (as reported).” A total of 2 mg of adrenaline was administrated to the subject, who had cardiac arrest after intubation. The subject was being intubated in the
intensive care unit. The subject’s condition was rated as third degree. On 06 Feb 2021 (Day 94), the subject’s general condition deteriorated, and a blood culture was positive
for Escherichia coli; the subject’s Acute Physiology and Chronic Health Evaluation (APACHE) II score was 31, his Glasgow coma score was 3, and he had a multiple organ
failure score of 7 with an expected death rate of 79.6. During hospitalization, the subject received piperacillin sodium/tazobactam sodium from 05 Feb 2021 to 06 Feb 2021
and meropenem trihydrate from 06 Feb 2021 to 09 Feb 2021 for the pneumonia. On 07 Feb 2021 (Day 95), the subject’s general condition further deteriorated, and he
continued receiving mechanical ventilator support, being intubated in the intensive care unit (ICU). On 08 Feb 2021 (Day 96), the subject was found to have severe
brainstem hypoxia and he was being intubated. On 09 Feb 2021 (Day 97), the subject’s general condition further deteriorated and he developed cardiopulmonary asystole
followed by hypotension, despite receiving inotropic supportive therapy. Cardiopulmonary resuscitation (CPR) was performed and 1 mg of adrenaline was administrated
every 5 minutes. However, the subject was unresponsive to the CPR and he died of bacterial pneumonia that led to cardiac arrest. It was unknown if an autopsy was
performed.

In the opinion of the investigator, there was no reasonable possibility that the bacterial pneumonia was related to the study intervention, concomitant medications, or clinical
trial procedures. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001 Page 132 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1229 12291083; Country: South Africa

Vaccine Group (as Administered): Placebo

Date of First Dose: 010CT2020; Date of Last Dose: 220CT2020

Demography
Date of Birth Age at Enrollment (Years) Race [Ethnicity Sex
(b) (6) 1965 55 Black or African American Non-Hispanic/non-Latino F

Vital Signs - Baseline

Date Collected
Height Weight BMI (Study Day)
155 cm 122.6 kg 51 kg/m2 010CT2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
Asthma Asthma 1997 Present
Human Immunoviral Infection HIV infection 2008 Present
hypertension Hypertension 2010 Present
obesity Obesity 2010 Present
Menopause Menopause 2016 Present
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1229 12291083; Country: South Africa
Vaccine Group (as Administered): Placebo
Date of First Dose: 010CT2020; Date of Last Dose: 220CT2020

Page 133 of 157

Study Vaccination(s)
'Vaccination Number 'Vaccine Vaccination Date (Study Day) Time of Vaccination
1 Placebo 010CT2020 (1) 14:05
2 Placebo 220CT2020 (22) 11:42
Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start [Stop Date Stop |Duration
Number |SOC Term Investigator Text (Study Day) Time [(Study Day) Time |(Days)
1 INFEC COVID-19 pneumonia Covid 19 Pneumonia 01JAN2021 (93) 05JAN2021 (97) (03:00 [5
2 METAB |Diabetes mellitus Diabetes Mellitus 28DEC2020 (89) ONGOING
Adverse Events
Action Prior Relative Day
AE Toxicity |to Vaccination |From Prior |Narrative
Number |Grade |Subject [SAE |AE Still Present? AE Related To: Number Vaccination [Event
1 4 Y Y Fatal (05JAN2021) |NOT RELATED/OTHER: Unknown 2 72 Y
2 4 N Y Yes NOT RELATED/OTHER: unknown 2 68 Y

Prohibited Concomitant Medications

No Prohibited Concomitant Medications
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1229 12291083; Country: South Africa
Vaccine Group (as Administered): Placebo
Date of First Dose: 010CT2020; Date of Last Dose: 220CT2020

Page 134 of 157

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 010CT2020
Completed VACCINATION 20NOV2020
REPEAT SCREENING 1
OPEN LABEL TREATMENT
Withdrawn FOLLOW-UP 05JAN2021 DEATH
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Compound: PF-07302048; Protocol: C4591001 Page 135 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1229 12291083; Country: South Africa

Vaccine Group (as Administered): Placebo

Date of First Dose: 010CT2020; Date of Last Dose: 220CT2020

Narrative Comment

Subject C4591001 1229 12291083, a 55-year-old black or African American female with a pertinent medical history of asthma (since 1997), human immunodeficiency virus
(HIV) infection (since 2008), and hypertension and obesity (both since 2010), received Dose 1 on 01 Oct 2020 and Dose 2 on 22 Oct 2020 (Day 22). The subject was
diagnosed with diabetes mellitus on 28 Dec 2020, 68 days after receiving Dose 2. On 01 Jan 2021, the subject was diagnosed with COVID-19 pneumonia, 72 days after
receiving Dose 2. The subject died of COVID-19 pneumonia on 05 Jan 2021, 75 days after receiving Dose 2.

Concomitant medications included salbutamol and beclometasone dipropionate (both since 1997) for asthma; efavirenz/emtricitabine/tenofovir disoproxil fumarate

(since 2008) for HIV infection; hydrochlorothiazide, amlodipine, and enalapril maleate (all since 2010) for hypertension; and atropine sulfate/chlorpheniramine
maleate/ephedrine hydrochloride and amoxicillin trihydrate/clavulanate potassium (both from 17 Dec 2020 to Dec 2020) for sinusitis.

On 01 Jan 2021 (Day 93), the subject presented to the emergency room with an elevated blood glucose level (values unavailable) and was subsequently hospitalized for

type 2 diabetes mellitus (she had no previous history of the condition). She underwent further laboratory tests on 02 Jan 2021 (Day 94), including a SARS-CoV-2
polymerase chain reaction (PCR) test, which was positive. Other relevant laboratory test reports were unavailable. A SARS-CoV-2 PCR test was positive again on

04 Jan 2021 (Day 96) and the diagnosis of COVID-19 was confirmed.

On 05 Jan 2021 (Day 97), the subject died and the cause of death was reported as disease progression and COVID-19 pneumonia. No autopsy was performed. A medical
practitioner considered the primary cause of death to be COVID-19 pneumonia, with a secondary cause of type 2 diabetes mellitus.

In the opinion of the investigator, there was no reasonable possibility that the diabetes mellitus and COVID-19 pneumonia were related to the study intervention, concomitant
medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment.

PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (23:24) Source Data: dm, vs, mh, ex, ae, cm, ds Output

File: ./nda2_unblinded/C4591001_BLA_Narrative_Safety/profile Date of Generation: 01APR2021 (10:49)
FDA-CBER-2021-5683-1016148

Page 135



090177e196e6793b\Final\Final On: 28-Apr-2021 12:12 (GMT)

Compound: PF-07302048; Protocol: C4591001 Page 136 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1231 12313972; Country: Argentina

Vaccine Group (as Administered): Placebo

Date of First Dose: 25AUG2020; Date of Last Dose: 13SEP2020

Demography
Date of Birth Age at Enrollment (Years) Race [Ethnicity Sex
(b) (6) 1959 61 'White Hispanic/Latino F

Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
164 cm 61 kg 22.7 kg/m2 25AUG2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
Arterial hypertension Hypertension 03MAR2017 Present
Study Vaccination(s)
'Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination
1 Placebo 25AUG2020 (1) 16:20
2 Placebo 13SEP2020 (20) 15:00
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Compound: PF-07302048; Protocol: C4591001 Page 137 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1231 12313972; Country: Argentina

Vaccine Group (as Administered): Placebo

Date of First Dose: 25AUG2020; Date of Last Dose: 13SEP2020

Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start |Stop Date Stop [Duration
Number |SOC Term Investigator Text (Study Day) Time |(Study Day) Time [(Days)
1 NERV Haemorrhagic stroke Hemorrhagic stroke 27SEP2020 (34) 109:00 [28SEP2020 (35) 2
Adverse Events

Action Prior Relative Day
AE Toxicity |to Vaccination |[From Prior |Narrative
Number [Grade [Subject [SAE |AE Still Present? |AE Related To: Number Vaccination [Event
1 4 TC/W |Y Fatal (28SEP2020) |NOT RELATED/OTHER: unknown 2 15 Y

Prohibited Concomitant Medications

No Prohibited Concomitant Medications

Nonstudy Vaccines

No Nonstudy Vaccines
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Compound: PF-07302048; Protocol: C4591001 Page 138 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1231 12313972; Country: Argentina

Vaccine Group (as Administered): Placebo

Date of First Dose: 25AUG2020; Date of Last Dose: 13SEP2020

Subject Summary
Withdrawal/Completion

Status Study Phase Date Reason for Withdrawal
Completed SCREENING 25AUG2020
'Withdrawn VACCINATION 28SEP2020 DEATH

REPEAT SCREENING 1

OPEN LABEL TREATMENT
'Withdrawn FOLLOW-UP 28SEP2020 DEATH

Narrative Comment

Subject C4591001 1231 12313972, a 61-year-old white female with a pertinent medical history of hypertension (since 03 Mar 2017), received Dose 1 on 25 Aug 2020 and
Dose 2 on 13 Sep 2020 (Day 20). The subject was diagnosed with a hemorrhagic stroke on 27 Sep 2020, 14 days after receiving Dose 2, and died of the event on

28 Sep 2020, 15 days after receiving Dose 2.

Concomitant medication included losartan (since 03 Mar 2017) for arterial hypertension.

On 27 Sep 2020 (Day 34), the subject contacted the medical team complaining of a severe headache and incoercible vomiting, and she was advised to call the emergency
system. On 28 Sep 2020 at dawn (Day 35), she arrived at the emergency room unconscious (unknown Glasgow coma score) with nonreactive intermediate pupils. The
subject was admitted to the intensive care unit, requiring invasive mechanical ventilation and inotropic support (unknown drugs and doses). A computed tomography scan of
the brain showed subarachnoid hemorrhage, intraventricular hemorrhage, and right cerebral hemisphere hematoma (Fisher Scale 4). A brain angiography showed cerebral
circulatory arrest, and therefore the location of the aneurysm could not be established. A SARS-CoV-2 swab polymerase chain reaction test was negative. The subject did
not respond to life support measures and died of disease progression and hemorrhagic stroke on the same day. It was not reported if an autopsy was performed.

In the opinion of the investigator, there was no reasonable possibility that the hemorrhagic stroke was related to the study intervention, concomitant medications, or clinical
trial procedures. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001 Page 139 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1231 12314987; Country: Argentina

Vaccine Group (as Administered): Placebo

Date of First Dose: 28AUG2020; Date of Last Dose: 16SEP2020

Demography
Date of Birth Age at Enrollment (Years) Race [Ethnicity Sex
(b) (6) 1973 47 'White Hispanic/Latino M

Vital Signs - Baseline

Date Collected
Height Weight BMI (Study Day)
174 cm 128 kg 42.3 kg/m2 28AUG2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
Smoking Tobacco user 01JAN1993 Present
obesity Obesity 2012 Present
Arterial hypertension Hypertension 14MAR2018 Present
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1231 12314987; Country: Argentina
Vaccine Group (as Administered): Placebo
Date of First Dose: 28AUG2020; Date of Last Dose: 16SEP2020

Page 140 of 157

Study Vaccination(s)
'Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination
1 Placebo 28AUG2020 (1) 20:30
2 Placebo 16SEP2020 (20) 13:51
Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start |Stop Date Stop |Duration
Number |SOC Term Investigator Text (Study Day) Time |(Study Day) Time |(Days)
1 CARD Cardio-respiratory arrest |[Non-traumatic cardiorespiratory |05DEC2020 (100) [21:00 J06DEC2020 (101) [07:00 |2
arrest

Adverse Events

Action Prior Relative Day
AE Toxicity |to Vaccination [From Prior |Narrative
Number |Grade |Subject [SAE |AE Still Present? AE Related To: Number Vaccination [Event
1 4 W Y  |Fatal (06DEC2020) |NOT RELATED/OTHER: unknown 2 81 Y

Prohibited Concomitant Medications

No Prohibited Concomitant Medications
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Compound: PF-07302048; Protocol: C4591001 Page 141 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1231 12314987; Country: Argentina

Vaccine Group (as Administered): Placebo

Date of First Dose: 28AUG2020; Date of Last Dose: 16SEP2020

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary
Withdrawal/Completion

Status Study Phase Date Reason for Withdrawal
Completed SCREENING 28AUG2020
Completed VACCINATION 190CT2020

REPEAT SCREENING 1

OPEN LABEL TREATMENT
Withdrawn FOLLOW-UP 06DEC2020 DEATH

Narrative Comment

Subject C4591001 1231 12314987, a 47-year-old white male with a pertinent medical history of tobacco use (since 01 Jan 1993), obesity (since 2012), and hypertension
(since 14 Mar 2018), received Dose 1 on 28 Aug 2020 and Dose 2 on 16 Sep 2020 (Day 20). The subject was diagnosed with a cardiorespiratory arrest on 05 Dec 2020,

80 days after receiving Dose 2, and died of the event the next day on 06 Dec 2020, 81 days after receiving Dose 2.

Concomitant medications included losartan and amlodipine (both since 01 Mar 2019) for arterial hypertension.

According to the subject’s brother-in-law, on 05 Dec 2020 (Day 100), the subject had experienced abdominal discomfort, with an episode of vomiting, and also had back
pain. On 06 Dec 2020 (Day 101), the subject was taken to a nearby hospital, but he had no vital signs on arrival at the hospital. That same day (Day 101), the subject died of
nontraumatic cardiorespiratory arrest (also described as nontraumatic cardiac arrest). An autopsy was performed, but the results were not available at the time of this report.
In the opinion of the investigator, there was no reasonable possibility that the cardiorespiratory arrest was related to the study intervention, concomitant medications, or
clinical trial procedures. Pfizer concurred with the investigator’s causality assessment considering the gap between the event and Dose 2, the pathophysiology of the event,
and considering that the cardiorespiratory arrest was most likely related to the subject’s underlying contributory factors.
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1231 12315324; Country: Argentina
Vaccine Group (as Administered): Placebo
Date of First Dose: 29AUG2020; Date of Last Dose: 18SEP2020

Page 142 of 157

Demography
Date of Birth Age at Enrollment (Years) Race [Ethnicity Sex
(b) (6) 1961 58 'White Hispanic/Latino F
Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
157 cm 71.65 kg 29.1 kg/m2 29AUG2020 (1)
Medical History
No Medical History
Study Vaccination(s)
'Vaccination Number 'Vaccine Vaccination Date (Study Day) Time of Vaccination
1 Placebo 29AUG2020 (1) 17:53
2 Placebo 18SEP2020 (21) 09:21
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Compound: PF-07302048; Protocol: C4591001 Page 143 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1231 12315324; Country: Argentina

Vaccine Group (as Administered): Placebo

Date of First Dose: 29AUG2020; Date of Last Dose: 18SEP2020

Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start |Stop Date Stop |Duration [Toxicity
Number |SOC Term Investigator Text (Study Day) Time |(Study Day) Time |(Days) Grade
1 INFEC COVID-19 Severe Covid-19 illness 25DEC2020 (119) ]19:00 |31JAN2021 (156) |20:30 (38 4
2 INFEC Septic shock Septic shock 25DEC2020 (119) [19:00 [31JAN2021 (156) [20:30 38 4
Adverse Events
Prior Relative Day
AE Action to Vaccination |[From Prior [Narrative
Number [Subject SAE |AE Still Present? AE Related To: Number Vaccination [Event
1 TC/TCN Y Fatal (31JAN2021) [NOT RELATED/OTHER: COVID-19 infection 2 99 Y
2 TC/TCN/W |Y Fatal (31JAN2021) [NOT RELATED/OTHER: Severe Covid Disease 2 99 Y

Prohibited Concomitant Medications

No Prohibited Concomitant Medications

Nonstudy Vaccines

No Nonstudy Vaccines
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1231 12315324; Country: Argentina
Vaccine Group (as Administered): Placebo
Date of First Dose: 29AUG2020; Date of Last Dose: 18SEP2020

Page 144 of 157

Subject Summary

Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 29AUG2020
Completed VACCINATION 220CT2020
REPEAT SCREENING 1
OPEN LABEL TREATMENT
'Withdrawn FOLLOW-UP 31JAN2021 DEATH
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Compound: PF-07302048; Protocol: C4591001 Page 145 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1231 12315324; Country: Argentina

Vaccine Group (as Administered): Placebo

Date of First Dose: 29AUG2020; Date of Last Dose: 18SEP2020

Narrative Comment

Subject C4591001 1231 12315324, a 58-year-old white female with no reported medical history, received Dose 1 on 29 Aug 2020 and Dose 2 on 18 Sep 2020 (Day 21). The
subject had severe COVID-19 illness and developed septic shock on 25 Dec 2020, 98 days after receiving Dose 2, and died of the events on 31 Jan 2021, 155 days after study
start.

On 25 Dec 2020 (Day 119), the subject was febrile (maximum temperature of 38.4°C), and complained of cough, chills, and fatigue. Two local COVID-19 tests were
performed, on 26 Dec 2020 (Day 120) and on 02 Jan 2021 (Day 127), with negative results. As part of the C4591001 study, a potential COVID-19 illness visit was also
performed on 26 Dec 2020 and a nasal swab was collected at the site; the swab result was later reported as positive.

