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Header Text: ¢4591001

Visit: COHORT _SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

e¢CRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5,
STAGE 3 option is equivalent to PHASE 2/3.

1. | Select appropriate response - 24 JUL 2020
Protocol version

2. | Select appropriate response - What | STAGE 3 COHORTS
cohort does the subject belong to?
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Header Text: c4591001

Visit: COHORT _SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: MAIN INFORMED CONSENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

e¢CRF Audit Trail History

Informed Consent

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Aug/12/2020
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Header Text: c4591001

Visit: COHORT _SELECTION
Form Version: 06-Jul-2020 21:55
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form: DEMOGRAPHY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

e¢CRF Audit Trail History

Demography

1. | Subject ID [10811026]

2. | Birth Date: () (6)/1952

3. | Sex: FEMALE

4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. | Race: (Check X all that apply): WHITE

6. | Racial Designation:
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Header Text: c4591001

Visit: VI DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Date of Visit

1.

Date of Visit

Aug/12/2020

2.

Erroneous Visit
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 30-Jul-2020 21:29
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form: INCLUSION/EXCLUSION CRITERIA

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Form Comments

Inclusion Criteria Not Met

1.

Description of Inclusion Not Done
Criterion Not Met
Exclusion Criteria Met
2. Description of Exclusion Not Done
Criterion Met
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: DISPOSITION - SCREENING

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

e¢CRF Audit Trail History

Disposition - Screening

1. | Date of Aug/12/2020
Completion/Discontinuation/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: [1]
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Medical History Details

la

Line/MH Number:

(1]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Hypertension]

Start Date:

UNK/UNK/1987

Ongoing:

YES

1.b

Line/MH Number:

(2]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Dyslipidemia]

Start Date:

UNK/UNK/2002

Ongoing:

YES

Line/MH Number:

(3]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Diabetes Mellitus Type 2]

Start Date:

UNK/UNK/2016

Ongoing:

YES

1.d

Line/MH Number:

[4]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Obesity]

Start Date:

UNK/UNK/1962

Ongoing:

YES

***kConfidential ***
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Header Text: c4591001

Visit: VI _DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

l.e ||| ine/MH Number:

(3]

Disease/Syndrome/Surgery [Hypothyroidism]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1984
Ongoing: YES
Uf || Line/MH Number: [6]
Disease/Syndrome/Surgery [Adrenal Hyperplasia]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1997
Ongoing: YES
1.2 || Line/MH Number: [7]
Disease/Syndrome/Surgery [Gallstones]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Feb/UNK/2002
Ongoing: NO
End Date:
Feb/UNK/2003

Ih Line/MH Number:

(8]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug

[Colon Polyps- Benign]

Allergies:
Start Date: UNK/UNK/2011
Ongoing: NO
End Date:
UNK/UNK/2011
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Header Text: c4591001

Visit: VI _DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Li Line/MH Number:

(]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug

[Osteoarthritis-Bilateral Knees]

Allergies:
Start Date: UNK/UNK/2003
Ongoing: YES

Lj Line/MH Number:

[10]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug

[Osteoarthritis of Right Thumb]

Allergies:
Start Date: UNK/UNK/2003
Ongoing: YES

1k Line/MH Number:

[11]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug

[Fracture-Bilateral Wrists]

Allergies:
Start Date: UNK/UNK/2007
Ongoing: NO
End Date:
UNK/UNK/2007

L1 Line/MH Number:

[12]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug

[Seasonal Allergies]

Allergies:
Start Date: UNK/UNK/1972
Ongoing: YES

I'm |1 ine/MH Number:

[13]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug

[Carpal Tunnel Syndrome- Bilateral]

Allergies:
Start Date: UNK/UNK/2002
Ongoing: YES
Page 9 of 460
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Header Text: c4591001

Visit: VI _DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

I'n {1 [ ine/MH Number:

[14]

Disease/Syndrome/Surgery [Anemia]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2011
Ongoing: NO
End Date:
UNK/UNK/2015
1.0 |1 1 ine/MH Number: [15]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug

[Skin Cancer-Squamous Cell on Nose]

Allergies:
Start Date: UNK/UNK/2010
Ongoing: NO
End Date:
UNK/UNK/2010

L.p Line/MH Number:

[16]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug

[Squamous Cell Skin Cancer removed from Nose]

Allergies:
Start Date: UNK/UNK/2010
Ongoing: NO
End Date:
UNK/UNK/2010
1.4 || Line/MH Number: [17]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug

[Bilateral Carpal Tunnel Surgery]

Allergies:
Start Date: UNK/UNK/2002
Ongoing: NO
End Date:
UNK/UNK/2002
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

1t |1 Line/MH Number: [18]
Disease/Syndrome/Surgery [Cholecystectomy]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/2003
Ongoing: NO
End Date:
UNK/UNK/2003

Ls || Line/MH Number: [19]
Disease/Syndrome/Surgery [Total Knee Replacement Right Knee]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/2003
Ongoing: NO
End Date:
UNK/UNK/2009

Lt || Line/MH Number: [20]
Disease/Syndrome/Surgery [Colonoscopy/Removal of Benign Colon Polyps]
/Non-Drug Allergies/Drug
Allergies:

Start Date: Dec/1/2011
Ongoing: NO
End Date:
Dec/1/2011
Page 11 of 460
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 30-Jul-2020 21:28
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form: VITAL SIGNS - BASELINE

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Vital Signs

1. | Date: Aug/12/2020

2. | Weight: [259.4]

3. | Unit: LB

4. | Height: [66.0]

5. | Unit: in

6. | Body Mass Index: [41.9]

Vital Signs Details

7a || Record Identifier: 1
Temperature: [98.0]
Unit: F
Temperature Location: FOREHEAD
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 30-Jul-2020 21:27
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form: LAB URINALYSIS - PREGNANCY TEST
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Lab Urinalysis

1. | Lab Panel: URINALYSIS
2. | Lab Sub-Panel: PREGNANCY
3. | Collection Date: Aug/12/2020

4. | Laboratory Name and Address

[STUDY SITE]

(Derived)
5. | Specimen Type: URINE
Lab Result
6.a Sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result:
Not Done: NOT DONE
Page 13 of 460
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: RANDOMIZATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

e¢CRF Audit Trail History

Disposition
1. | Randomization Date : Aug/12/2020
2. | Randomization Number: [226458]

3. | Randomization Group:

[]

Page 14 of 460

***Confidential ***

FDA-CBER-2021-5683-0003254




090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES

Date of Collection:

Aug/12/2020

4. | If no sample was collected or []

sample was not collected

according to protocol, please

provide reason:
Aliquot
Please enter barcode for each aliquot.
S || Sample ID [BPHZFH]
55 || sample ID [BPHZFG]
3¢ || Sample ID [BP1J58]
5.d || sample ID [BP1J59]
5-¢ || Sample ID [BP1J5B]

***Confidential ***
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

e¢CRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type NASAL SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/12/2020
4. | If no sample was collected or [1]
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
32 || Sample ID [BP1J57]
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:04
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

e¢CRF Audit Trail History

Vaccination
1. | Was there a temporary delay of NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Aug/12/2020 11:49
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: []
9. | Unit:
10. | Timeframe Subject Was Observed | THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at YES
least the protocol specified
observation period after
investigational product
administration?
Page 17 of 460
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 06-Jul-2020 21:53
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form: REACTOGENICITY DIARY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

e¢CRF Audit Trail History

Reactogenicity Diary

1. | Select appropriate response -
Reactogenicity diary collection

YES - REACTOGENICITY E-DIARY COLLECTED FOR THIS SUBJECT
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Date of Visit

1.

Date of Visit

Sep/2/2020

2.

Erroneous Visit

***Confidential ***
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Header Text: ¢4591001
Visit: V2_ VAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

RESOLVED DATES

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1.

Were medications to treat
fever/pain given on the last day the
Subject Diary was completed?

NO

Symptom:

FEVER

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

2.b

Symptom:

FATIGUE

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

Symptom:

HEADACHE

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

2d

Symptom:

CHILLS

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

Symptom:

VOMITING

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO
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Header Text: c4591001

Visit: V2 VAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
2 || Symptom: DIARRHEA

Were fever or systemic YES

symptoms present on the last day Ongoing?

the Subject Diary was NO

completed? Stop Date:

Aug/18/2020

2g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic NO

symptoms present on the last day
the Subject Diary was

completed?
2h Symptom: NEW OR WORSENED JOINT PAIN
Were fever or systemic NO

symptoms present on the last day
the Subject Diary was

completed?
3. | Injection Site Location: DELTOID MUSCLE
4. |Injection Site Body Side: LEFT
Sa Injection Site Reaction: REDNESS
Were injection site reactions NO
present on the last day the
Subject Diary was completed?
5b Injection Site Reaction: SWELLING
Were injection site reactions NO
present on the last day the
Subject Diary was completed?
Sc Injection Site Reaction: PAIN AT INJECTION SITE
Were injection site reactions NO
present on the last day the
Subject Diary was completed?
Page 21 of 460
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:51
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: VITAL SIGNS - TEMP

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Vital Signs
1. | Date: Sep/2/2020
Vital Signs Details
2.a || Record Identifier: 1
Temperature: [96.6]
Unit: F
Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:27
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form: LAB URINALYSIS - PREGNANCY TEST
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Lab Urinalysis

1. | Lab Panel: URINALYSIS
2. | Lab Sub-Panel: PREGNANCY
3. | Collection Date: Sep/2/2020

4. | Laboratory Name and Address

[STUDY SITE]

(Derived)
5. | Specimen Type: URINE
Lab Result
6.a Sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result:
Not Done: NOT DONE
Page 23 of 460
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

e¢CRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type NASAL SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/2/2020
4. | If no sample was collected or [1]
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
32 || Sample ID [BP97MS]
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

e¢CRF Audit Trail History

Vaccination
1. | Was there a temporary delay of NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Sep/2/2020 11:06
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: []
9. | Unit:
10. | Timeframe Subject Was Observed | THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at YES
least the protocol specified
observation period after
investigational product
administration?
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Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L
Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Date of Visit

1.

Date of Visit

Sep/30/2020

2.

Erroneous Visit
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Header Text: ¢4591001
Visit: V3_ MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

RESOLVED DATES

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1.

Were medications to treat
fever/pain given on the last day the
Subject Diary was completed?

NO

Symptom:

FEVER

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

2.b

Symptom:

FATIGUE

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

Symptom:

HEADACHE

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

YES
Ongoing?
NO

Stop Date:
Sep/8/2020

2d

Symptom:

CHILLS

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

Symptom:

VOMITING

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

***Confidential ***
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Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

2.f

Symptom: DIARRHEA
Were fever or systemic YES
symptoms present on the last day Ongoing?
the Subject Diary was YES
completed?
2.8 || Symptom: NEW OR WORSENED MUSCLE PAIN
Were fever or systemic NO
symptoms present on the last day
the Subject Diary was
completed?
2h || symptom: NEW OR WORSENED JOINT PAIN
Were fever or systemic NO
symptoms present on the last day
the Subject Diary was
completed?
3. | Injection Site Location: DELTOID MUSCLE
4. | Injection Site Body Side: LEFT
32 || Injection Site Reaction: REDNESS
Were injection site reactions NO
present on the last day the
Subject Diary was completed?
5b Injection Site Reaction: SWELLING
Were injection site reactions NO
present on the last day the
Subject Diary was completed?
S5.c

Injection Site Reaction:

PAIN AT INJECTION SITE

Were injection site reactions
present on the last day the
Subject Diary was completed?

NO
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Header Text: c4591001

Visit: V3_ MONTH1 POSTVAX2 L
Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Sep/30/2020
4. | If no sample was collected or [1]
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
S || Sample ID [BP1HSS]
55 || sample ID [BRTXR7]
3¢ || Sample ID [BRTXRS]
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Header Text: c4591001

Visit: V4 MONTH6 L

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Date of Visit

1.

Date of Visit

Mar/3/2021

2.

Erroneous Visit
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Header Text: ¢4591001

Visit: V4 MONTH6 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject No: 10811026 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Mar/3/2021
4. | If no sample was collected or [1]
sample was not collected
according to protocol, please
provide reason:

Aliquot

Please enter barcode for each aliquot.

S || Sample ID [BRM4MH]
55 || sample ID [BRM4MJ]
3¢ || Sample ID [BKZ4HV]
5.d || sample ID [BKZ4HW]
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Header Text: c4591001

Visit: V5 MONTH12 L

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Date of Visit

1. | Date of Visit

//

2. | Erroneous Visit
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Header Text: c4591001

Visit: V5 MONTHI12 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Electronic Sample Tracking

1. | Data Origin

2. | Sample Type

3. | Sample Collected?

4. | If no sample was collected or [1]
sample was not collected
according to protocol, please
provide reason:

Aliquot

Please enter barcode for each aliquot.

5. Sample ID []
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Header Text: c4591001

Visit: V6 MONTH24 L

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Date of Visit

1. | Date of Visit

//

2. | Erroneous Visit
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Header Text: c4591001

Visit: V6 MONTH24 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Electronic Sample Tracking

1. | Data Origin

2. | Sample Type

3. | Sample Collected?

4. | If no sample was collected or [1]
sample was not collected
according to protocol, please
provide reason:

Aliquot

Please enter barcode for each aliquot.

5. Sample ID []
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET

on Oct/01/2020

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Oct/1/2020
2. | Erroneous Visit

COVID-19 Illness Visit

3. | COVID-19 Illness Visit: COVID_A
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
on Oct/01/2020
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
eCRF Audit Trail History
Signs and Symptoms
1. | Date of Assessment: Oct/1/2020
2. | Date of First Symptom Started: Sep/2/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Oct/5/2020
Symptoms
4a Symptoms: FEVER
Was symptom present? NO
4.6 || Symptoms: NEW OR INCREASED COUGH
Was symptom present? NO
4c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d Symptoms: CHILLS
Was symptom present? NO
de Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
4f || Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
4.8 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO
4h {1 Symptoms: DIARRHEA
Was symptom present? YES
Page 37 of 460
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

on Oct/01/2020

Form Version: 15-Sep-2020 21:55
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

4.4

Symptoms: VOMITING
Was symptom present? NO
Symptoms - Other
S Symptoms - Other Text: [1]
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Header Text: ¢4591001
Visit: POT_COVID_ILL 1

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Version: 06-Jul-2020 21:54

Form: MICROBIOLOGY SPECIMEN

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Date of Collect | Specimen Ty | Specimen Collection Loc | Assay Code and Descri | Device Ty
# . . . Form Instance
ion pe ation ption pe
1. | Not Done Not Done Not Done Not Done Not Done Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN

on Oct/01/2020

Form Version: 06-Jul-2020 21:54
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021

10:11

Back to Form
Form Comments
e¢CRF Audit Trail History

Microbiology Specimen

1. | Actual Date of Collection: Not Done Comments
//
2. | Specimen Type: Not Done Comments
3. | Specimen Collection Location: Not Done Comments
4. | Assay Code and Description: Not Done Comments
5. | Device Type: Not Done Comments
6. | Trade Name: Not Done Comments
7. | Test Result: Not Done Comments
8. | Comments/Findings/Details: Not Done Comments
[]
9. | Trade Name Other, Specify: Not Done Comments
[]
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Header Text: ¢4591001

on Oct/01/2020

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin

SITE

2. | Sample Type

NASAL SWAB SELF

3. | Sample Collected?

YES

Date of Collection:

Oct/5/2020

4. | If no sample was collected or [1]

sample was not collected

according to protocol, please

provide reason:
Aliquot
Please enter barcode for each aliquot.
S || Sample ID [RW79396]

***Confidential ***
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Header Text: ¢4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
on Oct/01/2020

Form Version: 22-Apr-2020 21:03

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE

2. | Sample Type NASAL _SWAB

3. | Sample Collected? NO

4. | If no sample was collected or [Telehealth visit]
sample was not collected
according to protocol, please
provide reason:

Aliquot

Please enter barcode for each aliquot.

5.a

Sample ID

[]
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Header Text: ¢4591001

on Oct/01/2020

Form Version: 15-Sep-2020 21:53
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Health Care Utilization

lLa Physician or Healthcare SPECIALIST
Professional:
Occurrence of Visits or Contacts: | NO

Lb Physician or Healthcare EMERGENCY ROOM
Professional:
Occurrence of Visits or Contacts: | NO

L.e Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visits or Contacts: | YES

Number of Visits or Contacts:

(1]

Ld Physician or Healthcare

Professional:

URGENT CARE

Occurrence of Visits or Contacts:

NO

Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts:

NO

Lf Physician or Healthcare

Professional:

OTHER

Occurrence of Visits or Contacts:

NO

Health Care Utilization Other

2. | Other Type of Practitioner Specify:

Health Care Utilization

3. | Has the subject been hospitalized
due to potential COVID-19
illness?

NO

***Confidential ***
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Header Text: ¢4591001

Visit: POT_COVID _ILL 1 Form: RESPIRATORY TREATMENT
Form Version: 06-Jul-2020 21:53

Site No: 1081
Subject No: 10811026

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021

10:11

Treatment Ident | Con Non-Drug Treatments Pre-s

# . . Treatment | Treatment | Start Date | Form Instance
ifier pecified
1. | Not Applicable Not Applicable Not Applica | Not Applica | Not Applica Repeating
ble ble ble Pages
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Header Text: c4591001

on Oct/01/2020

Form Version: 06-Jul-2020 21:53
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form
Form Comments
e¢CRF Audit Trail History

Respiratory Treatment

1. | What is the treatment Identifier? Not Applicable Comments
[]

2. | Concomitant Non-drug Treatment | Not Applicable Comments

Pre-specified:

3. | Treatment: Not Applicable Comments

4. | Treatment: Not Applicable Comments
[]

5. | Start Date: Not Applicable Comments
/

6. | Ongoing? Not Applicable Comments
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS

on Oct/01/2020

Form Version: 06-Jul-2020 21:52
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Illness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

2. | Was a diagnosis obtained for NO
Potential COVID-19 Illness?
3. | Toxicity Grade: 2
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Header Text: ¢4591001
Visit: POT_COVID_ILL 1

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

(&

4 Category of Clinical Even | Subcategory of Clinical Eve | Diagnosis Obtaine | Toxicity Grad Form Instance
t: nt d e
1. | Not Applicable Not Applicable Not Applicable Not Applicabl | Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE
on Oct/01/2020

Form Version: 17-Jul-2020 21:55
Site No: 1081

Form Status: Data Complete, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject No: 10811026 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Form Comments

e¢CRF Audit Trail History

Illness Details
1. | Category of Clinical Event: Not Applicable Comments
2. | Subcategory of Clinical Event: Not Applicable Comments
3. | Was a diagnosis obtained? Not Applicable Comments
4. | Toxicity Grade: Not Applicable Comments
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Site No: 1081

Header Text: ¢4591001
Visit: POT_COVID _ILL 1
Form Version: 30-Jul-2020 21:27

Subject No: 10811026
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

***Confidential ***

Category for | Vendor N | Collection | Specimen Form Instanc
# Lab Test ame Date: Type Lab Result e
1. | Not Applicable | Not Appli | Not Applic | Not Appli Sponsor-Defined Tests Result: Repeating
cable able cable Identifier est: esult: Pages
Not Applicable Not Appli |Not Appli
cable cable
Not Applicable Not Appli |Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
on Oct/01/2020