On 05 Jan 2021 (Day 130) the subject was hospitalized because of bilateral pneumonia. A chest computed tomography (CT) scan on the same day showed extensive bilateral
patchy foci of ground-glass interstitial infiltrates, dense tracts, and bronchiectatic-like images in both lower lobes. On 13 Jan 2021 (Day 138), a chest CT scan showed
mediastinum slightly retracted to the left, without evidence of adenomegaly, and extensive, mixed (predominantly consolidated), bilateral parenchymal infiltrates were
observed. On 14 Jan 2021 (Day 139), the subject was moved to the intensive care unit (ICU) and required a mechanical ventilator from 16 Jan 2021 (Day 141) because of
respiratory failure. On 15 Jan 2021 (Day 140), a third local COVID-19 test was positive. On 31 Jan 2021 (Day 156), the subject died of septic shock in the context of the
severe COVID-19 illness. The subject developed metabolic acidosis, acute renal failure with dialysis criteria, and marked cytopenias (anemia and thrombocytopenia).
Laboratory results on an unknown date showed hemoglobin of 8.4 g/dL, hematocrit of 25%, leukocytes of 6000/mm3, neutrophils of 79%, platelets of 16,000/mm3, urea of
132 g/L, creatinine of 3.49 mg/dL, prothrombin time of 14.5 seconds, kaolin partial thromboplastin time (KPTT) of greater than 1 minute, Quick test result of 66%, lactate
dehydrogenase of 4367 IU/L, direct bilirubin of 2.9 mg/dL, total bilirubin of 3.8 mg/dL, aspartate aminotransferase of 329 IU/L, alanine aminotransferase of 222 IU/L,
alkaline phosphatase of 545 IU/L, albumin of 2.8 g/dL, pH of 7.06, partial pressure of carbon dioxide of 72 mmHg, partial pressure of oxygen of 37 mmHg, and bicarbonates
of 20 mmol/L (unknown normal ranges).

The subject required vasopressor support with norepinephrine (dose unknown) from 19 Jan 2021 (Day 144) onward. On 31 Jan 2021 (Day 156), the subject presented with
severe bradycardia, followed by cardiac arrest. She received advanced resuscitation maneuvers (according to American Heart Association [AHA] protocol) for 30 minutes,
without response. The causes of death reported on the death certificate were acute respiratory failure, multiorgan failure, and multilobar pneumonia. An autopsy was not
performed.

In the opinion of the investigator, there was no reasonable possibility that the septic shock and severe COVID-19 illness were related to the study intervention or clinical trial
procedures. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001 Page 146 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1252 12521010; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 17AUG2020; Date of Last Dose: 08SEP2020

Demography
Date of Birth Age at Enrollment (Years) Race [Ethnicity Sex
(b) (6) 1939 80 'White Non-Hispanic/non-Latino M

Vital Signs - Baseline

Date Collected
Height Weight BMI (Study Day)
160.02 cm 75 kg 29.2 kg/m2 17AUG2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
Hypertension Hypertension 2018 Present
Seasonal Allergies Seasonal allergy 18 APR2018 Present
Vertigo Vertigo 020CT2019 Present
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Death
Unique Subject ID: C4591001 1252 12521010; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 17AUG2020; Date of Last Dose: 08SEP2020

Page 147 of 157

Study Vaccination(s)
'Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination
1 BNT162b2 17AUG2020 (1) 15:44
2 BNT162b2 08SEP2020 (23) 10:50
Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start |Stop Date Stop |Duration
Number |SOC Term Investigator Text (Study Day) Time |(Study Day) Time |(Days)
1 RENAL  [Acute kidney injury Acute Renal failure 25DEC2020 (131) |22:03 [26DEC2020 (132) [09:55 |2
2 INFEC COVID-19 pneumonia Pneumonia due to COVID-19 25DEC2020 (131) [22:03 [26DEC2020 (132) [09:55 |2
3 INJ&P Skin laceration Scalp Laceration 08SDEC2020 (114) [19:05 J0OSDEC2020 (114) ]20:30 |1
Adverse Events
Action Prior Relative Day
AE Toxicity |to Vaccination |From Prior |Narrative
Number [Grade [Subject [SAE |AE Still Present? AE Related To: Number Vaccination [Event
1 2 TC N Resolved (26DEC2020) |NOT RELATED/OTHER: Kidney damage 2 109 N
2 4 TC/W [Y Fatal (26DEC2020) NOT RELATED/OTHER: Pneumonia 2 109 Y
3 1 TC N Resolved (08DEC2020) |INOT RELATED/OTHER: Accident 2 92 N

Prohibited Concomitant Medications

No Prohibited Concomitant Medications
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1252 12521010; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)
Date of First Dose: 17AUG2020; Date of Last Dose: 08SEP2020

Page 148 of 157

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 17AUG2020
Completed VACCINATION 050CT2020
REPEAT SCREENING 1
OPEN LABEL TREATMENT
Withdrawn FOLLOW-UP 26DEC2020 DEATH

PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (23:24) Source Data: dm, vs, mh, ex, ae, cm, ds Output

File: ./nda2_unblinded/C4591001_BLA_Narrative_Safety/profile Date of Generation: 01APR2021 (10:49)

Page 148

FDA-CBER-2021-5683-1016161



090177e196e6793b\Final\Final On: 28-Apr-2021 12:12 (GMT)

Compound: PF-07302048; Protocol: C4591001 Page 149 of 157
Reason(s) for Narrative: Death

Unique Subject ID: C4591001 1252 12521010; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 17AUG2020; Date of Last Dose: 08SEP2020

Narrative Comment

Subject C4591001 1252 12521010, an 80-year-old white male with a pertinent medical history of systolic congestive heart failure (since 2016); hypertension, hyperlipidemia,
gastroesophageal reflux disease (GERD), and atrial fibrillation (all since Apr 2018); seasonal allergy (since 18 Apr 2018); hypokalemia (since Jul 2018); neuropathy and
chronic back pain (both since Aug 2019); insomnia (since Sep 2019); and cerebrovascular accident (on 05 Aug 2020), received Dose 1 on 17 Aug 2020 and Dose 2 on

08 Sep 2020 (Day 23). The subject was diagnosed with COVID-19 pneumonia on 25 Dec 2020, 108 days after receiving Dose 2. The subject died of COVID-19 pneumonia
on 26 Dec 2020, 109 days after receiving Dose 2.

Concomitant medications included tramadol (since 2018) for chronic back pain, amiodarone (since Apr 2018) for atrial fibrillation, bumetanide (since Apr 2018) for fluid
retention, carvedilol (since Apr 2018) for hypertension, ropinirole (since 2019) for restless legs syndrome, ondansetron (since 2019) for nausea, amlodipine (since Jun 2019)
for hypertension, trazodone (since Sep 2019) for insomnia, simvastatin (since 2020) for hyperlipidemia, benazepril/hydrochlorothiazide (since 17 Mar 2020) for
hypertension, chlorthalidone (since 29 Jun 2020) for congestive heart failure, apixaban (since Jul 2020) for cerebrovascular accident, omeprazole (since Jul 2020) for GERD,
potassium chloride (since 03 Aug 2020) as a supplement, sacubitril valsartan sodium hydrate (since 05 Aug 2020) for chronic heart failure, and
sulfamethoxazole/trimethoprim (from 07 Dec 2020 to 17 Dec 2020) for lower leg wound.

On 25 Dec 2020 (Day 131), the subject complained of garbled speech and increased confusion, and he was taken to the emergency room (ER). The subject’s family reported
that he was in rehabilitation care from 15 Dec 2020 (Day 121) to 23 Dec 2020 (Day 129) for a scalp laceration (on Day 114) due to a fall from a chair. The subject had
experienced difficulty with ambulation and, hence, physical and occupational therapy was provided. He also had shortness of breath and chest congestion, but denied having
fever, chills, nausea, vomiting, or diarrhea. A COVID-19 test on 14 Dec 2020 was negative. On arrival at the ER on 25 Dec 2020 (Day 131), the subject’s blood pressure
(BP) was 124/68 mmHg, body temperature was 36.8°C, heart rate was 79 beats/min, respiratory rate was 20 breaths/min, and oxygen saturation was 98%. On the same day
(Day 131), a SARS-CoV-2 test was positive; laboratory test results showed elevated aspartate aminotransferase of 819 IU/L, estimated glomerular filtration rate of

13 mL/min, low hemoglobin of 9.2 g/dL, elevated international normalized ratio of 2.26, low lymphocytes of 8.8 (units not reported), and low platelets of 125 pL (normal
ranges were not reported); a chest x-ray showed bilateral airspace disease (cardiomegaly with congestive heart failure); and a computed tomography scan of the brain was
normal. The subject was diagnosed with COVID-19 pneumonia, which was considered life-threatening by the investigator. On an unspecified date in Dec 2020, the
laboratory results showed blood urea nitrogen (BUN) of 91, creatinine of 4.1, BUN/creatinine ratio of 21.9 (normal ranges and units were not reported), and C-reactive
protein of 24.7 mg/dL (normal range was not reported). The subject was not in any cardiopulmonary distress, but had acute kidney injury (on Day 131) secondary to acute
tubular necrosis from the underlying COVID-19 infection. It was reported that there was no need for any dialysis at that time. Treatment with
benazepril/hydrochlorothiazide and bumetanide was withheld because of the acute kidney injury and because the subject’s baseline renal function results were unknown. On
an unspecified date in Dec 2020, the subject was kept in isolation, during which his oxygen saturation was 96% on room air. The subject was on telemetry and continued to
do poorly. The family stated that the subject had a do-not-resuscitate status. Over the short stay in the telemetry unit, his oxygen saturation dropped to 83% and the subject
was given 6 liters of oxygen via nasal cannula. He continued to have dyspnea and became unresponsive. He was treated in the ER with dexamethasone and
ipratropium/albuterol (both from 25 Dec 2020 to 26 Dec 2020) for COVID-19 pneumonia. On 26 Dec 2020 (Day 132), the subject died of COVID-19 pneumonia. An
autopsy was not performed.

In the opinion of the investigator, there was no reasonable possibility that the COVID-19 pneumonia was related to the study intervention, concomitant medications, or
clinical trial procedures. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001 Page 150 of 157
Reason(s) for Narrative: Related Serious Adverse Event

Unique Subject ID: C4591001 1003 10031111; Country: USA

Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)

Date of First Dose: 30JUL2020; Date of Last Dose: 22FEB2021

Demography
Date of Birth Age at Enrollment (Years) Race [Ethnicity Sex
(b) (B) 1994 25 'White Non-Hispanic/non-Latino M

Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
180.34 cm 81.82 kg 25.1 kg/m2 30JUL2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
Migraines Migraine 2005 Past
Seasonal Allergies Seasonal allergy 2010 Present
Study Vaccination(s)
'Vaccination Number 'Vaccine Vaccination Date (Study Day) Time of Vaccination
1 Placebo 30JUL2020 (1) 10:23
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Compound: PF-07302048; Protocol: C4591001 Page 151 of 157
Reason(s) for Narrative: Related Serious Adverse Event

Unique Subject ID: C4591001 1003 10031111; Country: USA

Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)

Date of First Dose: 30JUL2020; Date of Last Dose: 22FEB2021

Study Vaccination(s)

'Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination
2 Placebo 20AUG2020 (22) 09:56

3 BNT162b2 02FEB2021 (188) 13:18

4 BNT162b2 22FEB2021 (208) 13:29

Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start |Stop Date
Number [SOC Term Investigator Text (Study Day) Time |(Study Day)
1 MUSC Psoriatic arthropathy psoriatic arthritis 26SEP2020 (59) ]06:00 |ONGOING
Adverse Events

Action Prior Relative Day
AE Stop [Duration [Toxicity [to AE Still Vaccination [From Prior |Narrative
Number [Time |(Days) Grade |Subject |[SAE [Present? |AE Related To: [Number Vaccination |Event
1 2 TC Y Yes Study Treatment |2 38 Y

Prohibited Concomitant Medications

No Prohibited Concomitant Medications
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Compound: PF-07302048; Protocol: C4591001 Page 152 of 157
Reason(s) for Narrative: Related Serious Adverse Event

Unique Subject ID: C4591001 1003 10031111; Country: USA

Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)

Date of First Dose: 30JUL2020; Date of Last Dose: 22FEB2021

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 30JUL2020
Completed VACCINATION 23SEP2020
Completed REPEAT SCREENING 1 02FEB2021
OPEN LABEL TREATMENT
FOLLOW-UP

Narrative Comment

Subject C4591001 1003 10031111, a 25-year-old white male with a pertinent medical history of seasonal allergy (since 2010), received Dose 1 on 30 Jul 2020 (Day 1) and
Dose 2 on 20 Aug 2020 (Day 22), both in the left deltoid. The subject was diagnosed with psoriatic arthropathy on 26 Sep 2020, 37 days after receiving Dose 2.

Concomitant medication included loratadine (since 2010) for seasonal allergies.

On an unspecified date, the subject was asymptomatic and came to the site for the 1-month post-Dose 2 visit and had his blood drawn for the immunogenicity assessment.
After a few days, the subject developed swelling and pain in the left elbow that made it painful to externally rotate the elbow joint. About a week later, the subject
experienced pain and swelling in his right foot, primarily the dorsum of the foot and the second and third toes. He also developed pain and swelling of the left index finger in
the shaft area of the proximal interphalangeal (PIP) joints. The swelling was present in the morning and abated at night. The subject had no fever, chills, or night sweats, and
no other joints were involved. He also had no prior history of arthritis or tenosynovitis and no recent history of urethral pain on urination, but he had a family history of
rheumatoid arthritis (grandmother).

On physical examination (date not specified), the subject’s left elbow was not warm or swollen, the index finger of the left hand was not swollen or tender to motion, the
right foot was not warm but was swollen in the dorsal area, the second and third toes were diffusely swollen (sausage toes) without pain, and there was no joint pain. There
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Compound: PF-07302048; Protocol: C4591001 Page 153 of 157
Reason(s) for Narrative: Related Serious Adverse Event

Unique Subject ID: C4591001 1003 10031111; Country: USA

Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)

Date of First Dose: 30JUL2020; Date of Last Dose: 22FEB2021

was no sign of a tick bite or rash, and there was no adenopathy in the epitrochlear or axillary area. The site's clinical impression was tenosynovitis of the second and third
right toes, resolving tenosynovitis of the left index finger, and possible tenosynovitis of the left elbow. Laboratory results showed an erythrocyte sedimentation rate (ESR) of
2, C-reactive protein (CRP) of 0.168, white blood cell (WBC) count of 5.7, hemoglobin (Hgb) of 16.6, platelet count of 1.61, and lymphocyte count of 1.0 (units and normal
ranges were not reported for all); and rheumatoid factor and Lyme serology tests were both negative.

The subject saw his primary care physician, who referred him to a rheumatologist for evaluation (date not specified). The subject was diagnosed with reactive arthritis. On
13 Nov 2020 (Day 107), laboratory investigations showed a CRP of 0.777 and ESR of 14 (normal range: 0-20); cyclic citrullinated peptide, rheumatoid factor, and human
leukocyte antigen B27 assay tests were all negative; and urinalysis was normal. On the same day (Day 107), the subject was prescribed prednisone 30 mg for 5 days,
followed by tapering doses of 20 mg for 5 days and 10 mg for the next 5 days. On 24 Nov 2020 (Day 118), following treatment with prednisone, the subject reported
improvement in the foot swelling but continued to have swelling in the second and third digits of his right foot, in his left index finger, and in his left elbow. The subject
continued to have significant joint pain in the left elbow and in the index finger, resulting in limited sports activities, but he continued to work. On 25 Nov 2020 (Day 119),
x-ray results of both hands and the right foot were normal. Since his last visit to the site, the subject had several appointments with a rheumatology/immunology consultant
and had undergone several laboratory tests; the most notable was the slight rise in ESR to 14 from a prior value of 2, as well as an increase in CRP to 1.53 from 0.168, with
unremarkable complete blood count and basic metabolic panels.

On 11 Dec 2020 (Day 135), the subject had an unscheduled visit to the site. At this visit, the swelling in his right foot and the second and third toes had resolved; his right
index finger remained tender with movement of the PIP and distal interphalangeal joints; and his left elbow was more symptomatic with increased pain, swelling, and limited
range of motion. On this day (Day 135), the WBC count was 5.50, platelet count was 23,3000, and Hgb was 16.3 (units not reported for all); neutrophils were 70.6%,
lymphocytes were 18.6%, and eosinophils were 2.2%; aspartate aminotransferase, alanine aminotransferase, blood electrolytes, blood urea nitrogen, and blood creatinine
were all normal. A left elbow x-ray result was normal. The subject had also developed several new patchy, scaly cutaneous lesions above his right eyebrow, hairline, and
scalp; and there were no cutaneous lesions on his trunk or extremities. The rheumatologist’s tentative clinical diagnosis was psoriatic arthropathy. As the subject had limited
ability to carry out prior activities, the investigator assessed the psoriatic arthropathy as a serious adverse event of special interest. The subject was treated with leflunomide
10 mg orally (PO) (from 11 Dec 2020 to 21 Jan 2021), sulfasalazine 1000 mg PO twice a day (since 21 Jan 2021), and ibuprofen 400 mg PO 2 to 3 times a day as needed
(since 13 Nov 2020). The psoriatic arthropathy was ongoing at the time of the last available report.

In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether he was eligible for receipt of BNT162b2. It was confirmed that he had
originally received placebo; the subject therefore received the first and second doses of BNT162b2 on 02 Feb 2021 (Day 188) and 22 Feb 2021 (Day 208), respectively, and
remains in the study.