Form Version: 30-Jul-2020 21:27
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form
Form Comments
eCRF Audit Trail History

Lab Chemistry Details
1. | Lab Panel: Not Applicable Comments
2. | Laboratory Name and Address Not Applicable Comments
[]
3. | Collection Date: Not Applicable Comments
//
4. | Specimen Type: Not Applicable Comments
Lab Result
Sa Sponsor ID: Not Applicable Comments
[]
Test: C Reactive Protein PX329
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
on Oct/01/2020
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
5b Sponsor ID: Not Applicable Comments
[]
Test: Alanine Aminotransferase PX30
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
S.c Sponsor ID: Not Applicable Comments
[]
Test: Aspartate Aminotransferase PX28
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
on Oct/01/2020

Form Version: 30-Jul-2020 21:27

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

5d

Sponsor ID: Not Applicable Comments
[]
Test: Alkaline Phosphatase PX35
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
Se Sponsor ID: Not Applicable Comments
[]
Test: Bilirubin PX21
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

on Oct/01/2020

Form Version: 30-Jul-2020 21:27
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

5.f

Sponsor ID: Not Applicable Comments
[]

Test: Blood Urea Nitrogen PX47

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit

S8 Sponsor ID: Not Applicable Comments

[]

Test: Creatinine_ PX48

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID _ILL 1

Form Version: 30-Jul-2020 21:28
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Category for | Vendor Name ( | Collectio | Specime Form Instan
Lab Test DERIVED) n Date: n Type Lab Result ce
. | Not Applicab | Not Applicable | Not Appli | Not Appli Sponsor-Define Test: Result: Repeating
le cable cable d Identifier est: esult: Pages
Not Applicable |Not Appl | Not Appl
icable icable
Not Applicable |Not Appl [Not Appl
icable icable
Not Applicable |Not Appl | Not Appl
icable icable
Not Applicable |Not Appl [Not Appl
icable icable
Not Applicable |Not Appl | Not Appl
icable icable
Not Applicable |Not Appl | Not Appl
icable icable
Not Applicable |Not Appl | Not Appl
icable icable
Not Applicable |Not Appl | Not Appl
icable icable
Not Applicable |Not Appl [Not Appl
icable icable
Not Applicable |Not Appl [Not Appl
icable icable
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Oct/01/2020
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
Back to Form
Form Comments
eCRF Audit Trail History
Laboratory Data Hematology
1. | Lab Panel: Not Applicable Comments
2. | Laboratory Name and Address Not Applicable Comments
[]
3. | Collection Date: Not Applicable Comments
//
4. | Specimen Type: Not Applicable Comments
Lab Result
Sa Sponsor ID: Not Applicable Comments
[]
Test: Hemoglobin PX1
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology

on Oct/01/2020

Form Version: 30-Jul-2020 21:28
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

5b Sponsor ID: Not Applicable Comments

[]

Test: Hematocrit PX2

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit

S.c Sponsor ID: Not Applicable Comments

[]

Test: Erythrocytes PX3

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Oct/01/2020
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
Sd Sponsor ID: Not Applicable Comments
[]
Test: Platelets PX5
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
Se Sponsor ID: Not Applicable Comments
[]
Test: Leukocytes PX7
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Oct/01/2020

Form Version: 30-Jul-2020 21:28

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

S5.f Sponsor ID: Not Applicable Comments

[]

Test: Neutrophils PX608

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit

S8 Sponsor ID: Not Applicable Comments

[]

Test: Eosinophils_ PX609

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Oct/01/2020
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
Sh Sponsor ID: Not Applicable Comments
[]
Test: Monocytes PX612
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
5.4 Sponsor ID: Not Applicable Comments
[]
Test: Basophils PX610
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Oct/01/2020

Form Version: 30-Jul-2020 21:28

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

5] Sponsor ID: Not Applicable Comments
[]
Test: Lymphocytes PX611
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: ¢4591001

Site No: 1081
Subject No: 10811026

Visit: POT_COVID _ILL 1
Form Version: 30-Jul-2020 21:27

Generated By: pfe.levissc

Form: VITAL SIGNS - COVID

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

# Date: Vital Signs Details Form Instance
1. |Unknown Record Identifier: Systolic: Diastolic: Repeating Pages
Unknown Unknown Unknown
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS - COVID
on Oct/01/2020

Form Version: 30-Jul-2020 21:27

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form
Form Comments
eCRF Audit Trail History

Vital Signs
1. | Date: Unknown Comments
//
Vital Signs Details
2.2 || Record Identifier: Unknown
1
Systolic: Unknown Comments
[]
Diastolic: Unknown Comments
[]
Respiratory Rate in Unknown Comments
respirations/minute:
[]
Heart Rate in beats/minute: Unknown Comments
[]
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Site No: 1081

Header Text: ¢4591001
Visit: POT_COVID _ILL 1
Form Version: 30-Jul-2020 21:28

Subject No: 10811026
Generated By: pfe.levissc

Form: VITAL SIGNS - PULSE OX ROOM AIR

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

# Date: Vital Signs Details Form Instance
1. [ Not Applicable Record Identifier: Oxygen Saturation Repeating Pages
Not Applicable Not Applicable

***Confidential ***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR
on Oct/01/2020

Form Version: 30-Jul-2020 21:28

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form
Form Comments
eCRF Audit Trail History

Vital Signs
1. | Date: Not Applicable Comments
//

Vital Signs Details

2.2 || Record Identifier: Not Applicable
1

SPO2 Pulse Oximetry % Not Applicable Comments
[]
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Header Text: ¢4591001
Visit: POT_COVID_ILL 1

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

# | Date Time of Assessment

Arterial Blood Gases PaO2

FiO2 (Fraction of Inhaled Oxygen)

Form Instance

1. | Not Applicable

Not Applicable

Not Applicable

Repeating Pages

***Confidential ***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: OXYGENATION PARAMETERS

on Oct/01/2020

Form Version: 06-Jul-2020 21:52
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form
Form Comments
e¢CRF Audit Trail History

Oxygenation Parameters

1. | Date Time of Assessment: Not Applicable Comments
//
2. | Arterial Blood Gases PaO2 Not Applicable Comments
(mmHg):
[]
3. | FiO2 (Fraction of Inhaled Not Applicable Comments
Oxygen):
[]
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Header Text: c4591001

Site No: 1081
Subject No: 10811026

Visit: POT_COVID _ILL 1
Form Version: 06-Jul-2020 21:55

Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

***Confidential ***

Sponsor-Defined I | Category for Me | Concomitant Medications | Name of Medi Form Instanc
# . . . . . Start Date
dentifier dication Pre-specified cation e
1. | Not Applicable Not Applicable Not Applicable Not Applicabl | Not Applic | Repeating
e able Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
on Oct/01/2020

Form Version: 06-Jul-2020 21:55
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form
Form Comments
e¢CRF Audit Trail History

Concomitant Medications

1.

What is the medication identifier?

Not Applicable Comments

[]

Category:

Not Applicable Comments

Concomitant Medications
Pre-specified:

Not Applicable Comments

Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

Not Applicable Comments

[]

Start Date:

Not Applicable Comments

I

Ongoing?

Not Applicable Comments
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Header Text: c4591001
Visit: POT_COVID _ILL 1
Form Version: 06-Jul-2020 21:53
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form: IMAGING

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

# | Date of Assessment | Location of Assessment | Imaging Method | Overall Assessment | Form Instance
1. | Not Applicable Not Applicable Not Applicable Not Applicable Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING

on Oct/01/2020

Form Version: 06-Jul-2020 21:53
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form
Form Comments
e¢CRF Audit Trail History

Imaging
1. | Date of Assessment: Not Applicable Comments
//
2. | Location of Assessment: Not Applicable Comments
3. | Type of Imaging Exam: Not Applicable Comments
4. | Assessment: Not Applicable Comments
Page 70 of 460
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Header Text: c4591001

Visit on Oct/29/2020

Form Version: 22-Apr-2020 21:04
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Visit: POT_COVID CONVA 1 - Unscheduled Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Oct/29/2020
2. | Erroneous Visit

COVID-19 Illness Visit

3. | COVID-19 Illness Visit: COVID Al

***Confidential ***
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Header Text: ¢4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Visit on Oct/29/2020

Form Version: 22-Apr-2020 21:03

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Oct/29/2020
4. | If no sample was collected or [1]
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
S || Sample ID [BS64MV]
55 || sample ID [BS64MW]
3¢ || Sample ID [BRDCR7]
5.d || sample ID [BRDCRS]
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Site No: 1081

Header Text: c4591001
Visit: Unplanned - New Unscheduled Visit
Form Version: 22-Apr-2020 21:02

Subject No: 10811026
Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Date of Visit

1. | Date of Visit

//

2. | Erroneous Visit

***Confidential ***
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit
Form Version: 22-Apr-2020 21:04

Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: UNPLANNED VISIT
Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Unplanned Assessments

1. | Assessments

Page 74 of 460
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: DISPOSITION - TREATMENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Sep/30/2020
Completion/Discontinuation/Death

2. | Phase of Disposition: VACCINATION

3. | Status: COMPLETED

4. | Specify Status:

[]

***Confidential ***
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Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: DISPOSITION - FOLLOW-UP
Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Disposition - Follow-Up

1. | Date of //
Completion/Discontinuation/Death
2. | Phase of Disposition:
3. | Status:
4. | Specify Status: [1]
Page 76 of 460
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Header Text: c4591001

Unscheduled Visit

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Version: 10-Oct-2020 15:57

Visit: POT_COVID_REPEAT SWAB - New

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Date of Visit

1. | Date of Visit

/

2. | Erroneous Visit

COVID-19 Repeat Swab

3. | COVID-19 Repeat Swab:

***Confidential ***
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Header Text: ¢4591001

Visit: POT_COVID_REPEAT SWAB - New  Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB
Unscheduled Visit

Form Version: 10-Oct-2020 15:57

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Electronic Sample Tracking

1. | Data Origin

2. | Sample Type

3. | Sample Collected?