In the opinion of the investigator, there was a reasonable possibility that the psoriatic arthropathy was related to the study intervention and clinical trial procedure (blood
draw) but was not related to the concomitant medication. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001 Page 154 of 157
Reason(s) for Narrative: Related Serious Adverse Event

Unique Subject ID: C4591001 1015 10151047; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 17AUG2020; Date of Last Dose: 09SEP2020

Demography
Date of Birth Age at Enrollment (Years) Race [Ethnicity Sex
(b) (6) 1990 30 Asian Non-Hispanic/non-Latino F

Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
157.48 cm 65.91 kg 26.5 kg/m2 17AUG2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
Migraines Migraine 2018 Present
Study Vaccination(s)
'Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination
1 BNT162b2 17AUG2020 (1) 17:01
2 BNT162b2 09SEP2020 (24) 15:20
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Reason(s) for Narrative: Related Serious Adverse Event

Unique Subject ID: C4591001 1015 10151047; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 17AUG2020; Date of Last Dose: 09SEP2020

Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start |Stop Date Stop [Duration
Number |SOC Term Investigator Text (Study Day) Time |(Study Day) Time [(Days)
1 EYE Corneal irritation Right corneal irritation 17AUG2020 (1) |22:54 |20AUG2020 (4) 4
2 GENRL  [Shoulder injury related to [SIRVA - shoulder injury related [09SEP2020 (24) ]18:00 |OS8FEB2021 (176) 153
vaccine administration to vaccine administration

Adverse Events

Action Prior Relative Day
AE Toxicity |to Vaccination (From Prior |Narrative
Number [Grade |[Subject [SAE |AE Still Present? AE Related To: Number Vaccination |Event
1 2 N N Resolved (20AUG2020) NOT RELATED/OTHER: Contact lens wear 1 1 N
2 3 N Y Resolved (08FEB2021) Study Treatment 2 1 Y

Prohibited Concomitant Medications

No Prohibited Concomitant Medications

Nonstudy Vaccines

No Nonstudy Vaccines
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Related Serious Adverse Event
Unique Subject ID: C4591001 1015 10151047; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 17AUG2020; Date of Last Dose: 09SEP2020

Page 156 of 157

Subject Summary

Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 17AUG2020
Completed VACCINATION 070CT2020
REPEAT SCREENING 1
OPEN LABEL TREATMENT
FOLLOW-UP
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Compound: PF-07302048; Protocol: C4591001 Page 157 of 157
Reason(s) for Narrative: Related Serious Adverse Event

Unique Subject ID: C4591001 1015 10151047; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 177AUG2020; Date of Last Dose: 09SEP2020

Narrative Comment

Subject C4591001 1015 10151047, a 30-year-old Asian female with no pertinent medical history, received Dose 1 on 17 Aug 2020 and Dose 2 on 09 Sep 2020 (Day 24),
both in her left deltoid. The subject experienced a shoulder injury related to vaccine administration (SIRVA) on 09 Sep 2020 (Day 24), on the same day as Dose 2.
Concomitant medication included cetirizine hydrochloride for allergies (since an unknown date).

On 09 Sep 2020 (Day 24), after Dose 2 administration and late in the evening, the subject experienced pain in the left arm. She noted that the adhesive bandage from Dose 2
was very high on her arm and experienced some soreness of her upper arm with very limited range of motion for the first few days and burning pain down her arm. Initially,
she also had a tingling sensation down her arm; however, this resolved. On 15 Sep 2020 (Day 30), the subject had a sensation of numbness, which affected her arm and
hand, with a sensation of loss of dexterity, notable when typing. The subject reported that her condition was improving gradually, especially in terms of pain, but she still
had a significant limitation in range of motion and daily activities. On examination, she had no obvious swelling, color change, bruising, or tenderness over the left deltoid.
She could raise her left arm slightly higher than 90 degrees and with assistance could lift higher, but this caused significant discomfort; she could not extend her left arm
behind her back well. The strength was noted to be 5/5. When moving her arm against resistance, she experienced pain down her arm and increased sensation of numbness.
The investigator reported a possible diagnosis of SIRVA that was considered an important medical event. The subject was aware that the shoulder injury could be self-
limited but could last for some time and was considering physical therapy as an option. The investigator suggested a neurology consultation and also discussed arrangements
for physical therapy. The subject was seen by a neurologist, who noted the following findings: motor function had normal muscle bulk and tone. No apparent fasciculation
or scapular winging was noted. Shoulder abduction was limited to 70 degrees, shoulder internal rotation was limited as well, but she was able to extend her left hand behind
her back. The neurologist considered 2 diagnoses: SIRVA and immune-mediated brachial plexus neuropathy (Parsonage-Turner syndrome), noting that the clinical picture
demonstrated components of both. An electromyography (EMG) was recommended to determine if there was nerve involvement and, if so, to what degree. At the time of
the neurological evaluation, the subject had started physical therapy.

On 02 Oct 2020 (Day 47), a needle EMG of the left upper extremity for all muscles was performed and was reported to be unremarkable. The deltoid sample was not
collected because of the suspected prior injury to the area. It was reported that since onset, both the pain and limitation in range of motion had improved at this time;
additionally, there was great improvement in the shoulder and upper arm, but less so in the hand or fingers. The EMG results did not reveal any neurophysiological evidence
of a left brachial plexopathy, median dysfunction at the left wrist, ulnar dysfunction across the left elbow, or left cervical radiculopathy. On 07 Oct 2020 (Day 52), the
neurologist considered SIRVA as the diagnosis, most likely based on the clinical improvement and the EMG result that did not reveal nerve involvement. The subject
reported continued improvement, especially of the upper arm, with increased range of motion, but continued to experience decreased dexterity of the left hand. The subject
was attending physical therapy twice weekly and reported satisfaction with the gradual and continued improvement. On 03 Nov 2020 (Day 79), the subject reported that 5
weeks of physical therapy had been completed and that the improvement was significant, but that she was not back to her usual state of health. Later, after completing
physical therapy, she felt much better and had returned to baseline state of health, and the SIRVA was considered resolved on 08 Feb 2021 (Day 176).

In the opinion of the investigator, there was a reasonable possibility that the SIRVA was related to the study intervention and to a clinical trial procedure (vaccine
administration), but not related to concomitant medications. Pfizer concurred with the investigator’s causality assessment. Additionally, it appears that the vaccine was
erroneously administered into or near the shoulder joint capsule. As postulated in the medical literature, unintentional injection of vaccines into the shoulder joint synovial

tissues may result in an immune-mediated inflammatory reaction causing SIRVA.
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Related Serious Adverse Event
Unique Subject ID: C4591001 1018 10181159; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 14AUG2020; Date of Last Dose: 04SEP2020

Page 1 of 154

Demography
Date of Birth Age at Enrollment (Years) Race Ethnicity Sex
(b) (6) 1967 53 White Non-Hispanic/non-Latino F
Vital Signs - Baseline

Date Collected
Height Weight BMI (Study Day)
176.53 cm 62.27 kg 19.9 kg/m2 14AUG2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
Obstructive breathing due to deviated septum Nasal septum deviation (b) (6) 1967 Past
benign cyst removed Cyst removal 1993 Past
Fibrocystic Breast Disease Fibrocystic breast disease 1993 Past
Migraines once or twice a month Migraine 2008 Present
Chronic Neck Pain Neck pain 2008 Present
Rhinoplasty Rhinoplasty 2008 Past
Breast augmentation Mammoplasty 2010 Past
Vitamin D deficiency Vitamin D deficiency 2013 Past
right shoulder dislocation Joint dislocation 2014 Past
Occipital Neuralgia R>L Occipital neuralgia 2014 Present
Right Shoulder Repair Shoulder operation 2014 Past
Rhinoplasty Rhinoplasty 2017 Past
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Related Serious Adverse Event
Unique Subject ID: C4591001 1018 10181159; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 14AUG2020; Date of Last Dose: 04SEP2020

Page 2 of 154

Study Vaccination(s)
Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination
1 BNT162b2 14AUG2020 (1) 11:33
2 BNT162b2 04SEP2020 (22) 16:07
Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start [Stop Date
Number [SOC Term Investigator Text (Study Day) Time [(Study Day)
1 NERV Paraesthesia Right Leg Paresthesia 200CT2020 (68) ONGOING
Adverse Events

Action Prior Relative Day
AE Stop [Duration |Toxicity |to AE Still Vaccination |From Prior |Narrative
Number [Time [(Days) Grade [Subject [SAE [Present? |AE Related To: |Number Vaccination |Event
1 2 TC Y Yes Study Treatment |2 47 Y

Prohibited Concomitant Medications

No Prohibited Concomitant Medications
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Related Serious Adverse Event

Unique Subject ID: C4591001 1018 10181159; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)
Date of First Dose: 14AUG2020; Date of Last Dose: 04SEP2020

Page 3 of 154

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

'Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 14AUG2020
Completed VACCINATION 070CT2020
REPEAT SCREENING 1
OPEN LABEL TREATMENT
FOLLOW-UP

Narrative Comment

Dose 2.

Subject C4591001 1018 10181159, a 53-year-old white female with a pertinent medical history of osteopenia and vitamin B2 deficiency (dates unknown), vitamin D
deficiency (from 2013 to 2014), migraine and neck pain (both since 2008), joint dislocation (right shoulder) and shoulder operation (both in 2014), and occipital neuralgia
(since 2014), received Dose 1 on 14 Aug 2020 and Dose 2 on 04 Sep 2020 (Day 22). The subject experienced right leg paresthesia on 20 Oct 2020, 46 days after receiving

Concomitant medications included zolmitriptan (since 2008) for migraines and vitamin D (since 2013) as a supplement.

On 20 Oct 2020 (Day 68), the subject began experiencing right leg paresthesia. On 28 Oct 2020 (Day 76), she had a nasal/sinus operation and received codeine
phosphate/paracetamol for 3 days. On 02 Nov 2020 (Day 81), she had lower back pain and bilateral lower extremity pain that was described as shooting pain, worse on the
right side. Her legs and parietal area of the scalp were sensitive to touch, with an associated burning pain. She also reported tenderness in the bilateral inguinal area. The
symptoms had gradually developed over approximately the past 3 weeks. The subject’s spine magnetic resonance imaging (MRI) was unremarkable; and the subject did not
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Compound: PF-07302048; Protocol: C4591001 Page 4 of 154
Reason(s) for Narrative: Related Serious Adverse Event

Unique Subject ID: C4591001 1018 10181159; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 14AUG2020; Date of Last Dose: 04SEP2020

Narrative Comment

consult her primary care physician or a neurologist at that time. The subject denied any neurological or lower back problems. She stated that when she began experiencing
the symptoms, her pain score was assessed as 8-9 on a scale of 10 for a couple of weeks and she used analgesics. She also reported that there had been a significant decrease
in her level of activity. On 10 Nov 2020 (Day 89), during a follow-up visit with the investigator, the subject reported that the paresthesia and skin sensitivity over the parietal
area had improved. The subject reported that she used paracetamol, ibuprofen, and codeine phosphate/paracetamol initially, and later received celecoxib. After treatment
with analgesics, her pain score at its worst was 6-7 on a scale of 10. She continued to use analgesics daily and was able to function adequately despite persistence of mild (1-
2/10 in severity) constant pain in her lower back and legs. The subject also reported that she had not noticed any exacerbating factors and denied any recent injury, travel,
infection, or change in diet. On 10 Nov 2020 (Day 89), the subject reported that she walked approximately 1 mile without any problem. Despite still not having an official
diagnosis, the investigator opted to report this as an important medical event since symptoms had persisted and the subject believed the symptoms started closer to 5 weeks
after vaccination, which was close to the 4-week postvaccination observation period.

The site obtained the medical records from the neurologist and the subject was seen on 06 Nov 2020 (Day 85). As per the neurologist’s note, an MRI of the cervical spine
performed several years before showed mild degenerative changes and spondylosis. The MRI of the lumbar spine performed recently showed “degenerative discopathy with
small left central disc protrusion at T5-T6 with minimal indentation thecal sac. No spinal cord compression, spinal canal stenosis, or neural foramina narrowing was
observed. Multilevel hypertrophic changes of the facets within the lumbar spine with no neural foramina stenosis was noted. An incidental finding revealed multilevel small
hemangiomas in the cervical and thoracic vertebral bodies.” A neurological examination on the same day (Day 85) was normal, including gait and tandem walk. Tenderness
was noted throughout the lower extremity musculature bilaterally and large mobile inguinal lymph nodes were palpable bilaterally. The laboratory tests ordered by the
neurologist were normal, including vitamin B12: 635 pg/mL (normal range [NR]: 200-960 pg/mL), folate: 19.6 ug/L (NR: =6.0 ug/L), vitamin D 25-hydroxy: 33 ng/mL
(NR: 30-100 ng/mL), total creatine phosphokinase: 45 U/L (NR: 28-176 U/L), erythrocyte sedimentation rate: 15 mm/hour (NR: 0-20 mm/hour), C-reactive protein:

0.3 mg/dL (NR: <0.5 mg/dL), serum aldolase: 3.9 U/L (NR: 1.5-7.2 U/L), thyroid-stimulating hormone: 1.130 ulU/mL (NR: 0.400-4.100 uIU/mL), free thyroxine:

1.42 ng/dL (NR: 0.80-1.90 ng/dL), Lyme antibody: 0.25 (negative less than 0.9; units not reported); antinuclear antibody was negative, serum protein electrophoresis was
normal, and no monoclonal protein was seen. Imaging study reports were not available; the neurologist’s impression included possible postviral syndrome or an autoimmune
process. There was no mention of concern for myelitis or any plan for further workup. The neurologist’s recommendation was to continue celecoxib, as needed, and follow
up with the primary care physician if laboratory results were unrevealing. It was planned to have the subject return to the clinic to obtain more in-depth history and possibly
some laboratory tests as well as request reports of MRIs. The right leg paresthesia was ongoing at the time of the last available report.

In the opinion of the investigator, there was a reasonable possibility that the right leg paresthesia was related to the study intervention, but not related to concomitant
medications or clinical trial procedures. Pfizer did not assess the right leg paresthesia as related to the study intervention and considered that there is not enough evidence to
establish a causal relationship with the study vaccine apart from a chronological association at the time of the report. Based on the information currently available, it was
more likely that the right leg paresthesia was associated with the subject’s underlying known neurological conditions.
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Compound: PF-07302048; Protocol: C4591001 Page S of 154
Reason(s) for Narrative: Related Serious Adverse Event, Safety-Related Subject Withdrawal

Unique Subject ID: C4591001 1129 11291260; Country: USA

Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)

Date of First Dose: 20NOV2020; Date of Last Dose: 25JAN2021

Demography
Date of Birth Age at Enrollment (Years) Race Ethnicity Sex
(b) (6) 2003 17 White Non-Hispanic/non-Latino F

Vital Signs - Baseline

Date Collected
Height Weight BMI (Study Day)
163.83 cm 59.45 kg 22.1 kg/m2 20NOV2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
asthma Asthma 2003 Present
eczema Eczema 2003 Present
tree nuts allergy Food allergy 2004 Present
peanuts allergy Food allergy 2004 Present
legumes allergy Food allergy 2004 Present
flaxseed allergy Food allergy 2004 Present
chickpeas allergy Food allergy 2004 Present
seasonal allergies oak Seasonal allergy 2004 Present
pollen allergy Seasonal allergy 2007 Present
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Related Serious Adverse Event, Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1129 11291260; Country: USA
Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)
Date of First Dose: 20NOV2020; Date of Last Dose: 25JAN2021

Page 6 of 154

Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
penicillin allergy Drug hypersensitivity 2010 Present
bronchoscopy Bronchoscopy 2016 Past
right hand neuropathy Neuropathy peripheral 2018 Present
Study Vaccination(s)
Vaccination Number 'Vaccine Vaccination Date (Study Day) Time of Vaccination
1 Placebo 20NOV2020 (1) 17:04
2 Placebo 15DEC2020 (26) 15:16
3 BNT162b2 25JAN2021 (67) 16:50
Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start |Stop Date Stop
Number [SOC Term Investigator Text (Study Day) Time |(Study Day) Time
1 IMMUN  |Anaphylactoid reaction Anaphylactoid Reaction 27JAN2021 (69) [10:30 [27JAN2021 (69) |11:24
Adverse Events

Action Prior Relative Day
AE Duration |Toxicity |[to Vaccination |[From Prior |Narrative
Number |(Days) Grade [Subject |[SAE [AE Still Present? AE Related To: |Number Vaccination [Event
1 1 4 TC/P Y Resolved (27JAN2021)  |Study Treatment |3 3 Y
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Related Serious Adverse Event, Safety-Related Subject Withdrawal

Unique Subject ID: C4591001 1129 11291260; Country: USA

Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)
Date of First Dose: 20NOV2020; Date of Last Dose: 25JAN2021

Page 7 of 154

Prohibited Concomitant Medications

No Prohibited Concomitant Medications

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

'Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 20NOV2020
Completed 'VACCINATION 12JAN2021
Completed REPEAT SCREENING 1 25JAN2021
Withdrawn OPEN LABEL TREATMENT |27JAN2021 ADVERSE EVENT

FOLLOW-UP
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Compound: PF-07302048; Protocol: C4591001 Page 8 of 154
Reason(s) for Narrative: Related Serious Adverse Event, Safety-Related Subject Withdrawal

Unique Subject ID: C4591001 1129 11291260; Country: USA

Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)

Date of First Dose: 20NOV2020; Date of Last Dose: 25JAN2021

Narrative Comment

Subject C4591001 1129 11291260, a 17-year-old white female with a pertinent medical history of asthma and eczema (both since 2003), food allergy (allergies to flaxseed,
chickpeas, legumes, peanuts, and tree nuts, all since 2004; chocolate allergy since 2012), seasonal allergy (allergy to oak since 2004 and pollen allergy since 2007), and drug
hypersensitivity (penicillin allergy since 2010), received Dose 1 on 20 Nov 2020 and Dose 2 on 15 Dec 2020 (Day 26), both in the left deltoid.