4. | If no sample was collected or [1]
sample was not collected
according to protocol, please
provide reason:

Aliquot

Please enter barcode for each aliquot.

S.

Sample ID
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Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
AE Ide Is the Adverse Event | Form Instan
# Category ntifier Adverse Event Start Date Still Ongoing ce
1. ADVERSE |1 Diarrhea Aug/13/2020 [NO Repeating
EVENT UNK:UNK End Date Time: Pages
Aug/17/2020 UNK
:UNK
2. ADVERSE |2 Urinary Tract Infectio | Oct/5/2020 U | NO Repeating
EVENT n NK:UNK End Date Time: Pages
Oct/16/2020 UNK:
UNK
3. ADVERSE |3 Serous borderline tum | Oct/11/2020 U [ NO Repeating
EVENT or of left ovary NK:UNK End Date Time: Pages

Oct/16/2020 UNK:

UNK
4. ADVERSE |4 lower abdominal pain | Oct/11/2020 U | NO Repeating
EVENT NK:UNK End Date Time: Pages
Oct/16/2020 UNK:
UNK
5.DELETED | ADVERSE |5 Diarrhea Sep/2/2020 16: | NO Repeating
EVENT 00 End Date Time: Pages
Oct/5/2020 UNK:
UNK
6. ADVERSE |6 Worsening of Anemia | Oct/11/2020 U | NO Repeating
EVENT NK:UNK End Date Time: Pages
Oct/29/2020 UNK:
UNK
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Queries, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1.

Category:

ADVERSE EVENT

2.

AE ID:

(1]

Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Diarrhea]

Start Date Time:

Aug/13/2020 UNK:UNK

Is the adverse event still ongoing?

NO

End Date Time:
Aug/17/2020 UNK:UNK

Toxicity Grade:

Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

Is this adverse event the result of a
study Medication Error?

If Yes, record the type of
medication error on the Medication
Error Log.

NO

Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[idiopathic]
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Queries, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication NO
given?
12. | Was a Non-Drug Treatment given? | NO
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: [1]
For Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report
1. | Category: ADVERSE EVENT
2. | AEID: [2]

3. | Adverse Event:

individual symptoms)

(If possible specify diagnosis, not

[Urinary Tract Infection]

4. | Start Date Time:

Oct/5/2020 UNK:UNK

5. | Is the adverse event still ongoing?

NO

End Date Time:
Oct/16/2020 UNK:UNK

6. | Toxicity Grade:

7. | Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

medical/surgical intervention to
prevent above outcomes).

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require

NO

8. | Is this adverse event the result of a

study Medication Error?
If Yes, record the type of

Error Log.

medication error on the Medication

NO

9. | Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[Idiopathic]
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication YES
given?
12. | Was a Non-Drug Treatment given? | NO
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: [1]
For Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Queries, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form
eCRF Audit Trail History

Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. | AEID: [3]
3. | Adverse Event: [Serous borderline tumor of left ovary]

(If possible specify diagnosis, not
individual symptoms)

4. | Start Date Time: Oct/11/2020 UNK:UNK
5. | Is the adverse event still ongoing? | NO
End Date Time:
Oct/16/2020 UNK:UNK
6. | Toxicity Grade: 3
7. | Is the adverse event serious? YES
Is this serious event associated with congenital anomaly or birth defect?
If Yes, NOTIFY PFIZER NO
IMMEDIATELY.
] ] ] Did this serious event result in death?
Fatal; Life-threatening; Inpatient NO
hospitalization or prolongation of
eXIs,tmg hosplte%hza’tl'o n;’Pers1stt?nt Did this serious event require or prolong hospitalization?
or significant disability/incapacity; YES
Congenital anomaly/birth defect;
Important medical event (i.e. may L . . . L e .
. . . : Did this serious event result in persistent or significant disability/incapacity?
jeopardize subject and may require
. L X NO
medical/surgical intervention to
prevent above outcomes).
Is this serious event life threatening?
NO
Other medically important serious event
NO
8. | Is this adverse event the result of a | NO
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.
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Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Queries, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
9. | Is this event related to study NOT RELATED

treatment: If Not Related to study treatment(s), this event is due to:

OTHER
If Other, specify:
[Cancerous]

10. | Latest Action Taken with Study NOT APPLICABLE

Treatment:
11. | Was a Concomitant Medication YES

given?
12. | Was a Non-Drug Treatment given? | YES
13. | What was the outcome of this RECOVERED/RESOLVED

adverse event?:
14. | Did the adverse event cause the NO

subject to be discontinued from the

study?
15. | Serious Adverse Event Number: [2020405804]

For Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category:

ADVERSE EVENT

2. |AEID:

(4]

3. | Adverse Event:

individual symptoms)

(If possible specify diagnosis, not

[lower abdominal pain]

4. | Start Date Time:

Oct/11/2020 UNK:UNK

5. | Is the adverse event still ongoing?

NO

End Date Time:
Oct/16/2020 UNK:UNK

6. | Toxicity Grade:

7. | Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

medical/surgical intervention to
prevent above outcomes).

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require

NO

8. | Is this adverse event the result of a

study Medication Error?
If Yes, record the type of

Error Log.

medication error on the Medication

NO

9. | Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[Neoplasm of uncertain behavior of left ovary]
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT
Form Status: Data Complete, Frozen

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication YES
given?
12. | Was a Non-Drug Treatment given? | YES
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: [1]
For Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Deleted, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

#** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
e¢CRF Audit Trail History

Form Audit Trail

Adverse Event Report

1.

Category:

2.

AE ID:

[3]

Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Diarrhea]

Start Date Time:

Is the adverse event still ongoing?

Toxicity Grade:

Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

Is this adverse event the result of a
study Medication Error?

If Yes, record the type of
medication error on the Medication
Error Log.

rO
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Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
*%% THIS REPEATING FORM HAS BEEN DELETED ***

9. | Is this event related to study MOTRELATED

treatment: I Not Related-tostudy-treatment(s)thiseventis-due to:

O
[1diopathic]

10. | Latest Action Taken with Study POIAPPLICADRLL

Treatment:
11. | Was a Concomitant Medication NO

given?
12. | Was a Non-Drug Treatment given? | NO
13. | What was the outcome of this RECOVERED/RESOLVED

adverse event?:
14. | Did the adverse event cause the NO

subject to be discontinued from the

study?
15. | Serious Adverse Event Number: [1]

For Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category:

ADVERSE EVENT

2. |AEID:

(6]

3. | Adverse Event:

individual symptoms)

(If possible specify diagnosis, not

[Worsening of Anemia]

4. | Start Date Time:

Oct/11/2020 UNK:UNK

5. | Is the adverse event still ongoing?

NO

End Date Time:
Oct/29/2020 UNK:UNK

6. | Toxicity Grade:

7. | Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

medical/surgical intervention to
prevent above outcomes).

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require

NO

8. | Is this adverse event the result of a

study Medication Error?
If Yes, record the type of

Error Log.

medication error on the Medication

NO

9. | Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[Tumor of left ovary]

Page 90 of 460

***Confidential ***

FDA-CBER-2021-5683-0003330




090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT
Form Status: Data Complete, Frozen

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication NO
given?
12. | Was a Non-Drug Treatment given? | NO
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: [1]
For Pfizer Use Only
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Header Text: c4591001

Visit: Logs

Form Version: 17-Jul-2020 21:54
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form: MEDICATION ERROR

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Catego | Medication Er | Start Da | Is the medication error Still | Study Medication Errors
# . . Form Instance
ry ror te Ongoing Action
1. Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled Form: MEDICATION ERROR
Form Version: 17-Jul-2020 21:54 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
Back to Form
Medication Error
1. | Category:
2. | Medication Error (Type of []
Medication Error):
3. | Start Date: //
4. |Is the medication error still
ongoing?
5. | Latest Action Taken with Study
Treatment:
6. | Was a Concomitant Medication
given?
7. | Was a Non-Drug Treatment given?
8. | Did the Medication Error cause the
subject to be discontinued from the
study?
9. | Was this medication error
associated with any adverse
events?
10. | Serious Adverse Event Number: [1]
For Pfizer Use Only
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Header Text: ¢4591001
Visit: Logs

Form Version: 22-Apr-2020 21:03

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

4 Sponsor-Defined I | Category for Me | Concomitant Medications P | Name of Medi | Start D | Form Instanc
dentifier dication re-specified cation ate e
1. Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Concomitant Medications

1.

What is the medication identifier?

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[]

Date:

I
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Header Text: c4591001
Visit: Logs

Form Version: 22-Apr-2020 21:03

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

4 Sponsor-Defined I | Category for Me | Concomitant Medications | Name of Med | Dose Descr | Form Instanc
dentifier dication Pre-specified ication iption e
1. Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Concomitant Medications

1. [ What is the medication identifier? |[ ]

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. | Medication: [1]

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the

Medication text (e.g.,

Ingredient(s), route, use,

formulation).
5. | Dose: []
6. | Dose Unit:

7. | Dose Frequency:

8. | Route:

9. | Start Date: //

10. | Ongoing?
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Header Text: ¢4591001
Visit: Logs

Form Version: 22-Apr-2020 21:02

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Form: RADIATION TREATMENT

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Categor | Treatment Identifi | Con Non-Drug Treatments Pre-specifi | Treatmen | Start Dat
# Form Instance
y er ed t e
1. Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: RADIATION TREATMENT
Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Radiation Treatment

1. | Category:

2. | What is the treatment Identifier? []

3. | Concomitant Non-drug Treatment

Pre-specified:

4. | Treatment: []

5. | Start Date: I

6. | Ongoing?
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Header Text: ¢4591001

Visit: Logs

Form Version: 22-Apr-2020 21:03

Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form: TRANSFUSIONS

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

#

Transfusion Type

Date of Transfusion Form Instance

Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. | Transfusion Type:

2. | Date of Transfusion:

/
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Visit: Unplanned Vaccination - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Date of Visit

1.