Concomitant medications included epinephrine (since 2005) for penicillin and food allergies, cetirizine hydrochloride and loratadine (both since 2007) for pollen allergy,
triamcinolone acetonide (since 2007) for eczema, and salbutamol sulfate (since 2010) for asthma.

In accordance with the protocol allowance, this subject was unblinded to determine whether she was eligible for receipt of BNT162b2. It was confirmed that she had
originally received placebo; the subject therefore received the first dose of BNT162b2 on 25 Jan 2021 (Day 67), administered in the left deltoid. The subject experienced
anaphylactoid reaction on 27 Jan 2021, 2 days after receiving the first dose of BNT162b2.

On 27 Jan 2021 (Day 69), at 1030 hours, the subject developed hives on the left arm and self-administered her epinephrine pen at 1054 hours. Shortly after that, at

1100 hours, she developed shortness of breath. She denied any other symptoms and confirmed no exposure to allergens prior to these events. She was not evaluated by the
school nurse nor did she seek further medical attention. The investigator considered the anaphylactoid reaction as life-threatening given the history of experiencing similar
symptoms and anaphylaxis reaction with tree nuts. On the same day (Day 69), the hives resolved at 1104 hours and the shortness of breath resolved around 1124 hours, and
the anaphylactoid reaction was considered resolved.

The subject was discontinued from the study intervention on 27 Jan 2021 because of the anaphylactoid reaction and remains in the study.

In the opinion of the investigator, there was a reasonable possibility that the anaphylactoid reaction was related to BNT162b2, but not related to Doses 1 and 2 of study
intervention, concomitant medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Related Serious Adverse Event

Unique Subject ID: C4591001 1142 11421247; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 21SEP2020; Date of Last Dose: 140CT2020

Page 9 of 154

Demography
Date of Birth Age at Enrollment (Years) Race Ethnicity Sex
(b) (6) 1948 71 White Non-Hispanic/non-Latino F
Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
165.1 cm 60.09 kg 22 kg/m2 21SEP2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
allergy to penicillin Drug hypersensitivity 1970 Present
breast cancer Breast cancer 1992 Past
(R) breast reconstruction Breast reconstruction 1992 Past
(R) mastectomy Mastectomy 1992 Past
Atrioventricular block, complete Atrioventricular block complete 1996 Present
Cardiac pacemaker in situ Cardiac pacemaker insertion 1996 Present
Sinoatrial Node Dysfunction Sinus node dysfunction 27JUN2012 Present
Paroxysmal Atrial Fibrillation Atrial fibrillation 08APR2015 Present
Paroxysmal supraventricular tachycardia Supraventricular tachycardia 11IMAY2015 Present
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Related Serious Adverse Event
Unique Subject ID: C4591001 1142 11421247; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 21SEP2020; Date of Last Dose: 140CT2020

Page 10 of 154

Study Vaccination(s)
Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination
1 BNT162b2 21SEP2020 (1) 10:03
2 BNT162b2 140CT2020 (24) 15:16
Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start [Stop Date Stop
Number [SOC Term Investigator Text (Study Day) Time [(Study Day) Time
1 CARD Ventricular arrhythmia Ventricular arrhythmias 140CT2020 (24) 210CT2020 (31)
Adverse Events

Action Prior Relative Day
AE Duration |Toxicity [to Vaccination |From Prior |Narrative
Number [(Days) Grade [Subject |[SAE [AE Still Present? AE Related To: |Number Vaccination |Event
1 8 3 TC Y Resolved (210CT2020) Study Treatment |2 1 Y

Prohibited Concomitant Medications

No Prohibited Concomitant Medications
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Related Serious Adverse Event

Unique Subject ID: C4591001 1142 11421247; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)
Date of First Dose: 21SEP2020; Date of Last Dose: 140CT2020

Page 11 of 154

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

'Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 21SEP2020
Completed VACCINATION 16NOV2020
REPEAT SCREENING 1
OPEN LABEL TREATMENT
FOLLOW-UP
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Compound: PF-07302048; Protocol: C4591001 Page 12 of 154
Reason(s) for Narrative: Related Serious Adverse Event

Unique Subject ID: C4591001 1142 11421247; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 21SEP2020; Date of Last Dose: 140CT2020

Narrative Comment

Subject C4591001 1142 11421247, a 71-year-old white female with a pertinent medical history of complete atrioventricular block and cardiac pacemaker insertion (both
since 1996), sinus node dysfunction (since 27 Jun 2012), atrial fibrillation (since 08 Apr 2015), and supraventricular tachycardia (since 11 May 2015), received Dose 1 on
21 Sep 2020 and Dose 2 on 14 Oct 2020 (Day 24). The subject experienced ventricular arrhythmia on 14 Oct 2020, on the same day as Dose 2.

Concomitant medications included fluticasone propionate (since 30 Jun 2010) for allergic rhinitis, cetirizine hydrochloride (since 03 Nov 2010) for allergic rhinitis,
atorvastatin (since 22 Feb 2013) for hyperlipidemia, duloxetine hydrochloride (since 17 Sep 2014) for an unknown indication, metoprolol succinate (since 08 Apr 2015) for
paroxysmal supraventricular tachycardia, apixaban (since 28 Dec 2015) for atrial fibrillation, and alendronate sodium (since 03 Sep 2019) for osteoporosis.

In the evening of 14 Oct 2020 (Day 24) at 2308 hours, the subject’s pacemaker recorded nonsustained ventricular tachycardia (NSVT) with an average heart rate of 134 beats
per minute (bpm), lasting 8 seconds. On 15 Oct 2020 (Day 25) at 0956 hours, the pacemaker recorded NSVT with an average heart rate of 199 bpm, lasting 15 seconds. On
16 Oct 2020 (Day 26) at 1854 hours, the pacemaker recorded NSVT with an average heart rate of 164 bpm, lasting 9 seconds. On 17 Oct 2020 (Day 27) at 1308 and

1322 hours, the subject had 2 episodes of NSVT with average heart rates of 185 bpm and 194 bpm, lasting 9 seconds and 8 seconds, respectively. On 18 Oct 2020 (Day 28)
at 1308 hours, the subject had an episode of NSVT with an average heart rate of 174 bpm, lasting 9 seconds. The subject reported fatigue and general malaise during the
NSVT episodes. On 20 Oct 2020 (Day 30), the subject reported to the site that she experienced subsequent episodes of ventricular tachycardia as noted above and that her
cardiologist recommended placement of a defibrillator. Relevant laboratory test results on 21 Oct 2020 (Day 31) included troponin I of 0.016 ng/mL (normal range [NR]: O-
0.034 ng/mL), creatine kinase (CK) of 98 U/L (NR: 33-194 U/L), CK-MB of 2.76 ng/mL (NR: 0-3.50 ng/mL), CK-MB index of 2.8% (NR: 0%-2.5%), sodium of

140 mmol/L (NR: 135-145 mmol/L), potassium of 4.5 mmol/L (NR: 3.5-5.0 mmol/L), chloride of 104 mmol/L (NR: 98-108 mmol/L), carbon dioxide of 26 mmol/L (NR:
23-31 mmol/L), and anion gap of 10 (NR: 2-16; units not reported). According to her cardiologist, the CK-MB index result was within acceptable limits and the other test
results were also normal. The ventricular arrhythmia was considered resolved on 21 Oct 2020 (Day 31). On 27 Oct 2020 (Day 37), the COVID-19 polymerase chain
reaction molecular test and SARS-CoV-2 immunoglobulin G (IgG) antibody test results were negative. An electrophysiology study on 29 Oct 2020 (Day 39) showed no
evidence of sustained VT/pmVT/VF (ventricular tachycardia/polymorphic ventricular tachycardia/ventricular fibrillation); however, brief paroxysms of pmVT were seen
“with aggressive phase of electrical stimulation protocol at 400/260/200/200,” which was nonspecific. No indication for an implantable cardioverter-defibrillator was
observed.

In the opinion of the investigator, there was a reasonable possibility that the ventricular arrhythmia was related to the study intervention based on the temporal relationship
since the arrhythmias began within 24 hours of Dose 2, but not related to concomitant medications or clinical trial procedures. Pfizer did not assess the ventricular
arrhythmia as related to the study intervention. Additionally, Pfizer commented that there was not enough evidence to establish a causal relationship with the study
intervention apart from a chronological association at the time of this report. In the absence of evidence for an inflammatory response to study intervention, it was more
likely that the ventricular arrhythmia was associated with the subject’s underlying known cardiac conditions.
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Related Serious Adverse Event, Safety-Related Subject Withdrawal, Lymphadenopathy
Unique Subject ID: C4591001 1178 11781107; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 04SEP2020; Date of Last Dose: 04SEP2020

Page 13 of 154

Demography
Date of Birth Age at Enrollment (Years) Race Ethnicity Sex
(b) (6) 1972 48 White Non-Hispanic/non-Latino F
Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
175.26 cm 113.64 kg 36.9 kg/m2 04SEP2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
seasonal allergies Seasonal allergy 1977 Present
sinus headache Sinus headache 1977 Present
pitocin allergy Drug hypersensitivity 1998 Present
benign paroxysmal vertigo Vertigo positional 1998 Present
menorrhagia Menorrhagia 2003 Past
uterine fibroids Uterine leiomyoma 2003 Past
hysterctomy Hysterectomy 2005 Past
osteoarthritis, bilateral knees and feet Osteoarthritis 2015 Present
eczema Eczema 2017 Present
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Related Serious Adverse Event, Safety-Related Subject Withdrawal, Lymphadenopathy
Unique Subject ID: C4591001 1178 11781107; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 04SEP2020; Date of Last Dose: 04SEP2020

Page 14 of 154

Study Vaccination(s)
Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination
1 BNT162b2 04SEP2020 (1) 13:38
Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start |Stop Date Stop
Number |[SOC Term Investigator Text (Study Day) Time |(Study Day) Time
1 GENRL  |Chills chills 05SEP2020 (2) 18:00 J05SEP2020 (2) 20:00
2 GENRL |Injection site erythema injection site redness 04SEP2020 (1) 19:00 [05SEP2020 (2) 19:00
3 GENRL  |Injection site pain injection site muscle soreness 04SEP2020 (1) 19:00 [06SEP2020 (3)
4 GENRL  |Injection site warmth injection site warmth 04SEP2020 (1) 19:00 [05SEP2020 (2) 19:00
5 BLOOD  |Lymphadenopathy right axilla lymphadenopathy 16SEP2020 (13) 20NOV2020 (78)
Adverse Events

Action Prior Relative Day
AE Duration |Toxicity [to Vaccination |From Prior |Narrative
Number [(Days) Grade [Subject |[SAE [AE Still Present? AE Related To: |Number Vaccination |Event
1 1 1 TC N Resolved (05SEP2020) Study Treatment (1 2 N
2 2 1 N N Resolved (05SEP2020) Study Treatment |1 1 N
3 3 2 N N Resolved (06SEP2020) Study Treatment |1 1 N
4 2 1 N N Resolved (05SEP2020) Study Treatment (1 1 N
5 66 2 TC/P Y Resolved (20NOV2020)  |Study Treatment |1 13 Y
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Compound: PF-07302048; Protocol: C4591001
Reason(s) for Narrative: Related Serious Adverse Event, Safety-Related Subject Withdrawal, Lymphadenopathy

Unique Subject ID: C4591001 1178 11781107; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)
Date of First Dose: 04SEP2020; Date of Last Dose: 04SEP2020

Page 15 of 154

Prohibited Concomitant Medications

No Prohibited Concomitant Medications

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

'Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 04SEP2020
Withdrawn VACCINATION 25SEP2020 ADVERSE EVENT
REPEAT SCREENING 1
OPEN LABEL TREATMENT
FOLLOW-UP
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Compound: PF-07302048; Protocol: C4591001 Page 16 of 154
Reason(s) for Narrative: Related Serious Adverse Event, Safety-Related Subject Withdrawal, Lymphadenopathy

Unique Subject ID: C4591001 1178 11781107; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 04SEP2020; Date of Last Dose: 04SEP2020

Narrative Comment

Subject C4591001 1178 11781107, a 48-year-old white female with a pertinent medical history of drug hypersensitivity to Pitocin, received Dose 1 on 04 Sep 2020 in her
left deltoid. The subject was diagnosed with lymphadenopathy on 16 Sep 2020, 12 days after receiving Dose 1.

Concomitant medications included ibuprofen (since 2000) for headache and osteoarthritis, cetirizine hydrochloride (since 2015) for seasonal allergies, and crisaborole (since
2017) for eczema.

On 04 Sep 2020 (Day 1), approximately 6 hours after Dose 1 administration, the subject reported mild injection site erythema and warmth and moderate injection site pain.
On 05 Sep 2020 (Day 2), she reported mild chills. That same day (Day 2), the injection site erythema, warmth, and chills were considered resolved, and on 06 Sep 2020
(Day 3), the injection site pain resolved. On 16 Sep 2020 (Day 13), the subject reported discomfort in her right arm, shoulder, and chest region, which she described as
feeling like a pulled muscle, even at rest. Additionally, the subject reported that her physician referred her to the regional hospital emergency room (ER) for further
evaluation. On 20 Sep 2020 (Day 17), the subject visited the ER, at which time her right axilla was examined, and a subsequent ultrasound examination of the right axilla on
the same day revealed at least 4 enlarged lymph nodes; the largest was 2.5 x 1.1 x 2.4 cm. The laboratory results on the same day showed a white blood cell count of

7.0 k/uL. (normal range [NR]: 4.0-10.0 k/uL) with 35.2% lymphocytes (NR: 20%-40%), and an absolute lymphocyte count of 2.4 k/uL. (NR: 1.0-4.0 k/uL). The subject
denied any injuries, cuts, or puncture wounds to the right arm or having had a similar problem previously. It was reported that no other areas other than the right axilla were
assessed for lymphadenopathy. The subject received ketorolac 10 mg intravenously once (on 20 Sep 2020) while in the ER for lymphadenopathy. The lymphadenopathy
was considered medically significant by the investigator. A biopsy was completed on 05 Oct 2020 (Day 32) without issue. On 12 Oct 2020 (Day 39), the subject
communicated via telephone the results of her workup, stating that her blood tests returned to normal and the biopsy showed no markers for lymphoma or other cancer. Per
subject report, the oncologist considered the vaccine as the most likely etiology for her lymphadenopathy. The lymphadenopathy was considered resolved on 20 Nov 2020
(Day 78). A follow-up oncological visit was planned in 3 months with a possible repeat of the axillary ultrasonography. The subject was scheduled to have a follow-up visit
and ultrasound examination on 29 Dec 2020 (Day 117).

The subject was discontinued from the study intervention on 25 Sep 2020 because of the lymphadenopathy and remains in the study to be evaluated for safety,
immunogenicity, and efficacy.

In the opinion of the investigator, there was a reasonable possibility that the lymphadenopathy was related to the study intervention, but not related to concomitant
medications or clinical trial procedures. Pfizer did not assess the lymphadenopathy as related to the study intervention and considered that there was not enough evidence to
establish a causal relationship with the study intervention apart from a chronological association at the time of this report. It was also noted that the subject received the
study intervention in the left deltoid and the lymphadenopathy was in the right axillary area.
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Related Serious Adverse Event
Unique Subject ID: C4591001 1212 12121024; Country: Turkey
Vaccine Group (as Administered): BNT162b2 (30 pg)
Date of First Dose: 04NOV2020; Date of Last Dose: 2SNOV2020

Page 17 of 154

Demography
Date of Birth Age at Enrollment (Years) Race Ethnicity Sex
(b) (6) 1979 41 White Non-Hispanic/non-Latino M
Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
174 cm 83.4 kg 27.5 kg/m2 04NOV2020 (1)
Medical History
No Medical History
Study Vaccination(s)
Vaccination Number 'Vaccine Vaccination Date (Study Day) Time of Vaccination
1 BNT162b2 04NOV2020 (1) 10:35
2 BNT162b2 25N0V2020 (22) 11:07
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Related Serious Adverse Event

Unique Subject ID: C4591001 1212 12121024; Country: Turkey
Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 04NOV2020; Date of Last Dose: 2SNOV2020

Page 18 of 154

Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start |Stop Date Stop |Duration
Number [SOC Term Investigator Text (Study Day) Time |(Study Day) Time |(Days)
1 MUSC Myalgia mild muscle pain 15JAN2021 (73) [02:00 |19JAN2021 (77) |[16:08 |5
2 CARD Myocardial infarction Heart Attack 03FEB2021 (92) [02:00 [03FEB2021 (92) ]08:00 |1
Adverse Events

Prior Relative Day
AE Toxicity |Action to Vaccination |[From Prior |Narrative
Number |Grade |Subject [SAE |AE Still Present? AE Related To: Number Vaccination [Event
1 1 N N Resolved (19JAN2021) |INOT RELATED/OTHER: workout 2 52 N
2 4 TC/TCN |Y Resolved (03FEB2021) Study Treatment 2 71 Y

Prohibited Concomitant Medications

No Prohibited Concomitant Medications

Nonstudy Vaccines

No Nonstudy Vaccines
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Compound: PF-07302048; Protocol: C4591001 Page 19 of 154
Reason(s) for Narrative: Related Serious Adverse Event

Unique Subject ID: C4591001 1212 12121024; Country: Turkey

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 04NOV2020; Date of Last Dose: 2SNOV2020

Subject Summary

'Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 04NOV2020
Completed 'VACCINATION 23DEC2020
REPEAT SCREENING 1
OPEN LABEL TREATMENT
FOLLOW-UP

Narrative Comment

Subject C4591001 1212 12121024, a 41-year-old white male with no reported medical history, received Dose 1 on 04 Nov 2020 and Dose 2 on 25 Nov 2020 (Day 22). The
subject was diagnosed with a myocardial infarction on 03 Feb 2021, 70 days after receiving Dose 2.

On 02 Feb 2021 (Day 91), the subject presented to the emergency room (ER) with chest pain, numbness in the left arm, and anxiety. The laboratory tests showed normal
values of high-sensitivity troponin of 10.01 ng/L (normal range [NR]: 0-34.2 ng/L) and creatine phosphokinase MB of 14 IU/L (NR: 0-24 IU/L) at that time. An
electrocardiogram was normal; however, the high-sensitivity troponin values approximately after 4 and 6 hours were elevated at 139 ng/L and 282.2 ng/L, respectively.

On 03 Feb 2021 (Day 92), the subject was hospitalized because of a non-ST myocardial infarction, diagnosed by a cardiologist. A coronary angiography showed slow flow,
and a plaque was detected in the left descending artery. On the same day (Day 92), the subject was started on treatment with enoxaparin sodium 0.6 (units not reported),
aspirin 100 mg daily, atorvastatin 20 mg daily, metoprolol 50 mg daily, and ramipril twice a day. On 03 Feb 2021 (Day 92), the myocardial infarction was considered
resolved. The myocardial infarction was considered as life-threatening by the investigator. Discharge information was not reported at the time of this report.

In the opinion of the investigator, there was a reasonable possibility that the myocardial infarction was related to the study intervention, but not related to clinical trial
procedures. The investigator additionally stated that it was difficult to state if the myocardial infarction was related or unrelated to the study intervention, as the subject
described himself as healthy, with no cardiac disease, cardiac complaint, or coronary obstruction before study intervention, and no family history of heart disease. Pfizer did
not concur with the investigator’s causality assessment and considered the event not related to study intervention, concomitant medications, or clinical trial procedures based
on the finding of slow flow and plaque in the left descending coronary artery and the temporal latency of 2 months 8 days.
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Related Serious Adverse Event

Unique Subject ID: C4591001 1212 12121024; Country: Turkey
Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 04NOV2020; Date of Last Dose: 2SNOV2020

Page 20 of 154
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1005 10051214; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 03SEP2020; Date of Last Dose: 03SEP2020

Page 21 of 154

Demography
Date of Birth Age at Enrollment (Years) Race Ethnicity Sex
(b) (6) 1949 71 White Non-Hispanic/non-Latino F
Vital Signs - Baseline

Date Collected
Height Weight BMI (Study Day)
172.72 cm 110.82 kg 37.1 kg/m2 03SEP2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
MENOPAUSE Menopause 1994 Present
HIGH CHOLESTEROL Blood cholesterol increased 2000 Present
Gastroesophageal reflux disease Gastrooesophageal reflux disease 2000 Present
HIGH BLOOD PRESSURE Hypertension 2000 Present
SWELLING OF FEET Peripheral swelling 2000 Present
DEPRESSION Depression 2015 Present
Chronic obstructive pulmonary disease Chronic obstructive pulmonary disease 2018 Present
TYPE Il DIABETES Type 2 diabetes mellitus FEB2020 Present
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Compound: PF-07302048; Protocol: C4591001 Page 22 of 154
Reason(s) for Narrative: Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1005 10051214; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)
Date of First Dose: 03SEP2020; Date of Last Dose: 03SEP2020
Study Vaccination(s)
Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination
1 BNT162b2 03SEP2020 (1) 15:14
Adverse Events
Action

AE MedDRA [MedDRA Preferred Start Date Start |Stop Date Stop [Duration |Toxicity |to
Number |[SOC Term Investigator Text (Study Day) [Time [(Study Day) Time |(Days) Grade |Subject [SAE
1 GENRL  |Facial pain FACIAL TENDERNESS 06SEP2020 (4) 16SEP2020 (14) 11 2 TC/P N
2 GENRL |Injection site pain INJECTION SITE PAIN 04SEP2020 (2) 07SEP2020 (5) 4 2 N N
3 GENRL  |Swelling face FACIAL SWELLING 06SEP2020 (4) 16SEP2020 (14) 11 2 TC/P N
4 INFEC Upper respiratory tract UPPER RESPIRATORY 06SEP2020 (4) 16SEP2020 (14) 11 2 TC N

infection INFECTION
Adverse Events

Prior Relative Day
AE Vaccination |[From Prior |Narrative
Number |AE Still Present? AE Related To: Number Vaccination [Event
1 Resolved NOT RELATED/OTHER: ALLERGIC REACTION TO UNKNOWN]1 4 Y
(16SEP2020) AGENT
2 Resolved Study Treatment 1 2 N
(07SEP2020)
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1005 10051214; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 03SEP2020; Date of Last Dose: 03SEP2020

Page 23 of 154

Adverse Events

Prior Relative Day
AE Vaccination |From Prior [Narrative
Number |AE Still Present? AE Related To: Number Vaccination [Event
3 Resolved NOT RELATED/OTHER: ALLERGIC REACTION TO UNKNOWN]|1 4 Y
(16SEP2020) AGENT
4 Resolved NOT RELATED/OTHER: CONCURRENT ILLNESS 1 4 N
(16SEP2020)

Prohibited Concomitant Medications

No Prohibited Concomitant Medications

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

'Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 03SEP2020
Withdrawn VACCINATION 13SEP2020 ADVERSE EVENT
REPEAT SCREENING 1
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Compound: PF-07302048; Protocol: C4591001 Page 24 of 154
Reason(s) for Narrative: Safety-Related Subject Withdrawal

Unique Subject ID: C4591001 1005 10051214; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 03SEP2020; Date of Last Dose: 03SEP2020

Subject Summary

'Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
OPEN LABEL TREATMENT
FOLLOW-UP

Narrative Comment

Subject C4591001 1005 10051214, a 71-year-old white female with a pertinent medical history of hypertension (since 2000), chronic obstructive pulmonary disease

(since 2018), and type 2 diabetes mellitus (since Feb 2020), received Dose 1 on 03 Sep 2020. The subject experienced facial pain and swelling on 06 Sep 2020, 3 days after
receiving Dose 1.

On 04 Sep 2020 (Day 2), the subject experienced moderate injection site pain that resolved on 07 Sep 2020 (Day 5). She also experienced facial pain and facial swelling that
began on 06 Sep 2020 (Day 4), 3 days after receiving Dose 1, and resolved on 16 Sep 2020 (Day 14). On 06 Sep 2020 (Day 4), the subject experienced upper respiratory
infection, which also resolved on 16 Sep 2020 (Day 14).

The subject was discontinued from the study intervention on 13 Sep 2020 because of the facial pain and facial swelling and remains in the study to be evaluated for safety,
immunogenicity, and efficacy.

In the opinion of the investigator, there was no reasonable possibility that the facial pain and facial swelling were related to the study intervention, but rather they were
related to an allergic reaction to an unknown agent. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1006 10061020; Country: USA
Vaccine Group (as Administered): Placebo

Date of First Dose: 12AUG2020; Date of Last Dose: 12AUG2020

Page 25 of 154

Demography
Date of Birth Age at Enrollment (Years) Race Ethnicity Sex
(b) (6) 1944 75 White Non-Hispanic/non-Latino M

Vital Signs - Baseline

Date Collected
Height Weight BMI (Study Day)
182.88 cm 80.45 kg 24 kg/m2 12AUG2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
FACTOR 5 LIDEN Coagulation factor V level (b) (6) 1944 Present
RECURRENT PEPTIC ULCER Peptic ulcer 1980 Present
DEEP VEIN THROMBOPHLEBITIS RIGHT LEG Deep vein thrombosis 1983 Present
CORONARY ARTERY DISEASE Coronary artery disease 1989 Present
MITRAL VALVE PROLAPSE Mitral valve prolapse 1989 Past
CORONARY ATHEROSCLEROSIS Arteriosclerosis coronary artery DEC1989 Present
HEART ATTACK Myocardial infarction DEC1989 Past
LEFT BACK PAIN Back pain 1990 Present
DIABETES TYPE 2 Type 2 diabetes mellitus 21AUG1995 Present
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1006 10061020; Country: USA
Vaccine Group (as Administered): Placebo

Date of First Dose: 12AUG2020; Date of Last Dose: 12AUG2020

Page 26 of 154

Medical History

Investigator Text MedDRA Preferred Term Start Date Disease Status
HYPERCHOLESTEROLEMIA Hypercholesterolaemia 2000 Present
RECURRENT BILATERAL LOWER EXTREMITIES EDEMA Oedema peripheral 2000 Present
CARDIAC STENT PLACEMENT Coronary arterial stent insertion 25MAR2004

HEART ATTACK Myocardial infarction 25MAR2004
FLATULENCE Flatulence 2008 Present
CAUTERIZED ULCERS ON DUODENUM Duodenal ulcer repair 09FEB2008

BOWEL BLOCKAGE Intestinal obstruction 01APR2008

BOWEL BLOCKAGE REMOVAL Intestinal operation 01APR2008

BASAL CELL CARCINOMA, RECURRENT, MULTIPLE Basal cell carcinoma 2010 Present
LOCATIONS

CATARACT SURGERY Cataract operation AUG2010

XEROSIS CUTIS Dry skin 2015 Present
POLYNEUROPATHY, DIABETIC BILATERAL FEET Diabetic neuropathy 2016 Present
PLANTAR FACIITIS OF RIGHT FOOT Plantar fasciitis 2016 Present
TRANSIENT ISCHEMIC ATTACK Transient ischaemic attack JAN2016

RIGHT BUNDLE BRANCH BLOCK Bundle branch block right 2017 Present
CARDIAC STENT PLACEMENT Coronary arterial stent insertion MAR2017

HEART ATTACK Myocardial infarction MAR?2017

ANAL FISSURE Anal fissure 2018 Present
HYPERTENSION Hypertension 2018 Present
TRANSIENT ISCHEMIC ATTACK Transient ischaemic attack JUL2018
CARDIOVASCULAR ACCIDENT Cardiovascular disorder 06MAR2019
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Compound: PF-07302048; Protocol: C4591001 Page 27 of 154
Reason(s) for Narrative: Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1006 10061020; Country: USA
Vaccine Group (as Administered): Placebo
Date of First Dose: 12AUG2020; Date of Last Dose: 12AUG2020
Study Vaccination(s)
Vaccination Number 'Vaccine Vaccination Date (Study Day) Time of Vaccination
1 Placebo 12AUG2020 (1) 11:32
Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start [Stop Date Stop [Duration |Toxicity |Action to
Number [SOC Term Investigator Text (Study Day) [Time |(Study Day) [Time |(Days) Grade |Subject
1 CARD Acute myocardial NON-ST ELEVATED 25AUG2020 27AUG2020 3 3 TC/TCN
infarction MYOCARDIAL INFARCTION ((14) (16)
2 CARD Angina pectoris ANGINA 21AUG2020 27AUG2020 7 2 TCN
(10) (16)
3 CARD Coronary artery occlusion |[CORONARY ARTERY 25AUG2020 27AUG2020 3 4 TC/TCN/P/W
OCCLUSION (14) (16)
4 RESP Dyspnoea exertional DYSPNEA ON EXERTION 25AUG2020 27AUG2020 3 2 TCN
(14) (16)
5 CARD Mitral valve incompetence [MITRAL VALVE 25AUG2020 27AUG2020 3 3 TCN
REGURGITATION (14) (16)
Adverse Events
Prior Relative Day
AE Vaccination |From Prior |Narrative
Number [SAE |AE Still Present? [AE Related To: Number Vaccination |Event
1 N Resolved NOT RELATED/OTHER: CORONARY 1 14 N
(27AUG2020) ARTHEROSCLEROSIS
2 N Resolved NOT RELATED/OTHER: CORONARY 1 10 N
(27AUG2020) ATHEROSCLEROSIS
3 Y Resolved NOT RELATED/OTHER: CORONARY 1 14 Y
(27AUG2020) ATHEROSCLEROSIS
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1006 10061020; Country: USA
Vaccine Group (as Administered): Placebo

Date of First Dose: 12AUG2020; Date of Last Dose: 12AUG2020

Page 28 of 154

Adverse Events

Prior Relative Day
AE Vaccination |From Prior [Narrative
Number [SAE |AE Still Present? |AE Related To: Number Vaccination [Event
4 N Resolved NOT RELATED/OTHER: CORONARY 1 14 N
(27AUG2020) ATHEROSCLEROSIS
5 N Resolved NOT RELATED/OTHER: PROGRESSION OF 1 14 N
(27AUG2020) MYXOMATOUS MITRAL VALVE
Prohibited Concomitant Medications
No Prohibited Concomitant Medications
Nonstudy Vaccines
No Nonstudy Vaccines
Subject Summary
'Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 12AUG2020
‘Withdrawn VACCINATION 16SEP2020 ADVERSE EVENT

REPEAT SCREENING 1
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1006 10061020; Country: USA

Vaccine Group (as Administered): Placebo
Date of First Dose: 12AUG2020; Date of Last Dose: 12AUG2020

Page 29 of 154

Subject Summary

'Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
OPEN LABEL TREATMENT
'Withdrawn FOLLOW-UP 16SEP2020 ADVERSE EVENT
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Compound: PF-07302048; Protocol: C4591001 Page 30 of 154
Reason(s) for Narrative: Safety-Related Subject Withdrawal

Unique Subject ID: C4591001 1006 10061020; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 12AUG2020; Date of Last Dose: 12AUG2020

Narrative Comment

Subject C4591001 1006 10061020, a 75-year-old white male with a pertinent medical history of factor V Leiden (since (b) (6) 1944), deep vein thrombosis (since 1983),
coronary artery disease (since 1989), arteriosclerosis coronary artery (since Dec 1989), mitral valve prolapse (in 1989), myocardial infarction (in Dec 1989, on 25 Mar 2004,
and in Mar 2017), type 2 diabetes (since 21 Aug 1995), hypercholesterolemia (since 2000), coronary arterial stent insertion (on 25 Mar 2004 and in Mar 2017), transient
ischemic attack (in Jan 2016 and in Jul 2018), right bundle branch block (since 2017), hypertension (since 2018), and cardiovascular accident (on 06 Mar 2019), received
Dose 1 on 12 Aug 2020. The subject was diagnosed with coronary artery occlusion on 25 Aug 2020, 13 days after receiving Dose 1.

Concomitant medications included warfarin (since 2005) for factor V Leiden; metformin (since 2010), insulin aspart (since 2019), and insulin glargine (since Feb 2019), all
for type 2 diabetes; probiotics and magnesium (since 2015) as supplements; atorvastatin calcium (since 2018) for hypercholesterolemia; and lisinopril (since 2018) for
hypertension.

On 21 Aug 2020 (Day 10), the subject reported angina pectoris. On 25 Aug 2020 (Day 14), the subject presented to the emergency room (ER) reporting shortness of breath,
for which he was admitted to the hospital with chief complaints of exertional dyspnea and angina with little exertion that did not abate as usual. In the ER, the subject
received enoxaparin 80 mg subcutaneously once and atorvastatin 40 mg orally once daily. A chest x-ray showed no evidence of acute cardiopulmonary disease. An
electrocardiogram (ECG) showed previously diagnosed right bundle branch block with ST depression in lead II and T-wave inversion in leads I, V1, and aVF and inferior
infarct of undetermined age with no ST elevation; the subject had an elevated troponin level of 0.84 ng/mL (normal range [NR]: 0-0.15 ng/mL). He was diagnosed with an
acute non—ST-elevation myocardial infarction. Additional laboratory values included an elevated glucose level (value not reported) and a prothrombin time of 20.6 seconds
(NR: 12.2-15.5 seconds). Other laboratory results included brain natriuretic peptide, fibrin D-dimer, complete blood count, and lipase, which were within normal limits
(values not provided). No COVID-19 testing was performed.

That same day (Day 14), the subject was also diagnosed with mitral valve incompetence. On 26 Aug 2020 (Day 15), an angiogram was performed, which showed worsening
of coronary artery disease and severe multivessel coronary artery disease with significant multivessel coronary artery occlusion. The coronary artery occlusion was
considered life-threatening. The subject was given vitamin K and on 27 Aug 2020 (Day 16), he underwent 2-vessel coronary artery bypass graft surgery, during which it was
recognized that mitral regurgitation was severe, and the mitral valve was repaired. The subject was treated with Cardene, albumin 250 mg, and epinephrine 0.03 pg/kg/min,
but was quickly weaned off. On 27 Aug 2020 (Day 16), the exertional dyspnea, angina pectoris, coronary artery occlusion, acute myocardial infarction, and mitral valve
incompetence were considered resolved. The subject was discharged from the hospital on an unknown date.

The subject was withdrawn from the study on 16 Sep 2020 because of the coronary artery occlusion.