Date of Visit

//

2.

Erroneous Visit
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Header Text: ¢4591001

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Visit: Unplanned Vaccination - Unscheduled
Form Version: 20-Feb-2021 02:16

Form: VITAL SIGNS - TEMP
Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Vital Signs

1. | Date:

/

Vital Signs Details

2. Record Identifier:

Temperature:

[]

Unit:

Temperature Location:
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Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 20-Feb-2021 02:14
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: LAB URINALYSIS - PREGNANCY TEST
Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Lab Urinalysis

1. | Lab Panel:
2. | Lab Sub-Panel:
3. | Collection Date: !l
4. | Laboratory Name and Address []
(Derived)
5. | Specimen Type:
Lab Result
6. Sponsor ID: []
Test:
Result:
Not Done:
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Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled Form: VACCINATION
Form Version: 10-Dec-2020 02:26 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
Vaccination
1. | Was there a temporary delay of
vaccination?
2. | Treatment Name []
3. | Formulation:
4. | Dose Date Time: //
5. | Anatomical Location:
6. | Body Side:
7. | Route:
8. | Actual Dose: []
9. | Unit:
10. | Timeframe Subject Was Observed
11. | Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?
Page 105 of 460
**+*Confidential ***

FDA-CBER-2021-5683-0003345




090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Oct-2020 15:57

Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: []
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Oct-2020 16:01

Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: []
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Header Text: c4591001

Visit: V201 SURVEIL _CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Date of Visit

1. | Date of Visit

/

2. | Erroneous Visit
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Header Text: c4591001

Visit: V201 _SURVEIL_CONSENT -
Unscheduled

Form Version: 14-Jan-2021 02:29
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form: INFORMED CONSENT - ASYMPTOMATIC
SURVEILLANCE

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Informed Consent - Asymptomatic Surveillance

1. | Consent Was:

***Confidential ***
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Header Text: ¢4591001

Visit: V201 _SURVEIL_CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Electronic Sample Tracking

1. | Data Origin

2. | Sample Type

3. | Sample Collected?

4. | If no sample was collected or [1]
sample was not collected
according to protocol, please
provide reason:

Aliquot

Please enter barcode for each aliquot.

S.

Sample ID
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Header Text: ¢4591001

Visit: V201 _SURVEIL_CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Electronic Sample Tracking

1. | Data Origin

2. | Sample Type

3. | Sample Collected?

4. | If no sample was collected or [1]
sample was not collected
according to protocol, please
provide reason:

Aliquot

Please enter barcode for each aliquot.

S.

Sample ID

***Confidential ***
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Date of Visit

1.

Date of Visit

Dec/16/2020

2.

Erroneous Visit
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Header Text: ¢4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: FURTHER VACCINATION CONFIRMATION

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Further Vaccination Confirmation

1. | Select appropriate response - s Participant is willing to return for Vaccination 3
participant willing to return for Participant is:
Vaccination 3? eligible and NOT confirmed to have received only placebo at Vaccination 1/2
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: TREATMENT UNBLINDED

Form Status: Data Complete, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Treatment Unblinded

1.

Date Treatment Unblinded :

Dec/16/2020

2.

Primary Reason for Unblinding:

ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: WITHDRAWAL OF CONSENT

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Withdrawal Of Consent

1. | Withdrawal of Consent Date :

1l
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: DEATH DETAILS CODED
Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Death Details

1. | Date of Collection / Notification of | //
Death:

Cause of Death

2. Cause of Death Status:

Cause of Death: []
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Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: SUBJECT STATUS
Form Status: Data Complete, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Subject Status

1. | Subject Status FOLLOW-UP
2. | Subject Status Date Sep/30/2020
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled
Form Version: 22-Apr-2020 21:04

Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: CASEBOOK SIGNATURE FORM

Form Status: Data Complete, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature Click Here to Enable
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled
Form Version: 22-Apr-2020 21:04

Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: CASEBOOK SIGNATURE FORM

Form Status: Data Complete, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Audit Trail

This form requires signing by a member of each of the following signature groups:

e CRF Sign
e CRF Sign 1
Name Signature Date Type Action
Meaning
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 30-Jul-2020 21:29
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form: INCLUSION/EXCLUSION CRITERIA - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date

User Comment

Form | Aug-12-2020 12:16:30 (UTC-05:00) Eastern Tawnyn Ebner | all inclusion and exclusion met

Time (US & Canada)

(pfe.tebner)

Not Done
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Header Text: c4591001

on Oct/01/2020

Form Version: 06-Jul-2020 21:54
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
Form | Oct-05-2020 13:44:19 (UTC-05:00) Eastern James Fry She saw her PCP but no COVID testing was
Time (US & Canada) (pfe.jfry) done.
Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/01/2020

Form Version: 06-Jul-2020 21:54
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
1 Oct-05-2020 13:44:19 (UTC-05:00) Eastern James Fry She saw her PCP but no COVID testing was
Time (US & Canada) (pfe.jfry) done.

Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/01/2020

Form Version: 06-Jul-2020 21:54
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
2 Oct-05-2020 13:44:19 (UTC-05:00) Eastern James Fry She saw her PCP but no COVID testing was
Time (US & Canada) (pfe.jfry) done.

Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/01/2020

Form Version: 06-Jul-2020 21:54
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
3 Oct-05-2020 13:44:19 (UTC-05:00) Eastern James Fry She saw her PCP but no COVID testing was
Time (US & Canada) (pfe.jfry) done.

Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/01/2020

Form Version: 06-Jul-2020 21:54
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
4 Oct-05-2020 13:44:19 (UTC-05:00) Eastern James Fry She saw her PCP but no COVID testing was
Time (US & Canada) (pfe.jfry) done.

Not Done
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/01/2020

Form Version: 06-Jul-2020 21:54
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
5 Oct-05-2020 13:44:19 (UTC-05:00) Eastern James Fry She saw her PCP but no COVID testing was
Time (US & Canada) (pfe.jfry) done.

Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/01/2020

Form Version: 06-Jul-2020 21:54
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
6 Oct-05-2020 13:44:19 (UTC-05:00) Eastern James Fry She saw her PCP but no COVID testing was
Time (US & Canada) (pfe.jfry) done.

Not Done
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/01/2020

Form Version: 06-Jul-2020 21:54
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
7 Oct-05-2020 13:44:19 (UTC-05:00) Eastern James Fry She saw her PCP but no COVID testing was
Time (US & Canada) (pfe.jfry) done.

Not Done
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/01/2020

Form Version: 06-Jul-2020 21:54
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
8 Oct-05-2020 13:44:19 (UTC-05:00) Eastern James Fry She saw her PCP but no COVID testing was
Time (US & Canada) (pfe.jfry) done.

Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/01/2020

Form Version: 06-Jul-2020 21:54
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
9 Oct-05-2020 13:44:19 (UTC-05:00) Eastern James Fry She saw her PCP but no COVID testing was
Time (US & Canada) (pfe.jfry) done.

Not Done
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

on Oct/01/2020

Form Version: 06-Jul-2020 21:53
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
Form | Oct-05-2020 13:45:51 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - Comments
on Oct/01/2020

Form Version: 06-Jul-2020 21:53
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
1 Oct-05-2020 13:45:51 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - Comments
on Oct/01/2020

Form Version: 06-Jul-2020 21:53
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
2 Oct-05-2020 13:45:51 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - Comments
on Oct/01/2020

Form Version: 06-Jul-2020 21:53
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
3 Oct-05-2020 13:45:51 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - Comments
on Oct/01/2020

Form Version: 06-Jul-2020 21:53
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
4 Oct-05-2020 13:45:51 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - Comments
on Oct/01/2020

Form Version: 06-Jul-2020 21:53
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
5 Oct-05-2020 13:45:51 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - Comments
on Oct/01/2020

Form Version: 06-Jul-2020 21:53
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
6 Oct-05-2020 13:45:51 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE - Comments

on Oct/01/2020

Form Version: 17-Jul-2020 21:55
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
Form | Oct-05-2020 13:46:25 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE - Comments
on Oct/01/2020

Form Version: 17-Jul-2020 21:55
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
1 Oct-05-2020 13:46:25 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE - Comments
on Oct/01/2020

Form Version: 17-Jul-2020 21:55
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
2 Oct-05-2020 13:46:25 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE - Comments
on Oct/01/2020

Form Version: 17-Jul-2020 21:55
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
3 Oct-05-2020 13:46:25 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE - Comments
on Oct/01/2020

Form Version: 17-Jul-2020 21:55
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
4 Oct-05-2020 13:46:25 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001

on Oct/01/2020

Form Version: 30-Jul-2020 21:27
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
Form | Oct-05-2020 13:46:57 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Oct/01/2020

Form Version: 30-Jul-2020 21:27
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
1 Oct-05-2020 13:46:57 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001

on Oct/01/2020

Form Version: 30-Jul-2020 21:27
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
2 Oct-05-2020 13:46:57 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Oct/01/2020

Form Version: 30-Jul-2020 21:27
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
3 Oct-05-2020 13:46:57 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001

on Oct/01/2020

Form Version: 30-Jul-2020 21:27
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
4 Oct-05-2020 13:46:57 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Oct/01/2020

Form Version: 30-Jul-2020 21:27
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
5.a | Oct-05-2020 13:46:57 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001

on Oct/01/2020

Form Version: 30-Jul-2020 21:27
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
5.a | Oct-05-2020 13:46:57 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Oct/01/2020

Form Version: 30-Jul-2020 21:27
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
5.a | Oct-05-2020 13:46:57 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001

on Oct/01/2020

Form Version: 30-Jul-2020 21:27
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
5.a | Oct-05-2020 13:46:57 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Oct/01/2020

Form Version: 30-Jul-2020 21:27
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
5.b | Oct-05-2020 13:46:57 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001

on Oct/01/2020

Form Version: 30-Jul-2020 21:27
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
5.b | Oct-05-2020 13:46:57 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Oct/01/2020

Form Version: 30-Jul-2020 21:27
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
5.b | Oct-05-2020 13:46:57 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001

on Oct/01/2020

Form Version: 30-Jul-2020 21:27
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
5.b | Oct-05-2020 13:46:57 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Oct/01/2020

Form Version: 30-Jul-2020 21:27
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
5.c | Oct-05-2020 13:46:57 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001

on Oct/01/2020

Form Version: 30-Jul-2020 21:27
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
5.c | Oct-05-2020 13:46:57 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Oct/01/2020

Form Version: 30-Jul-2020 21:27
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
5.c | Oct-05-2020 13:46:57 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001

on Oct/01/2020

Form Version: 30-Jul-2020 21:27
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
5.c | Oct-05-2020 13:46:57 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Oct/01/2020

Form Version: 30-Jul-2020 21:27
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
5.d | Oct-05-2020 13:46:57 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001

on Oct/01/2020

Form Version: 30-Jul-2020 21:27
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
5.d | Oct-05-2020 13:46:57 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Oct/01/2020

Form Version: 30-Jul-2020 21:27
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
5.d | Oct-05-2020 13:46:57 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001

on Oct/01/2020

Form Version: 30-Jul-2020 21:27
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
5.d | Oct-05-2020 13:46:57 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Oct/01/2020

Form Version: 30-Jul-2020 21:27
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
5.6 |Oct-05-2020 13:46:57 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)

Page 164 of 460

***Confidential ***

FDA-CBER-2021-5683-0003404




090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

on Oct/01/2020

Form Version: 30-Jul-2020 21:27
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
5.6 |Oct-05-2020 13:46:57 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
Page 165 of 460
**+*Confidential ***

FDA-CBER-2021-5683-0003405




090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Oct/01/2020

Form Version: 30-Jul-2020 21:27
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
5.6 |Oct-05-2020 13:46:57 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001

on Oct/01/2020

Form Version: 30-Jul-2020 21:27
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
5.6 |Oct-05-2020 13:46:57 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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Back to Form
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Time (US & Canada) (pfe.jfry)
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Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
Form | Oct-05-2020 13:48:51 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: OXYGENATION PARAMETERS - Comments
on Oct/01/2020

Form Version: 06-Jul-2020 21:52
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
1 Oct-05-2020 13:48:51 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: OXYGENATION PARAMETERS - Comments
on Oct/01/2020

Form Version: 06-Jul-2020 21:52
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
2 Oct-05-2020 13:48:51 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: OXYGENATION PARAMETERS - Comments
on Oct/01/2020

Form Version: 06-Jul-2020 21:52
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
3 Oct-05-2020 13:48:51 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -

on Oct/01/2020

Form Version: 06-Jul-2020 21:55
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
Form | Oct-05-2020 13:49:07 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
on Oct/01/2020

Form Version: 06-Jul-2020 21:55
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
1 Oct-05-2020 13:49:07 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -

on Oct/01/2020

Form Version: 06-Jul-2020 21:55
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
2 Oct-05-2020 13:49:07 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
Page 236 of 460

***Confidential ***

FDA-CBER-2021-5683-0003476




090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
on Oct/01/2020

Form Version: 06-Jul-2020 21:55
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

***Confidential ***

Item | Date User Comment
3 Oct-05-2020 13:49:07 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -

on Oct/01/2020

Form Version: 06-Jul-2020 21:55
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
4 Oct-05-2020 13:49:07 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
on Oct/01/2020

Form Version: 06-Jul-2020 21:55
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

***Confidential ***

Item | Date User Comment
5 Oct-05-2020 13:49:07 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -

on Oct/01/2020

Form Version: 06-Jul-2020 21:55
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
6 Oct-05-2020 13:49:07 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
Page 240 of 460

***Confidential ***

FDA-CBER-2021-5683-0003480




090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

on Oct/01/2020

Form Version: 06-Jul-2020 21:53
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
Form | Oct-05-2020 13:49:31 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING - Comments
on Oct/01/2020

Form Version: 06-Jul-2020 21:53
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
1 Oct-05-2020 13:49:31 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING - Comments
on Oct/01/2020

Form Version: 06-Jul-2020 21:53
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
2 Oct-05-2020 13:49:31 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)

Page 243 of 460

***Confidential ***

FDA-CBER-2021-5683-0003483




090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING - Comments
on Oct/01/2020

Form Version: 06-Jul-2020 21:53
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
3 Oct-05-2020 13:49:31 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING - Comments
on Oct/01/2020

Form Version: 06-Jul-2020 21:53
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
4 Oct-05-2020 13:49:31 (UTC-05:00) Eastern James Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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Header Text: ¢4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

This form requires signing by a member of each of the following signature groups:

e CRF Sign
e CRF Sign 1
Name Signature Date Type Action
Meaning
Lora Morris N/A Mar-03-2021 16:03:33 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
James Fry Approved Jan-23-2021 11:52:04 (UTC-05:00) Eastern BOOK Signed
Time (US & Canada)
Affidavit:

By my dated signature below, I, JamesFry, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Lora Morris N/A Jan-07-2021 15:20:38 (UTC-05:00) Eastern Edit - All

Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Michael Approved Nov-10-2020 12:58:44 (UTC-05:00) Eastern | BOOK Signed

Butcher Time (US & Canada)

Affidavit:

By my dated signature below, I, MichaelButcher, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
James Fry N/A Oct-19-2020 15:53:12 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Michael Approved Oct-13-2020 11:53:04 (UTC-05:00) Eastern BOOK Signed
Butcher Time (US & Canada)
Affidavit:

By my dated signature below, I, MichaelButcher, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Tawnyn Ebner | N/A Sep-30-2020 10:21:30 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
James Fry Approved Sep-14-2020 16:02:12 (UTC-05:00) Eastern BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, I, JamesFry, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: COHORT _SELECTION
Form Version: 30-Jul-2020 21:29

Form: COHORT SELECTION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---

Generated By: pfe.levissc

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason
Aug-12-2020 12:15:33 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner 24 JUL 2020
Time (US & Canada) (pfe.tebner)
2. Select appropriate response - What cohort does the subject belong to?
Date Location User Value Reason
Aug-12-2020 12:15:33 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner STAGE 3 COHORTS
Time (US & Canada) (pfe.tebner)
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Header Text: ¢4591001

Visit: COHORT _SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject No: 10811026 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Consent Was:
Date Location User Value Reason
Aug-12-2020 12:15:42 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner OBTAINED
Time (US & Canada) (pfe.tebner) | Date Written Consent Obtained
Aug/12/2020
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Header Text: ¢4591001
Visit: COHORT _SELECTION
Form Version: 06-Jul-2020 21:55

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Form: DEMOGRAPHY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Subject ID
Date Location User Value Reason
Aug-12-2020 12:15:25 ACVOPFEINFP6000 |auto calc |Data Entry: Item copied from
(UTC-05:00) Eastern (autocalc) [ 10811026 previous form
Time (US & Canada)
2. Birth Date:
Date Location User Value Reason
Aug-12-2020 12:15:20 ACVOPFEINFP6000 |auto calc |Data Entry: Enrollment Entry
(UTC-05:00) Eastern (autocalc) |(B) (6)/1952
Time (US & Canada)
3. Sex:
Date Location User Value Reason
Aug-12-2020 12:15:53 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner FEMALE
Time (US & Canada) (pfe.tebner)
4. Ethnicity:
Date Location User Value Reason
Aug-12-2020 12:15:53 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner NOT HISPANIC OR LATINO(A
Time (US & Canada) (pfe.tebner) | ) OR OF SPANISH ORIGIN
5. Race: (Check X all that apply):
Date Location User Value Reason
Aug-12-2020 12:15:53 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner WHITE
Time (US & Canada) (pfe.tebner)
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: VI DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Visit

Date Location User Value Reason
Aug-12-2020 12:16:14 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner Aug/12/2020

Time (US & Canada) (pfe.tebner)

***Confidential ***
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Header Text: ¢4591001
Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason
Aug-12-2020 12:16:50 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner Aug/12/2020
Time (US & Canada) (pfe.tebner)
2. Phase of Disposition:
Date Location User Value Reason
Aug-12-2020 12:16:50 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SCREENING
Time (US & Canada)
3. Status:
Date Location User Value Reason
Aug-12-2020 12:16:50 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner COMPLETED
Time (US & Canada) (pfe.tebner)
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Header Text: c4591001
Visit: VI_DAY1 VAXI1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

la
Date Location User Value Reason
Aug-12-2020 13:42:17 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Number 1
Time (US & Canada) :

Medical History T Hypertension

erm:

Start Date: UNK/UNK/1

987

Ongoing: YES
1.a Line/MH Number:
Date Location User Value Reason
Aug-12-2020 13:42:17 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) |1
Time (US & Canada)
1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-12-2020 13:42:17 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Hypertension
Time (US & Canada) (pfe.pross)
1.a Start Date:
Date Location User Value Reason
Aug-12-2020 13:42:17 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross UNK/UNK/1987
Time (US & Canada) (pfe.pross)
1.a Ongoing:
Date Location User Value Reason
Aug-12-2020 13:42:17 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross YES
Time (US & Canada) (pfe.pross)
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Header Text: c4591001
Visit: VI_DAY1 VAXI1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