In the opinion of the investigator, there was no reasonable possibility that the coronary artery occlusion was related to the study intervention, concomitant medications, or
clinical trial procedures, but rather it was related to coronary atherosclerosis. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1007 10071347; Country: USA
Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)
Date of First Dose: 150CT2020; Date of Last Dose: 23FEB2021

Page 31 of 154

Demography
Date of Birth Age at Enrollment (Years) Race Ethnicity Sex
(b) (6) 1952 68 White Non-Hispanic/non-Latino M
Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
180 cm 92 kg 28.4 kg/m2 150CT2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
Allergy to food - shellfish Food allergy 1952 Present
drug allergy Penicillin Drug hypersensitivity 1958 Present
drug allergy sulfa Drug hypersensitivity 1958 Present
Hepatitis B Hepatitis B 1970 Past
Tobacco use disorder, continuous use Tobacco abuse 1975 Present
Hypertension Hypertension 1980 Present
Reflux esophagitis Gastrooesophageal reflux disease 1989 Present
Fundoplication Oesophagogastric fundoplasty 1989 Past
Asthma Asthma 1990 Past
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Compound: PF-07302048; Protocol: C4591001 Page 32 of 154
Reason(s) for Narrative: Safety-Related Subject Withdrawal

Unique Subject ID: C4591001 1007 10071347; Country: USA

Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)

Date of First Dose: 150CT2020; Date of Last Dose: 23FEB2021

Medical History

Investigator Text MedDRA Preferred Term Start Date Disease Status
Hepatitis C Hepatitis C 1999 Past
COPD Chronic obstructive pulmonary disease 2000 Present
Cardiac surgery Cardiac operation 2006 Past
Coronary artery disease Coronary artery disease 2006 Present
lodine allergy lodine allergy 2006 Present
Enlarged prostate (benign) Benign prostatic hyperplasia 25APR2011 Present
Hypercholesterolemia Hypercholesterolaemia 25NOV2011 Present
Depression Depression 2016 Present
Post-traumatic stress disorder Post-traumatic stress disorder 2016 Past
Study Vaccination(s)

'Vaccination Number 'Vaccine Vaccination Date (Study Day) Time of Vaccination

1 Placebo 150CT2020 (1) 14:40

3 BNT162b2 01FEB2021 (110) 13:18

4 BNT162b2 23FEB2021 (132) 10:04

Adverse Events

AE MedDRA [MedDRA Preferred Start Date Start |Stop Date Stop [Duration [Toxicity
Number [SOC Term Investigator Text (Study Day) Time |(Study Day) Time |(Days) Grade

1 CARD Atrial fibrillation atrial fibrillation 250CT2020 (11) |11:30 [260CT2020 (12) 2 3
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Compound: PF-07302048; Protocol: C4591001 Page 33 of 154
Reason(s) for Narrative: Safety-Related Subject Withdrawal

Unique Subject ID: C4591001 1007 10071347; Country: USA

Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)

Date of First Dose: 150CT2020; Date of Last Dose: 23FEB2021

Adverse Events

090177e196e6793c\Final\Final On: 28-Apr-2021 12:12 (GMT)

Action Prior Relative Day
AE to Vaccination |From Prior |Narrative
Number [Subject [SAE [AE Still Present? AE Related To: Number Vaccination [Event
1 TC/P Y Resolved (260CT2020) |NOT RELATED/OTHER: history of coronary artery disease 1 11 Y
Prohibited Concomitant Medications
No Prohibited Concomitant Medications
Nonstudy Vaccines
No Nonstudy Vaccines
Subject Summary
'Withdrawal/Completion

Status Study Phase Date Reason for Withdrawal
Completed SCREENING 150CT2020
'Withdrawn 'VACCINATION 05NOV2020 ADVERSE EVENT
Completed REPEAT SCREENING 1 01FEB2021

OPEN LABEL TREATMENT

FOLLOW-UP
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Compound: PF-07302048; Protocol: C4591001 Page 34 of 154
Reason(s) for Narrative: Safety-Related Subject Withdrawal

Unique Subject ID: C4591001 1007 10071347; Country: USA

Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)

Date of First Dose: 150CT2020; Date of Last Dose: 23FEB2021

Narrative Comment

Subject C4591001 1007 10071347, a 68-year-old white male with a pertinent medical history of tobacco abuse (since 1975), hypertension (since 1980), esophagogastric
fundoplication (1989), asthma (from 1990 to 2000), chronic obstructive pulmonary disease (COPD) (since 2000), cardiac operation (placing 2 stents, in 2006), coronary
artery disease (since 2006), hypercholesterolemia (since 25 Nov 2011), and depression (since 2016), received Dose 1 on 15 Oct 2020. The subject was diagnosed with atrial
fibrillation on 25 Oct 2020, 10 days after receiving Dose 1.

Concomitant medications included atorvastatin (since 16 Oct 2019) for hypercholesterolemia; sildenafil (since 17 Feb 2020) for erectile dysfunction; tiotropium bromide for
COPD:; hydrochlorothiazide/lisinopril and metoprolol tartrate for hypertension; trazodone for depression; and acetylsalicylic acid as prophylaxis for coronary artery disease
(all since unknown dates).

On 25 Oct 2020 (Day 11), the subject experienced palpitations and presented to the emergency room. He denied having had palpitations previously and had no history of
atrial fibrillation. He also denied recent illness, dizziness, shortness of breath, chest pain, syncope, nausea, vomiting, or diarrhea. He was hospitalized and an
electrocardiogram (ECG) showed atrial fibrillation. On the same day (Day 11), the SARS-CoV-2 RNA nasopharyngeal swab test was negative and a chest x-ray was normal.
The subject was treated with diltiazem 125 mg/125 mL intravenous (IV) infusion at 2.5-15 mg/hour and heparin 25,000 units/250 mL IV infusion at 18 units/kg/hour. The
diltiazem and heparin infusions were discontinued on 26 Oct 2020 (Day 12) after the subject achieved cardiac sinus rhythm, and he was placed on oral apixaban. The
subject’s troponin I was less than 0.015 ng/mL (normal range: 0-0.045 ng/mL) on 25 Oct 2020 (Day 11) and less than 0.015 ng/mL on 26 Oct 2020 (Day 12). On

26 Oct 2020 (Day 12), an echocardiogram was normal and an ECG showed incomplete right bundle branch block, old inferior infarct, and sinus rhythm (abnormalities
consistent with previous history). On the same day (Day 12), the atrial fibrillation resolved and the subject was discharged from the hospital on 27 Oct 2020 (Day 13).

The subject was discontinued from the study intervention on 05 Nov 2020 because of the atrial fibrillation. In accordance with the protocol allowance, the subject agreed to
be unblinded to determine whether he was eligible for receipt of BNT162b2. It was confirmed that he had originally received placebo; he therefore received the first and
second doses of BNT162b2 on 01 Feb 2021 (Day 110) and 23 Feb 2021 (Day 132), respectively, and remains in the study.

In the opinion of the investigator, there was no reasonable possibility that the atrial fibrillation was related to the study intervention, concomitant medications, or clinical trial
procedures, but rather it was related to the history of coronary artery disease. Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1008 10081667; Country: USA

Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)

Date of First Dose: 220CT2020; Date of Last Dose: 03FEB2021

Page 35 of 154

Demography
Date of Birth Age at Enrollment (Years) Race Ethnicity Sex
(b) (6) 1941 79 White Non-Hispanic/non-Latino M
Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
175.26 cm 80.73 kg 26.2 kg/m2 220CT2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
Non allergic rhinitis Rhinitis 1945 Present
Penicillin allergy Drug hypersensitivity 1957 Present
Asthma Asthma 1976 Present
Gastroesophageal reflux disease Gastrooesophageal reflux disease 2005 Present
Hypertension Hypertension 2005 Present
Levaquin allergy Drug hypersensitivity 2014 Present
Diabetes type 11 Type 2 diabetes mellitus 2017 Present
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1008 10081667; Country: USA
Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)
Date of First Dose: 220CT2020; Date of Last Dose: 03FEB2021

Page 36 of 154

Study Vaccination(s)
Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination
1 Placebo 220CT2020 (1) 11:33
2 Placebo 12NOV2020 (22) 09:29
3 BNT162b2 13JAN2021 (84) 10:46
4 BNT162b2 03FEB2021 (105) 10:32
Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start |Stop Date Stop |[Duration
Number [SOC Term Investigator Text (Study Day) Time |(Study Day) Time |(Days)
1 NEOPL Hepatic cancer liver cancer 25FEB2021 (127) ONGOING
2 GENRL |Injection site pain injection site are soreness 12NOV2020 (22) 19:30 |13NOV2020 (23) 2
Adverse Events
Action Prior Relative Day
AE Toxicity |[to Vaccination |From Prior |Narrative
Number [Grade |[Subject [SAE |AE Still Present? AE Related To: Number Vaccination [Event
1 3 \4 Y Yes NOT RELATED/OTHER: unknown 4 23 Y
2 1 N N Resolved (13NOV2020) Study Treatment 2 1 N

Prohibited Concomitant Medications

No Prohibited Concomitant Medications
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1008 10081667; Country: USA

Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)
Date of First Dose: 220CT2020; Date of Last Dose: 03FEB2021

Page 37 of 154

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

'Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 220CT2020
Completed VACCINATION 10DEC2020
Completed REPEAT SCREENING 1 13JAN2021
Completed OPEN LABEL TREATMENT |04MAR2021
'Withdrawn FOLLOW-UP 10MAR2021 ADVERSE EVENT
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Compound: PF-07302048; Protocol: C4591001 Page 38 of 154
Reason(s) for Narrative: Safety-Related Subject Withdrawal

Unique Subject ID: C4591001 1008 10081667; Country: USA

Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)

Date of First Dose: 220CT2020; Date of Last Dose: 03FEB2021

Narrative Comment

Subject C4591001 1008 10081667, a 79-year-old white male with a pertinent medical history of type 2 diabetes mellitus (since 2017), received Dose 1 on 22 Oct 2020 and
Dose 2 on 12 Nov 2020 (Day 22).

Concomitant medications included omeprazole (since 2005) for gastroesophageal reflux disease, fexofenadine hydrochloride and loratadine (both since 2005) for seasonal
allergies, montelukast sodium (since 2010) for seasonal allergies/asthma, atorvastatin (since 2015) for hypercholesterolemia, losartan (since 2016) for hypertension,
metformin (since 2017) for type 2 diabetes mellitus, acetylsalicylic acid (since 2019) for cardiac prophylaxis, and azelastine (since 30 Dec 2020) for nonallergic rhinitis.

In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether he was eligible for receipt of BNT162b2. It was confirmed that he had
originally received placebo; he therefore received the first and second doses of BNT162b2 on 13 Jan 2021 (Day 84) and 03 Feb 2021 (Day 105), respectively. He was
diagnosed with hepatic cancer on 25 Feb 2021, 22 days after receiving the second dose of BNT162b2.

On 04 Mar 2021 (Day 134), during Visit 103, the subject informed the site that he had been diagnosed with hepatic cancer on 25 Feb 2021. The hepatic cancer was
considered an important medical event by the investigator. The subject refused any further follow-up in the study, contact by the site or sponsor, and to provide any medical
records or testing and treatment details. No further attempts were made by the site for any additional information.

The subject was withdrawn from the study on 10 Mar 2021 because of the hepatic cancer that was ongoing at the time of withdrawal.

In the opinion of the investigator, there was no reasonable possibility that the hepatic cancer was related to BNT162b2, concomitant medications, or clinical trial procedures.
Pfizer concurred with the investigator’s causality assessment.
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1011 101111813 Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)
Date of First Dose: 080CT2020; Date of Last Dose: 080CT2020

Page 39 of 154

Demography
Date of Birth Age at Enrollment (Years) Race Ethnicity Sex
(b) (6) 1963 57 White Non-Hispanic/non-Latino F
Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
162.56 cm 85.45 kg 32.3 kg/m2 080CT2020 (1)
Medical History
No Medical History
Study Vaccination(s)
'Vaccination Number 'Vaccine Vaccination Date (Study Day) Time of Vaccination

1

BNT162b2

080CT2020 (1)

14:40
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1011 101111813 Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)
Date of First Dose: 080CT2020; Date of Last Dose: 080CT2020
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Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start |Stop Date Stop |Duration
Number [SOC Term Investigator Text (Study Day) Time |(Study Day) Time |(Days)
1 NERV Paraesthesia Tingling at finger tips 080CT2020 (1) 15:15 |080CT2020 (1) 16:15 |1
2 GASTR Paraesthesia oral Tingling around the mouth 080CT2020 (1) 15:15 [080OCT2020 (1) 16:14 (1
3 GASTR  |Toothache Toothache 300CT2020 (23) [09:00 [I17NOV2020 (41) [09:00 (19
Adverse Events
Action Prior Relative Day
AE Toxicity |[to Vaccination (From Prior |Narrative
Number [Grade |[Subject [SAE [AE Still Present? AE Related To: Number Vaccination [Event
1 1 N N Resolved (080CT2020) Study Treatment 1 1 N
2 1 P N Resolved (080OCT2020) Study Treatment 1 1 Y
3 1 TC N Resolved (17NOV2020) [NOT RELATED/OTHER: tooth ache 1 23 N

Prohibited Concomitant Medications

No Prohibited Concomitant Medications

Nonstudy Vaccines

No Nonstudy Vaccines
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1011 101111813 Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)
Date of First Dose: 080CT2020; Date of Last Dose: 080CT2020

Page 41 of 154

Subject Summary

'Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 080CT2020
'Withdrawn 'VACCINATION 080CT2020 ADVERSE EVENT
REPEAT SCREENING 1
OPEN LABEL TREATMENT
FOLLOW-UP

Narrative Comment

and efficacy.

In the opinion of the investigator, there was a reasonable possibility that the oral paresthesia was related to the study intervention.

Subject C4591001 1011 10111181, a 57-year-old white female with no reported medical history, received Dose 1 on 08 Oct 2020 at 1440 hours. The subject experienced
oral paresthesia starting at 1515 hours on 08 Oct 2020, the same day as Dose 1.
On 08 Oct 2020 (Day 1), the subject also experienced paresthesia of fingertips starting at 1515 hours. On the same day (Day 1), the oral paresthesia and paresthesia of
fingertips resolved by 1614 hours and 1615 hours, respectively.

The subject was discontinued from the study intervention on 08 Oct 2020 because of the oral paresthesia and remains in the study to be evaluated for safety, immunogenicity,
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Compound: PF-07302048; Protocol: C4591001 Page 42 of 154
Reason(s) for Narrative: Safety-Related Subject Withdrawal

Unique Subject ID: C4591001 1012 10121163; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 09SEP2020; Date of Last Dose: 09SEP2020

Demography
Date of Birth Age at Enrollment (Years) Race Ethnicity Sex
(b) (6) 1979 41 White Non-Hispanic/non-Latino F

Vital Signs - Baseline

Date Collected
Height Weight BMI (Study Day)
175.26 cm 63.18 kg 20.5 kg/m2 09SEP2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
Cat Scratch Disease Cat scratch disease 1982 Present
Penicillin Allergy (Anaphylactic Shock) Anaphylactic shock 1984 Present
Codeine Allergy Drug hypersensitivity 1984 Present
Allergic Atopic Dermatitis Dermatitis atopic 2016 Present
lodine Allergy lodine allergy 2017 Present
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Reason(s) for Narrative: Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1012 10121163; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 09SEP2020; Date of Last Dose: 09SEP2020
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Study Vaccination(s)
Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination
1 BNT162b2 09SEP2020 (1) 16:58
Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start |Stop Date Stop
Number [SOC Term Investigator Text (Study Day) Time |(Study Day) Time
1 GENRL |Injection site dermatitis LEFT UPPER ARM 11SEP2020 (3) ONGOING
DERMATITIS AT INJECTION
SITE
2 PSYCH  |Insomnia INSOMNIA 12SEP2020 (4) ONGOING
INV ‘Weight decreased 'WEIGHT LOSS 14SEP2020 (6) 040CT2020 (26)
Adverse Events
Action Prior Relative Day
AE Duration |Toxicity [to Vaccination |From Prior |Narrative
Number [(Days) Grade [Subject |[SAE [AE Still Present? AE Related To: |Number Vaccination [Event
1 2 P/W N Yes Study Treatment |1 3 Y
2 2 TC N Yes Study Treatment |1 4 N
3 21 3 N N Resolved (040CT2020)  |Study Treatment |1 6 N

Prohibited Concomitant Medications

No Prohibited Concomitant Medications
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1012 10121163; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)
Date of First Dose: 09SEP2020; Date of Last Dose: 09SEP2020
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Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

'Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 09SEP2020
'Withdrawn 'VACCINATION 24SEP2020 ADVERSE EVENT
REPEAT SCREENING 1
OPEN LABEL TREATMENT
'Withdrawn FOLLOW-UP 170CT2020 ADVERSE EVENT

Narrative Comment

dermatitis.

The injection site dermatitis was ongoing at the time of withdrawal.
In the opinion of the investigator, there was a reasonable possibility that the injection site dermatitis was related to the study intervention.