1b
Date Location User Value Reason
Aug-12-2020 13:42:37 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Number 2
Time (US & Canada) :

Medical History T Dyslipidemia

erm:

Start Date: UNK/UNK/2

002

Ongoing: YES
1.b Line/MH Number:
Date Location User Value Reason
Aug-12-2020 13:42:37 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) |2
Time (US & Canada)
1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-12-2020 13:42:37 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Dyslipidemia
Time (US & Canada) (pfe.pross)
1.b Start Date:
Date Location User Value Reason
Aug-12-2020 13:42:37 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross UNK/UNK/2002
Time (US & Canada) (pfe.pross)
1.b Ongoing:
Date Location User Value Reason
Aug-12-2020 13:42:37 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross YES
Time (US & Canada) (pfe.pross)
lc
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L
Form Version: 22-Apr-2020 21:03

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

FDA-CBER-2021-5683-0003495

Date Location User Value Reason
Aug-12-2020 13:43:00 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Num 3
Time (US & Canada) ber:

Medical Histor Diabetes Mellitu

y Term: s Type 2

Start Date: UNK/UNK/201

6

Ongoing: YES
1.c Line/MH Number:
Date Location User Value Reason
Aug-12-2020 13:43:00 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) |3
Time (US & Canada)
1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-12-2020 13:43:00 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Diabetes Mellitus Type 2
Time (US & Canada) (pfe.pross)
1.c Start Date:
Date Location User Value Reason
Aug-12-2020 13:43:00 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross UNK/UNK/2016
Time (US & Canada) (pfe.pross)
1.c Ongoing:
Date Location User Value Reason
Aug-12-2020 13:43:00 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross YES
Time (US & Canada) (pfe.pross)
1.d
Date Location User Value Reason
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Header Text: c4591001
Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Aug-12-2020 13:43:24 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Number 4
Time (US & Canada) :

Medical History T Obesity

erm:

Start Date: UNK/UNK/1

962

Ongoing: YES
1.d Line/MH Number:
Date Location User Value Reason
Aug-12-2020 13:43:24 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) |4
Time (US & Canada)
1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-12-2020 13:43:24 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Obesity
Time (US & Canada) (pfe.pross)
1.d Start Date:
Date Location User Value Reason
Aug-12-2020 13:43:24 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross UNK/UNK/1962
Time (US & Canada) (pfe.pross)
1.d Ongoing:
Date Location User Value Reason
Aug-12-2020 13:43:24 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross YES
Time (US & Canada) (pfe.pross)
le
Date Location User Value Reason
Aug-12-2020 13:43:48 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
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Header Text: c4591001
Visit: VI_DAY1 VAXI1 L
Form Version: 22-Apr-2020 21:03

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

(UTC-05:00) Eastern (autocalc) | Line/MH Number 5
Time (US & Canada) :

Medical History T Hypothyroidi

erm: sm

Start Date: UNK/UNK/1

984

Ongoing: YES
1.e Line/MH Number:
Date Location User Value Reason
Aug-12-2020 13:43:48 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) |5
Time (US & Canada)
1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-12-2020 13:43:48 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Hypothyroidism
Time (US & Canada) (pfe.pross)
1.e Start Date:
Date Location User Value Reason
Aug-12-2020 13:43:48 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross UNK/UNK/1984
Time (US & Canada) (pfe.pross)
1.e Ongoing:
Date Location User Value Reason
Aug-12-2020 13:43:48 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross YES
Time (US & Canada) (pfe.pross)
1f
Date Location User Value Reason
Aug-12-2020 13:45:33 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Line/MH Numb 6
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Time (US & Canada)

(pfe.pross)

er:
Medical History Adrenal Hyper
Term: plasia
Start Date: UNK/UNK/19
97
Ongoing: YES
Aug-12-2020 13:44:09 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocale) | Line/MH Numb 6
Time (US & Canada) er:
Medical History Adrenal Hyper
Term: plasia
Start Date: UNK/UNK/19
97
Ongoing:
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Header Text: c4591001
Visit: VI_DAY1 VAXI1 L

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

1.f Line/MH Number:

***Confidential ***

Date Location User Value Reason
Aug-12-2020 13:44:09 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) |6
Time (US & Canada)
1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-12-2020 13:44:09 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Adrenal Hyperplasia
Time (US & Canada) (pfe.pross)
1.f Start Date:
Date Location User Value Reason
Aug-12-2020 13:44:09 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross UNK/UNK/1997
Time (US & Canada) (pfe.pross)
1.f Ongoing:
Date Location User Value Reason
Aug-12-2020 13:45:33 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross YES
Time (US & Canada) (pfe.pross)
14
Date Location User Value Reason
Aug-12-2020 13:44:44 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Numbe 7
Time (US & Canada) r:

Medical History Gallstones

Term:

Start Date: Feb/UNK/200

2
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
Ongoing: NO
End Date:
Feb/UNK/2
003

1.g Line/MH Number:

Date Location User Value Reason
Aug-12-2020 13:44:44 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) |7

Time (US & Canada)

1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Date Location User Value Reason
Aug-12-2020 13:44:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Gallstones
Time (US & Canada) (pfe.pross)
1.g Start Date:
Date Location User Value Reason
Aug-12-2020 13:44:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Feb/UNK/2002
Time (US & Canada) (pfe.pross)
1.9 Ongoing:
Date Location User Value Reason
Aug-12-2020 13:44:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross NO
Time (US & Canada) (pfe.pross) | End Date:
Feb/UNK/2003
1h
Date Location User Value Reason
Aug-12-2020 13:46:37 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Num §
Time (US & Canada) ber:
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Header Text: c4591001
Visit: VI_DAY1 VAXI1 L

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Medical Histor Colon Polyps-

y Term: Benign
Start Date: UNK/UNK/201
1
Ongoing: NO
End Date:
UNK/UNK/
2011
1.h Line/MH Number:
Date Location User Value Reason
Aug-12-2020 13:46:37 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) |8
Time (US & Canada)
1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-12-2020 13:46:37 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Colon Polyps- Benign
Time (US & Canada) (pfe.pross)
1.h Start Date:
Date Location User Value Reason
Aug-12-2020 13:46:37 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross UNK/UNK/2011
Time (US & Canada) (pfe.pross)
1.h Ongoing:
Date Location User Value Reason
Aug-12-2020 13:46:37 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross NO
Time (US & Canada) (pfe.pross) | End Date:
UNK/UNK/2011
Li
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Header Text: c4591001
Visit: VI_DAY1 VAXI1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Date Location User Value Reason
Aug-12-2020 13:47:06 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Nu 9
Time (US & Canada) mber:

Medical Histo Osteoarthritis-Bil

ry Term: ateral Knees

Start Date:  UNK/UNK/2003

Ongoing: YES
1.i Line/MH Number:
Date Location User Value Reason
Aug-12-2020 13:47:06 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) |9
Time (US & Canada)
1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-12-2020 13:47:06 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Osteoarthritis-Bilateral Knees
Time (US & Canada) (pfe.pross)
1.i Start Date:
Date Location User Value Reason
Aug-12-2020 13:47:06 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross UNK/UNK/2003
Time (US & Canada) (pfe.pross)
1.i Ongoing:
Date Location User Value Reason
Aug-12-2020 13:47:06 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross YES
Time (US & Canada) (pfe.pross)
1j
Date Location User Value Reason
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Header Text: c4591001
Visit: VI_DAY1 VAXI1 L

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Aug-12-2020 13:47:35 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Nu 10
Time (US & Canada) mber:

Medical Histo Osteoarthritis of

ry Term: Right Thumb

Start Date:  UNK/UNK/2003

Ongoing: YES
1.j Line/MH Number:
Date Location User Value Reason
Aug-12-2020 13:47:35 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) |10
Time (US & Canada)
1.j Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-12-2020 13:47:35 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Osteoarthritis of Right Thumb
Time (US & Canada) (pfe.pross)
1.j Start Date:
Date Location User Value Reason
Aug-12-2020 13:47:35 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross UNK/UNK/2003
Time (US & Canada) (pfe.pross)
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Header Text: c4591001
Visit: VI_DAY1 VAXI1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1.j Ongoing:
Date Location User Value Reason
Aug-12-2020 13:47:35 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross YES
Time (US & Canada) (pfe.pross)
1k
Date Location User Value Reason
Aug-14-2020 13:12:03 ACVOPFEINFP6000 | Phillip Data Entry: Due to trauma of
(UTC-05:00) Eastern Ross Line/MH Num 11 same date
Time (US & Canada) (pfe.pross) | per:

Medical Histo Fracture-Bilater

ry Term: al Wrists

Start Date: UNK/UNK/200

7
Ongoing: NO
End Date:
UNK/UNK/2
007

Aug-14-2020 10:38:50 ACVOPFEINFP6000 | Phillip Data Entry: New Information
(UTC-05:00) Eastern Ross Line/MH 11
Time (US & Canada) (pfe.pross) | Number:

Medical Fracture-Bilateral Wri

History T sts-Due to trauma of s

erm: ame date

Start Dat UNK/UNK/2007

e:

Ongoing: NO

End Date:
UNK/UNK/2007

Aug-12-2020 13:48:16 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Num 11
Time (US & Canada) ber:

Medical Histo Fracture-Bilater

ry Term: al Wrists
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Start Date: UNK/UNK/200
7
Ongoing: NO
End Date:
UNK/UNK/2
007
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L
Form Version: 22-Apr-2020 21:03

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

1.k Line/MH Number:

Date Location User Value Reason

Aug-12-2020 13:48:16 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

(UTC-05:00) Eastern (autocalc) |11

Time (US & Canada)

1.k Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-14-2020 13:14:44 | ACVOPFEINFP6000 | Hayley Query 1: Closed Response satisfies

(UTC-05:00) Eastern Wyper query

Time (US & Canada) (pfe.wyperh)

Aug-14-2020 13:12:03 ACVOPFEINFP6000 | auto query Query 1: Answered Due to trauma of

(UTC-05:00) Eastern (autoquery) same date

Time (US & Canada)

Aug-14-2020 13:12:03 ACVOPFEINFP6000 | Phillip Ross | Data Entry: Due to trauma of

(UTC-05:00) Eastern (pfe.pross) Fracture-Bilateral Wrists same date

Time (US & Canada)

Aug-14-2020 13:06:41 ACVOPFEINFP6000 | Hayley Query 1: Reissued:Opened GPD Clin: Thank

(UTC-05:00) Eastern Wyper you for the response

Time (US & Canada) (pfe.wyperh) - please add the
extra information
into the query
response only.
Event term can
remain as was for
coding.