Subject C4591001 1012 10121163, a 41-year-old white female with a pertinent medical history of atopic dermatitis (since 2016), received Dose 1 on 09 Sep 2020. The
subject experienced injection site dermatitis (left upper arm) on 11 Sep 2020, 2 days after receiving Dose 1.
The subject was discontinued from the study intervention on 24 Sep 2020, and was subsequently withdrawn from the study on 17 Oct 2020 because of injection site

PFIZER CONFIDENTIAL SDTM Creation: 2SMAR2021 (23:24) Source Data: dm, vs, mh, ex, ae, cm, ds Output

File: ./nda2_unblinded/C4591001_BLA_Narrative_Safety/profile Date of Generation: 01APR2021 (10:49)

Page 201

FDA-CBER-2021-5683-1016214



090177e196e6793c\Final\Final On: 28-Apr-2021 12:12 (GMT)

Compound: PF-07302048; Protocol: C4591001 Page 45 of 154
Reason(s) for Narrative: Safety-Related Subject Withdrawal

Unique Subject ID: C4591001 1015 10151134; Country: USA

Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)

Date of First Dose: 27AUG2020; Date of Last Dose: 13JAN2021

Demography
Date of Birth Age at Enrollment (Years) Race Ethnicity Sex
(b) (6) 1965 55 White Non-Hispanic/non-Latino M

Vital Signs - Baseline

Date Collected
Height Weight BMI (Study Day)
182.88 cm 75 kg 22.4 kg/m2 27AUG2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
Childhood asthma Childhood asthma 1975 Present
Acid reflux Gastrooesophageal reflux disease 2000 Present
Vertigo Vertigo 2012 Present

PFIZER CONFIDENTIAL SDTM Creation: 2SMAR2021 (23:24) Source Data: dm, vs, mh, ex, ae, cm, ds Output
File: ./nda2_unblinded/C4591001_BLA_Narrative_Safety/profile Date of Generation: 01APR2021 (10:49)

FDA-CBER-2021-5683-1016215

Page 202



090177e196e6793c\Final\Final On: 28-Apr-2021 12:12 (GMT)

Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1015 10151134; Country: USA
Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)
Date of First Dose: 27AUG2020; Date of Last Dose: 13JAN2021
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Study Vaccination(s)
Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination
1 Placebo 27AUG2020 (1) 14:39
3 BNT162b2 21DEC2020 (117) 13:20
4 BNT162b2 13JAN2021 (140) 12:45
Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start |Stop Date Stop
Number |[SOC Term Investigator Text (Study Day) Time [(Study Day) Time
1 GENRL  |Chills Chills 13JAN2021 (140)  [20:00 |15JAN2021 (142)
2 GASTR  |Diarrhoea Diarrhea 28 AUG2020 (2) 28 AUG2020 (2)
3 NERV Headache Headache 28 AUG2020 (2) 01SEP2020 (6)
4 NERV Headache Headache 14JAN2021 (141)  [03:00 |15JAN2021 (142)
5 GENRL  |Injection site pain Injection site pain 21DEC2020 (117) 22DEC2020 (118)
6 GENRL  |Injection site pain Injection site pain 13JAN2021 (140)  [20:00 |15JAN2021 (142)
7 GASTR  |Nausea Nausea 28 AUG2020 (2) 01SEP2020 (6)
8 EAR Vertigo 'Worsening and continuing 28AUG2020 (2) 21DEC2020 (117)
episode of Veritgo
Adverse Events
Action Prior Relative Day
AE Duration |Toxicity [to Vaccination |[From Prior |Narrative
Number |(Days) Grade [Subject [SAE |AE Still Present? AE Related To: |Number Vaccination |Event
1 3 1 N N Resolved (15JAN2021) Study Treatment |4 1 N
2 1 1 N N Resolved (28AUG2020) Study Treatment (1 2 N
3 5 1 N N Resolved (01SEP2020) Study Treatment |1 2 N
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Compound: PF-07302048; Protocol: C4591001 Page 47 of 154
Reason(s) for Narrative: Safety-Related Subject Withdrawal

Unique Subject ID: C4591001 1015 10151134; Country: USA

Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)

Date of First Dose: 27AUG2020; Date of Last Dose: 13JAN2021

Adverse Events

Action Prior Relative Day
AE Duration |Toxicity [to Vaccination |From Prior |Narrative
Number [(Days) Grade [Subject |[SAE [AE Still Present? AE Related To: |Number Vaccination |Event
4 2 2 TC N Resolved (15JAN2021) Study Treatment |4 2 N
5 2 1 N N Resolved (22DEC2020) Study Treatment |3 1 N
6 3 1 N N Resolved (15JAN2021) Study Treatment |4 1 N
7 5 1 N N Resolved (01SEP2020) Study Treatment (1 2 N
8 116 2 P N Resolved (21DEC2020) Study Treatment (1 2 Y
Prohibited Concomitant Medications
No Prohibited Concomitant Medications
Nonstudy Vaccines
Investigator Text 'WHO Drug Preferred Term Start Date
Fluzone Quadrivalent INFLUENZA VACCINE INACT SPLIT 4V 28SEP2020
Subject Summary

'Withdrawal/Completion

Status Study Phase Date Reason for Withdrawal
Completed SCREENING 27AUG2020
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Compound: PF-07302048; Protocol: C4591001 Page 48 of 154
Reason(s) for Narrative: Safety-Related Subject Withdrawal

Unique Subject ID: C4591001 1015 10151134; Country: USA

Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)

Date of First Dose: 27AUG2020; Date of Last Dose: 13JAN2021

Subject Summary
'Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
'Withdrawn 'VACCINATION 06NOV2020 ADVERSE EVENT
Completed REPEAT SCREENING 1 21DEC2020
Completed OPEN LABEL TREATMENT |10FEB2021
FOLLOW-UP

Narrative Comment

Subject C4591001 1015 10151134, a 55-year-old white male with a pertinent medical history of vertigo (since 2012), received Dose 1 on 27 Aug 2020. The subject
experienced a worsening and continuing episode of vertigo on 28 Aug 2020, 1 day after receiving Dose 1.

On 28 Aug 2020 (Day 2), the subject also experienced diarrhea, headache, and nausea. The diarrhea resolved on the same day (Day 2) and the headache and nausea resolved
on 01 Sep 2020 (Day 6). The subject received the influenza vaccine inact split 4V on 28 Sep 2020 (Day 33).

The subject was discontinued from the study intervention on 06 Nov 2020 because of the worsening and continuing episode of vertigo. On 21 Dec 2020 (Day 117), the
worsening and continuing episode of vertigo resolved.

In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether he was eligible for receipt of BNT162b2. It was confirmed that he had
originally received placebo; the subject therefore received the first and second doses of BNT162b2 on 21 Dec 2020 (Day 117) and 13 Jan 2021 (Day 140), respectively, and
remains in the study.

In the opinion of the investigator, there was a reasonable possibility that the worsening and continuing episode of vertigo was related to the study intervention.
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Compound: PF-07302048; Protocol: C4591001 Page 49 of 154
Reason(s) for Narrative: Safety-Related Subject Withdrawal

Unique Subject ID: C4591001 1016 10161087; Country: USA

Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 10AUG2020; Date of Last Dose: 10AUG2020

Demography
Date of Birth Age at Enrollment (Years) Race Ethnicity Sex
(b) (6) 1976 43 White Non-Hispanic/non-Latino F

Vital Signs - Baseline

Date Collected
Height Weight BMI (Study Day)
177.8 cm 77.32 kg 24.4 kg/m2 10AUG2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
seasonal allergies Seasonal allergy APR1994 Present
allergy to flagyl Drug hypersensitivity APR2002 Present
meniscus repair Meniscus operation JUL2009 Past
migraines Migraine APR2010 Present
ovarian fibroid Ovarian fibroma JAN2015 Past
hysterectomy Hysterectomy JUN2015 Past
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1016 10161087; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 10AUG2020; Date of Last Dose: 10AUG2020

Page 50 of 154

Study Vaccination(s)
Vaccination Number 'Vaccine Vaccination Date (Study Day) Time of Vaccination
1 BNT162b2 10AUG2020 (1) 10:35

Adverse Events

AE MedDRA [MedDRA Preferred Start Date Start [Stop Date Stop
Number [SOC Term Investigator Text (Study Day) Time |(Study Day) Time
1 GENRL |Injection site swelling injection site swelling 10AUG2020 (1) 19AUG2020 (10)
Adverse Events

Action Prior Relative Day
AE Duration |Toxicity [to Vaccination [From Prior |Narrative
Number [(Days) Grade [Subject |[SAE [AE Still Present? AE Related To: |Number Vaccination |Event
1 10 3 TC/P N Resolved (19AUG2020) Study Treatment (1 1 Y

Prohibited Concomitant Medications

No Prohibited Concomitant Medications
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1016 10161087; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 10AUG2020; Date of Last Dose: 10AUG2020

Page 51 of 154

Nonstudy Vaccines

Investigator Text 'WHO Drug Preferred Term Start Date
pfizer bnt162b2 vaccine BNT162B2 14JAN2021
Subject Summary
'Withdrawal/Completion

Status Study Phase Date Reason for Withdrawal
Completed SCREENING 10AUG2020
'Withdrawn 'VACCINATION 31AUG2020 ADVERSE EVENT

REPEAT SCREENING 1

OPEN LABEL TREATMENT

FOLLOW-UP

Narrative Comment

immunogenicity, and efficacy.

Subject C4591001 1016 10161087, a 43-year-old white female with no pertinent medical history, received Dose 1 on 10 Aug 2020. On the same day (Day 1), the subject
reported severe injection site swelling after receiving Dose 1.

The injection site swelling resolved on 19 Aug 2020 (Day 10).
The subject was discontinued from the study intervention on 31 Aug 2020 because of the injection site swelling and remains in the study to be evaluated for safety,

In the opinion of the investigator, there was a reasonable possibility that the injection site swelling was related to the study intervention.
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1016 10161087; Country: USA
Vaccine Group (as Administered): BNT162b2 (30 pg)

Date of First Dose: 10AUG2020; Date of Last Dose: 10AUG2020

Page 52 of 154
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Compound: PF-07302048; Protocol: C4591001 Page 53 of 154
Reason(s) for Narrative: Safety-Related Subject Withdrawal

Unique Subject ID: C4591001 1022 10221053; Country: USA

Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)

Date of First Dose: 24AUG2020; Date of Last Dose: 01FEB2021

Demography
Date of Birth Age at Enrollment (Years) Race Ethnicity Sex
(b) (6) 1956 64 White Non-Hispanic/non-Latino F

Vital Signs - Baseline

Date Collected
Height Weight BMI (Study Day)
166.37 cm 83 kg 29.9 kg/m2 24AUG2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
Seasonal Allergies Seasonal allergy 17JUL2007 Present
Osteoarthrosis right lower leg Osteoarthritis 16NOV2007 Present
Menopausal Menopause 04DEC2018 Present
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1022 10221053; Country: USA
Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)
Date of First Dose: 24AUG2020; Date of Last Dose: 01FEB2021

Page 54 of 154

Study Vaccination(s)
Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination
1 Placebo 24AUG2020 (1) 11:09
2 Placebo 14SEP2020 (22) 13:02
3 BNT162b2 01FEB2021 (162) 11:25
Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start |Stop Date Stop
Number |[SOC Term Investigator Text (Study Day) Time |(Study Day) Time
1 GENRL  |Chills Moderate Chills 01FEB2021 (162) [19:00 [03FEB2021 (164) [19:00
2 GASTR Diarrhoea Moderate Diarrhea 04FEB2021 (165) ]08:00 |[07FEB2021 (168) ]08:00
3 NERV Headache Moderate Headache 01FEB2021 (162) |[19:00 [03FEB2021 (164) [19:00
4 GENRL |Injection site pain Injection Site Pain 01FEB2021 (162) 119:00 |[04FEB2021 (165) ]19:00
5 MUSC Myalgia Generalized Myalgias 01FEB2021 (162) |[19:00 [03FEB2021 (164) [19:00
Adverse Events

Action Prior Relative Day
AE Duration |Toxicity |[to Vaccination |[From Prior |Narrative
Number |(Days) Grade [Subject [SAE |AE Still Present? AE Related To: |Number Vaccination |Event
1 3 2 P N Resolved (O3FEB2021)  |Study Treatment |3 1 Y
2 4 2 P N Resolved (07FEB2021) Study Treatment |3 4 Y
3 3 2 P N Resolved (O3FEB2021)  |Study Treatment |3 1 Y
4 4 3 P N Resolved (04FEB2021) Study Treatment |3 1 Y
5 3 2 P N Resolved (03FEB2021) Study Treatment |3 1 Y
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1022 10221053; Country: USA
Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)
Date of First Dose: 24AUG2020; Date of Last Dose: 01FEB2021

Page 55 of 154

Prohibited Concomitant Medications

No Prohibited Concomitant Medications

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

'Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 24AUG2020
Completed 'VACCINATION 160CT2020
Completed REPEAT SCREENING 1 01FEB2021
Withdrawn OPEN LABEL TREATMENT |19FEB2021 ADVERSE EVENT
FOLLOW-UP
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Compound: PF-07302048; Protocol: C4591001 Page 56 of 154
Reason(s) for Narrative: Safety-Related Subject Withdrawal

Unique Subject ID: C4591001 1022 10221053; Country: USA

Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)

Date of First Dose: 24AUG2020; Date of Last Dose: 01FEB2021

Narrative Comment

Subject C4591001 1022 10221053, a 64-year-old white female with a pertinent medical history of osteoarthritis (since 16 Nov 2007), received Dose 1 on 24 Aug 2020 and
Dose 2 on 14 Sep 2020 (Day 22).

In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether she was eligible for receipt of BNT162b2. It was confirmed that she had
originally received placebo; the subject therefore received the first dose of BNT162b2 on 01 Feb 2021 (Day 162). She experienced moderate chills, moderate headache,
moderate myalgia, and severe injection site pain, approximately 7.5 hours after receiving the first dose of BNT162b2. On 04 Feb 2021, 3 days after receiving the first dose
of BNT162b2, she experienced diarrhea.

On 03 Feb 2021 (Day 164), the chills, headache, and myalgia resolved. On 04 Feb 2021 (Day 165), the injection site pain resolved. On 07 Feb 2021 (Day 168), the diarrhea
resolved.

The subject was discontinued from the study intervention on 19 Feb 2021 because of the chills, headache, myalgia, injection site pain, and diarrhea and remains in the study.
In the opinion of the investigator, there was a reasonable possibility that the chills, headache, myalgia, injection site pain, and diarrhea were related to BNT162b2.

PFIZER CONFIDENTIAL SDTM Creation: 2SMAR2021 (23:24) Source Data: dm, vs, mh, ex, ae, cm, ds Output
File: ./nda2_unblinded/C4591001_BLA_Narrative_Safety/profile Date of Generation: 01APR2021 (10:49)

FDA-CBER-2021-5683-1016226

Page 213



090177e196e6793c\Final\Final On: 28-Apr-2021 12:12 (GMT)

Compound: PF-07302048; Protocol: C4591001 Page 57 of 154
Reason(s) for Narrative: Safety-Related Subject Withdrawal

Unique Subject ID: C4591001 1027 10271105; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 28AUG2020; Date of Last Dose: 28AUG2020

Demography
Date of Birth Age at Enrollment (Years) Race Ethnicity Sex
(b) (6) 1974 46 Black or African American Non-Hispanic/non-Latino F

Vital Signs - Baseline

Date Collected
Height Weight BMI (Study Day)
164.47 cm 65.45 kg 24.1 kg/m2 28AUG2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
Migraine Headaches Migraine 1995 Present
Allergy to Shellfish Food allergy 1996 Present
Allergy to Iodine lodine allergy 1996 Present
Mitral Valve Prolapse Mitral valve prolapse 2007 Present
Hypertension Hypertension 2012 Present
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1027 10271105; Country: USA
Vaccine Group (as Administered): Placebo
Date of First Dose: 28AUG2020; Date of Last Dose: 28AUG2020

Page 58 of 154

090177e196e6793c\Final\Final On: 28-Apr-2021 12:12 (GMT)

Study Vaccination(s)
'Vaccination Number 'Vaccine Vaccination Date (Study Day) Time of Vaccination
1 Placebo 28 AUG2020 (1) 15:00
Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start [Stop Date Stop [Duration
Number [SOC Term Investigator Text (Study Day) Time [(Study Day) Time |(Days)
1 MUSC Back pain Lower back pain 08SEP2020 (12) 11SEP2020 (15) 4
2 MUSC Back pain Mid back pain 11SEP2020 (15) 14SEP2020 (18) 4
3 GENRL  |Chest pain Left-sided chest pain 08SEP2020 (12) 08SEP2020 (12) 1
4 IMMUN  |Drug hypersensitivity Allergic Reaction to 29AUG2020 (2) 11SEP2020 (15) 14
investigational product
5 GASTR  |Gastrooesophageal reflux |GERD 08SEP2020 (12) ONGOING
disease
NERV Hypoaesthesia Right arm numbness 11SEP2020 (15) 11SEP2020 (15) 1
MUSC Muscular weakness Right leg weakness 10SEP2020 (14) 10SEP2020 (14) 1
RESP Pharyngeal swelling Throat Swelling 29AUG2020 (2) 08SEP2020 (12) 11
Adverse Events
Action Prior Relative Day
AE Toxicity |[to Vaccination [From Prior |Narrative
Number |Grade |[Subject [SAE |AE Still Present? AE Related To: Number Vaccination [Event
1 1 N N Resolved (11SEP2020) |NOT RELATED/OTHER: GERD 1 12 N
2 1 N N  [Resolved (14SEP2020) |NOT RELATED/OTHER: GERD 1 15 N
3 1 TC N Resolved (08SEP2020) |NOT RELATED/OTHER: Gerd 1 12 N
4 2 TC/P N Resolved (11SEP2020)  |Study Treatment 1 2 Y
5 1 TC N  [Yes NOT RELATED/OTHER: acid reflux 1 12 N
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Compound: PF-07302048; Protocol: C4591001 Page 59 of 154
Reason(s) for Narrative: Safety-Related Subject Withdrawal

Unique Subject ID: C4591001 1027 10271105; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 28AUG2020; Date of Last Dose: 28AUG2020

Adverse Events
Action Prior Relative Day
AE Toxicity [to Vaccination [From Prior |Narrative
Number |Grade |Subject [SAE |AE Still Present? AE Related To: Number Vaccination [Event
6 1 N N Resolved (11SEP2020) [NOT RELATED/OTHER: Unknown 1 15 N
7 2 TCN N  [Resolved (10SEP2020) |NOT RELATED/OTHER: Unknown 1 14 N
8 2 TC N Resolved (08SEP2020) Study Treatment 1 2 N

Prohibited Concomitant Medications

No Prohibited Concomitant Medications

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

'Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 28AUG2020
Withdrawn VACCINATION 11SEP2020 ADVERSE EVENT
REPEAT SCREENING 1
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1027 10271105; Country: USA

Vaccine Group (as Administered): Placebo
Date of First Dose: 28AUG2020; Date of Last Dose: 28AUG2020

Page 60 of 154

Subject Summary

'Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
OPEN LABEL TREATMENT
FOLLOW-UP

Narrative Comment

receiving Dose 1.

Subject C4591001 1027 10271105, a 46-year-old black or African American female with a pertinent medical history of allergy to shellfish and iodine (since 1996), received
Dose 1 on 28 Aug 2020. The subject developed pharyngeal swelling considered to be an allergic reaction to the investigational product on 29 Aug 2020, 1 day after

The subject experienced throat swelling and difficulty swallowing and was treated with systemic and oral corticosteroids. Her symptoms persisted and she was seen by a
gastroenterologist. An endoscopy was normal.
The pharyngeal swelling resolved on 08 Sep 2020 (Day 12) and the allergic reaction to the investigational product resolved on 11 Sep 2020 (Day 15).

The subject was discontinued from the study intervention on 11 Sep 2020 because of the allergic reaction to the investigational product and remains in the study to be
evaluated for safety, immunogenicity, and efficacy.
In the opinion of the investigator, there was a reasonable possibility that the allergic reaction to the investigational product was related to the study intervention.

PFIZER CONFIDENTIAL SDTM Creation: 2SMAR2021 (23:24) Source Data: dm, vs, mh, ex, ae, cm, ds Output

File: ./nda2_unblinded/C4591001_BLA_Narrative_Safety/profile Date of Generation: 01APR2021 (10:49)

Page 217

FDA-CBER-2021-5683-1016230



090177e196e6793c\Final\Final On: 28-Apr-2021 12:12 (GMT)

Compound: PF-07302048; Protocol: C4591001 Page 61 of 154
Reason(s) for Narrative: Safety-Related Subject Withdrawal, Pregnancy

Unique Subject ID: C4591001 1028 10281003; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 14AUG2020; Date of Last Dose: 04SEP2020

Demography
Date of Birth Age at Enrollment (Years) Race Ethnicity Sex
(b) (6) 1979 41 Asian Not reported F

Vital Signs - Baseline

Date Collected
Height Weight BMI (Study Day)
157.99 cm 49.8 kg 19.9 kg/m2 14AUG2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
Myopia Myopia 1994 Present
Anus Surgery (Hemorrhoids) Haemorrhoid operation 2009 Past
Hemorrhoids Haemorrhoids 2009 Past
Environmental allergy Hypersensitivity 2013 Present
Induced Abortion Abortion induced JUL2013 Past
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Safety-Related Subject Withdrawal, Pregnancy
Unique Subject ID: C4591001 1028 10281003; Country: USA
Vaccine Group (as Administered): Placebo

Date of First Dose: 14AUG2020; Date of Last Dose: 04SEP2020

Page 62 of 154

Study Vaccination(s)
'Vaccination Number 'Vaccine Vaccination Date (Study Day) Time of Vaccination
1 Placebo 14AUG2020 (1) 10:03
2 Placebo 04SEP2020 (22) 11:04
Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start [Stop Date
Number [SOC Term Investigator Text (Study Day) Time [(Study Day)
1 INJ&P Exposure during pregnancy|exposure during pregnancy 29NOV2020 (108) ONGOING
Adverse Events

Action Prior Relative Day
AE Stop [Duration |Toxicity |to AE Still Vaccination [From Prior |Narrative
Number |Time |[(Days) Grade [Subject [SAE [Present? |AE Related To: |Number Vaccination |Event
1 W N Yes Study Treatment |2 87 Y

Prohibited Concomitant Medications

No Prohibited Concomitant Medications

Nonstudy Vaccines

No Nonstudy Vaccines
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Compound: PF-07302048; Protocol: C4591001 Page 63 of 154
Reason(s) for Narrative: Safety-Related Subject Withdrawal, Pregnancy

Unique Subject ID: C4591001 1028 10281003; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 14AUG2020; Date of Last Dose: 04SEP2020

Subject Summary
'Withdrawal/Completion

Status Study Phase Date Reason for Withdrawal
Completed SCREENING 14AUG2020
Completed 'VACCINATION 050CT2020

REPEAT SCREENING 1

OPEN LABEL TREATMENT
'Withdrawn FOLLOW-UP 21DEC2020 PREGNANCY

Narrative Comment

Subject C4591001 1028 10281003, a 41-year-old Asian female with pertinent obstetrical history of 5 previous pregnancies resulting in 3 live births, 1 induced abortion (in
Jul 2013), and 1 spontaneous abortion, received Dose 1 on 14 Aug 2020 and Dose 2 on 04 Sep 2020 (Day 22). The subject had an exposure during pregnancy on

29 Nov 2020, 86 days after receiving Dose 2.

Concomitant medication included multivitamin (since 2019) as a health supplement.

On 21 Dec 2020 (Day 130), the subject called to inform the investigator of her pregnancy, which the subject had found out on 19 Dec 2020 (Day 128). Her first day of the
last menstrual period was on 15 Nov 2020 (Day 94), the estimated date of conception was 29 Nov 2020 (Day 108), and the estimated delivery date is 22 Aug 2021. The
gestational age at the time of initial exposure was first trimester. It was reported that the subject’s 48-year-old male partner was also part of the study and he received his first|
dose on 20 Aug 2020 and second dose on 11 Sep 2020. The subject and her partner did not smoke, drink alcohol, or use illicit drugs during this pregnancy.

The subject was withdrawn from the study on 21 Dec 2020 because of the exposure during pregnancy. She was unblinded on 21 Dec 2020 (Day 130), after withdrawing
from the trial. Her partner decided to stay in the study and continue per protocol. On 28 Dec 2020 (Day 137), the subject informed the site that she had started bleeding and
had a miscarriage on 22 Dec 2020 (Day 131). The blood work done by her doctor confirmed that she was no longer pregnant.
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Compound: PF-07302048; Protocol: C4591001 Page 64 of 154
Reason(s) for Narrative: Safety-Related Subject Withdrawal

Unique Subject ID: C4591001 1044 10441163; Country: USA

Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)

Date of First Dose: 050CT2020; Date of Last Dose: 04MAR2021

Demography
Date of Birth Age at Enrollment (Years) Race Ethnicity Sex
(b) (6) 1983 37 White Non-Hispanic/non-Latino M

Vital Signs - Baseline

Date Collected
Height Weight BMI (Study Day)
182.9 cm 83.7 kg 25 kg/m2 050CT2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
Anxiety Anxiety 01JAN2008 Present
Temporomandibular joint dysfunction Temporomandibular joint syndrome 2010 Past
Gerd Gastrooesophageal reflux disease 2015 Present
Tricyclic Drug Intolerance Drug intolerance 01SEP2019 Present
Herniated disc Intervertebral disc protrusion JUN2020 Present
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1044 10441163; Country: USA
Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)
Date of First Dose: 050CT2020; Date of Last Dose: 04MAR2021

Page 65 of 154

Study Vaccination(s)

Vaccination Number Vaccine Vaccination Date (Study Day) Time of Vaccination
1 Placebo 050CT2020 (1) 15:55

2 Placebo 260CT2020 (22) 13:47

3 BNT162b2 04MAR2021 (151) 10:30

090177e196e6793c\Final\Final On: 28-Apr-2021 12:12 (GMT)

Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start |Stop Date Stop [Duration
Number [SOC Term Investigator Text (Study Day) Time |(Study Day) Time [(Days)
1 GENRL  |Chills chills 270CT2020 (23) 280CT2020 (24) 2
2 GENRL  |Fatigue fatigue 270CT2020 (23) 280CT2020 (24) 2
3 NERV Headache headache 270CT2020 (23) 280CT2020 (24) 2
4 GENRL |Injection site pain Injection site pain 04MAR2021 (151) 04MAR2021 (151) 1
5 MUSC Intervertebral disc ‘Worsening of herniated disc 05JAN2021 (93) ONGOING
protrusion

6 MUSC Myalgia generalized myalgia 270CT2020 (23) 280CT2020 (24) 2
Adverse Events

Action Prior Relative Day
AE Toxicity [to Vaccination |From Prior |Narrative
Number [Grade |[Subject [SAE |AE Still Present? AE Related To: Number Vaccination [Event
1 1 TC N Resolved (280CT2020) Study Treatment 2 2 N
2 1 N N Resolved (280CT2020) Study Treatment 2 2 N
3 1 N N Resolved (280CT2020) Study Treatment 2 2 N
4 1 TC/W [N Resolved (04MAR2021) Study Treatment 3 1 Y
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1044 10441163; Country: USA

Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)
Date of First Dose: 050CT2020; Date of Last Dose: 04MAR2021

Page 66 of 154

Adverse Events
Action Prior Relative Day
AE Toxicity |[to Vaccination |From Prior |Narrative
Number [Grade |Subject [SAE |AE Still Present? AE Related To: Number Vaccination [Event
5 2 TC N Yes NOT RELATED/OTHER: unk 2 72 N
6 1 N N Resolved (280CT2020) Study Treatment 2 2 N

Prohibited Concomitant Medications

No Prohibited Concomitant Medications

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

'Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 050CT2020
Completed VACCINATION 23NOV2020
Completed REPEAT SCREENING 1 03FEB2021
OPEN LABEL TREATMENT
FOLLOW-UP
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Compound: PF-07302048; Protocol: C4591001 Page 67 of 154
Reason(s) for Narrative: Safety-Related Subject Withdrawal

Unique Subject ID: C4591001 1044 10441163; Country: USA

Vaccine Group (as Administered): Placebo => BNT162b2 (30 pg)

Date of First Dose: 050CT2020; Date of Last Dose: 04MAR2021

Narrative Comment

After the data cutoff date of 13 Mar 2021 (with snapshot taken on 25 Mar 2021), it was determined that Subject C4591001 1044 10441163 did not withdraw from the study
because of the injection site pain and remains in the study.
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Compound: PF-07302048; Protocol: C4591001 Page 68 of 154
Reason(s) for Narrative: Safety-Related Subject Withdrawal

Unique Subject ID: C4591001 1054 10541186; Country: USA

Vaccine Group (as Administered): Placebo

Date of First Dose: 23SEP2020; Date of Last Dose: 23SEP2020

Demography
Date of Birth Age at Enrollment (Years) Race Ethnicity Sex
(b) (6) 1949 71 Black or African American Non-Hispanic/non-Latino F

Vital Signs - Baseline

Date Collected
Height Weight BMI (Study Day)
172.72 cm 84.35 kg 28.3 kg/m2 23SEP2020 (1)
Medical History
Investigator Text MedDRA Preferred Term Start Date Disease Status
lactose intolerance Lactose intolerance 2016 Present
appendectomy Appendicectomy 14FEB2017 Past
appendicitis Appendicitis 14FEB2017 Past
cyst, R axilla Cyst 2019 Present
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1054 10541186; Country: USA
Vaccine Group (as Administered): Placebo
Date of First Dose: 23SEP2020; Date of Last Dose: 23SEP2020

Page 69 of 154

Study Vaccination(s)
Vaccination Number 'Vaccine Vaccination Date (Study Day) Time of Vaccination
1 Placebo 23SEP2020 (1) 12:32
Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start |Stop Date Stop
Number |[SOC Term Investigator Text (Study Day) Time |(Study Day) Time
1 NERV Dizziness lightheadedness 23SEP2020 (1) |12:40 [23SEP2020 (1) (14:40
2 GASTR  |Nausea nausea 23SEP2020 (1) ]12:40 |23SEP2020 (1) [14:40
Adverse Events

Action Prior Relative Day
AE Duration |Toxicity |[to Vaccination [From Prior |Narrative
Number |(Days) Grade [Subject |[SAE [AE Still Present? AE Related To: |Number Vaccination [Event
1 1 1 P N Resolved (23SEP2020)  |Study Treatment |1 1 Y
2 1 1 P N Resolved (23SEP2020)  |Study Treatment |1 1 Y

Prohibited Concomitant Medications

No Prohibited Concomitant Medications
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1054 10541186; Country: USA

Vaccine Group (as Administered): Placebo
Date of First Dose: 23SEP2020; Date of Last Dose: 23SEP2020

Page 70 of 154

Nonstudy Vaccines

No Nonstudy Vaccines

Subject Summary

'Withdrawal/Completion
Status Study Phase Date Reason for Withdrawal
Completed SCREENING 23SEP2020
Withdrawn VACCINATION 23SEP2020 ADVERSE EVENT
REPEAT SCREENING 1
OPEN LABEL TREATMENT
FOLLOW-UP

Narrative Comment

immunogenicity, and efficacy.

Subject C4591001 1054 10541186, a 71-year-old black or African American female with no pertinent medical history, received Dose 1 on 23 Sep 2020 at 1232 hours. The
subject experienced dizziness and nausea on 23 Sep 2020 at 1240 hours, the same day as receiving Dose 1, which resolved on the same day at 1440 hours.
The subject was discontinued from the study intervention on 23 Sep 2020 because of the dizziness and nausea and remains in the study to be evaluated for safety,

In the opinion of the investigator, there was a reasonable possibility that the dizziness and nausea were related to the study intervention.
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Compound: PF-07302048; Protocol: C4591001

Reason(s) for Narrative: Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1055 10551145; Country: USA
Vaccine Group (as Administered): Placebo
Date of First Dose: 28AUG2020; Date of Last Dose: 28AUG2020

Page 71 of 154

Demography
Date of Birth Age at Enrollment (Years) Race Ethnicity Sex
(b) (6) 1985 35 White Non-Hispanic/non-Latino F
Vital Signs - Baseline
Date Collected
Height Weight BMI (Study Day)
166 cm 89 kg 32.3 kg/m2 28AUG2020 (1)
Medical History
No Medical History
Study Vaccination(s)
'Vaccination Number 'Vaccine Vaccination Date (Study Day) Time of Vaccination

1

Placebo

28AUG2020 (1)

14:35
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Reason(s) for Narrative: Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1055 10551145; Country: USA
Vaccine Group (as Administered): Placebo
Date of First Dose: 28AUG2020; Date of Last Dose: 28AUG2020
Adverse Events
AE MedDRA [MedDRA Preferred Start Date Start [Stop Date |Stop |Duration [Toxicity
Number [SOC Term Investigator Text (Study Day) Time [(Study Day) |[Time |(Days) Grade
1 NERV Cerebral capillary Cerebral Capillary telangiectasia |26SEP2020 (30) ONGOING 1
telangiectasia
2 GENRL  |Chronic fatigue syndrome [Chronic Fatigue Syndrome 05JAN2021 (131) ONGOING 2
3 GASTR  |Dysphagia Dysphagia AUG2020 () ONGOING 1
4 MUSC Fibromyalgia Fibromyalgia 05JAN2021 (131) ONGOING 2
5 MUSC Pain in extremity Bilateral upper extremity pain 100CT2020 (44) ONGOING 1
Adverse Events
Action Prior Relative Day
AE to AE Still Vaccination |From Prior |Narrative
Number |Subject [SAE |[Present? [AE Related To: Number Vaccination [Event
1 N N Yes NOT RELATED/OTHER: anatomical abnormality 1 30 N
2 N N Yes NOT RELATED/OTHER: Unknown etiology 1 131 N
3 P N Yes NOT RELATED/OTHER: unknown, GI or neurological abnormality Y
4 TC N Yes NOT RELATED/OTHER: Unknown etiology 1 131 N
5 TC N Yes NOT RELATED/OTHER: Cause is being evaluated 1 44 N

Prohibited Concomitant Medications

No Prohibited Concomitant Medications
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Reason(s) for Narrative: Safety-Related Subject Withdrawal
Unique Subject ID: C4591001 1055 10551145; Country: USA
Vaccine Group (as Administered): Placebo
Date of First Dose: 28AUG2020; Date of Last Dose: 28AUG2020
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Nonstudy Vaccines

Investigator Text 'WHO Drug Preferred Term Start Date
Pfizer BNT162b2 BNT162B2 26FEB2021
Subject Summary
'Withdrawal/Completion

Status Study Phase Date Reason for Withdrawal
Completed SCREENING 28AUG2020
Withdrawn VACCINATION 140CT2020 ADVERSE EVENT

REPEAT SCREENING 1

OPEN LABEL TREATMENT

FOLLOW-UP

Narrative Comment

late Aug 2020.

Subject C4591001 1055 10551145, a 35-year-old white female with no reported medical history, received Dose 1 on 28 Aug 2020. The subject experienced dysphagia in

The subject was discontinued from the study intervention on 14 Oct 2020 because of the dysphagia that was ongoing at the time of the last available report and remains in the
study to be evaluated for safety, immunogenicity, and efficacy.
In the opinion of the investigator, there was no reasonable possibility that the dysphagia was related to the study intervention, but rather it was related to an unknown
gastrointestinal or neurological abnormality.
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