Aug-14-2020 10:38:50 | ACVOPFEINFP6000 | auto query Query 1: Answered New Information

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Aug-14-2020 10:38:50 [ ACVOPFEINFP6000 | Phillip Ross | Data Entry: New Information

(UTC-05:00) Eastern (pfe.pross) Fracture-Bilateral Wrists-Due to

Time (US & Canada) trauma of same date

Aug-14-2020 10:36:55 ACVOPFEINFP6000 | Hayley Query 1: Opened GPD Clin: Please

(UTC-05:00) Eastern Wyper clarify if there was

Time (US & Canada) (pfe.wyperh) any underlying
medical condition to
these fractures, or if
due to trauma. If
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Header Text: c4591001
Visit: VI_DAY1 VAXI1 L
Form Version: 22-Apr-2020 21:03

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

***Confidential ***

there is a
corresponding
medical condition
please add to the
MH listing as a
separate entry.
Aug-12-2020 13:48:16 [ ACVOPFEINFP6000 | Phillip Ross | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.pross) Fracture-Bilateral Wrists
Time (US & Canada)
1.k Start Date:
Date Location User Value Reason
Aug-12-2020 13:48:16 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross UNK/UNK/2007
Time (US & Canada) (pfe.pross)
1.k Ongoing:
Date Location User Value Reason
Aug-12-2020 13:48:16 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross NO
Time (US & Canada) (pfe.pross) | End Date:
UNK/UNK/2007
11
Date Location User Value Reason
Aug-12-2020 13:48:40 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Numbe 12
Time (US & Canada) r:
Medical History Seasonal Alle
Term: rgies
Start Date: UNK/UNK/1
972
Ongoing: YES
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Header Text: c4591001
Visit: VI_DAY1 VAXI1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

1.1 Line/MH Number:

Date Location User Value Reason
Aug-12-2020 13:48:40 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) |12
Time (US & Canada)
1.1 Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-12-2020 13:48:40 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Seasonal Allergies
Time (US & Canada) (pfe.pross)
1.1 Start Date:
Date Location User Value Reason
Aug-12-2020 13:48:40 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross UNK/UNK/1972
Time (US & Canada) (pfe.pross)
1.1 Ongoing:
Date Location User Value Reason
Aug-12-2020 13:48:40 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross YES
Time (US & Canada) (pfe.pross)
1m
Date Location User Value Reason
Aug-12-2020 13:49:21 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Nu 13
Time (US & Canada) mber:

Medical Hist Carpal Tunnel Syn

ory Term: drome- Bilateral

Start Date: UNK/UNK/2002

Ongoing: YES
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Header Text: c4591001
Visit: VI_DAY1 VAXI1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

1.m Line/MH Number:
Date Location User Value Reason
Aug-12-2020 13:49:21 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) |13
Time (US & Canada)
1.m Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-12-2020 13:49:21 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Carpal Tunnel Syndrome- Bilatera
Time (US & Canada) (pfe.pross) |1
1.m Start Date:
Date Location User Value Reason
Aug-12-2020 13:49:21 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross UNK/UNK/2002
Time (US & Canada) (pfe.pross)
1.m Ongoing:
Date Location User Value Reason
Aug-12-2020 13:49:21 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross YES
Time (US & Canada) (pfe.pross)
1n
Date Location User Value Reason
Aug-12-2020 13:50:09 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Numb 14
Time (US & Canada) er:

Medical History Anemia

Term:

Start Date: UNK/UNK/20

11
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Ongoing: NO
End Date:

UNK/UNK/
2015
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L
Form Version: 22-Apr-2020 21:03

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

1.n Line/MH Number:

Date Location User Value Reason

Aug-12-2020 13:50:09 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

(UTC-05:00) Eastern (autocalc) |14

Time (US & Canada)

1.n Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-13-2020 11:46:02 ACVOPFEINFP6000 | Hayley Query 1: Closed Query N/A - End

(UTC-05:00) Eastern Wyper date

Time (US & Canada) (pfe.wyperh)

Aug-13-2020 11:36:51 ACVOPFEINFP6000 | Hayley Query 1: Opened GPD Clin:

(UTC-05:00) Eastern Wyper Anemia: Please

Time (US & Canada) (pfe.wyperh) can you confirm if
subject has
received any blood
products in the past
60 days for this
medhx?

Aug-12-2020 13:50:09 ACVOPFEINFP6000 | Phillip Ross | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.pross) | Anemia

Time (US & Canada)

1.n Start Date:

Date Location User Value Reason

Aug-12-2020 13:50:09 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry

(UTC-05:00) Eastern Ross UNK/UNK/2011

Time (US & Canada) (pfe.pross)

1.n Ongoing:

Date Location User Value Reason

Aug-12-2020 13:50:09 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry

(UTC-05:00) Eastern Ross NO

Time (US & Canada) (pfe.pross) | End Date:

UNK/UNK/2015
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

lo
Date Location User Value Reason
Aug-12-2020 13:53:18 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MHN 15
Time (US & Canada) umber:

Medical His Skin Cancer-Squam

tory Term: ous Cell on Nose

Start Date: UNK/UNK/2010

Ongoing: NO

End Date:
UNK/UNK/2010
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Header Text: c4591001
Visit: VI_DAY1 VAXI1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

1.0 Line/MH Number:
Date Location User Value Reason
Aug-12-2020 13:53:18 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) |15
Time (US & Canada)
1.0 Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-12-2020 13:53:18 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Skin Cancer-Squamous Cell on N
Time (US & Canada) (pfe.pross) | ose
1.0 Start Date:
Date Location User Value Reason
Aug-12-2020 13:53:18 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross UNK/UNK/2010
Time (US & Canada) (pfe.pross)
1.0 Ongoing:
Date Location User Value Reason
Aug-12-2020 13:53:18 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross NO
Time (US & Canada) (pfe.pross) | End Date:
UNK/UNK/2010

1p
Date Location User Value Reason
Aug-12-2020 13:54:38 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH 16
Time (US & Canada) Number:

Medical H Squamous Cell Skin

istory Ter Cancer removed from

m: Nose

Start Date UNK/UNK/2010
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: VI_DAY1 VAXI1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Ongoing: NO
End Date:
UNK/UNK/2010
1.p Line/MH Number:
Date Location User Value Reason
Aug-12-2020 13:54:38 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) |16
Time (US & Canada)
1.p Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-12-2020 13:54:38 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Squamous Cell Skin Cancer remo
Time (US & Canada) (pfe.pross) | ved from Nose
1.p Start Date:
Date Location User Value Reason
Aug-12-2020 13:54:38 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross UNK/UNK/2010
Time (US & Canada) (pfe.pross)
1.p Ongoing:
Date Location User Value Reason
Aug-12-2020 13:54:38 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross NO
Time (US & Canada) (pfe.pross) | End Date:
UNK/UNK/2010
19
Date Location User Value Reason
Aug-12-2020 13:55:22 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Nu 17
Time (US & Canada) mber:
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: VI_DAY1 VAXI1 L
Form Version: 22-Apr-2020 21:03

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Medical Hist Bilateral Carpal Tu

FDA-CBER-2021-5683-0003515

ory Term:  nnel Surgery

Start Date: UNK/UNK/2002

Ongoing: NO

End Date:
UNK/UNK/200
2
1.q Line/MH Number:
Date Location User Value Reason
Aug-12-2020 13:55:22 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) |17
Time (US & Canada)
1.q Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-12-2020 13:55:22 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Bilateral Carpal Tunnel Surgery
Time (US & Canada) (pfe.pross)
1.q Start Date:
Date Location User Value Reason
Aug-12-2020 13:55:22 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross UNK/UNK/2002
Time (US & Canada) (pfe.pross)
1.q Ongoing:
Date Location User Value Reason
Aug-12-2020 13:55:22 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross NO
Time (US & Canada) (pfe.pross) | End Date:
UNK/UNK/2002
lr
Date Location User Value Reason
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Aug-12-2020 13:55:52 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Numb 18
Time (US & Canada) er:

Medical History Cholecystecto

Term: my

Start Date: UNK/UNK/20

03
Ongoing: NO
End Date:
UNK/UNK/
2003
1.r Line/MH Number:
Date Location User Value Reason
Aug-12-2020 13:55:52 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) |18
Time (US & Canada)
1.r Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-12-2020 13:55:52 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Cholecystectomy
Time (US & Canada) (pfe.pross)
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: VI_DAY1 VAXI1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject No: 10811026 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1.r Start Date:
Date Location User Value Reason
Aug-12-2020 13:55:52 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross UNK/UNK/2003
Time (US & Canada) (pfe.pross)
1.r Ongoing:
Date Location User Value Reason
Aug-12-2020 13:55:52 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross NO
Time (US & Canada) (pfe.pross) | End Date:

UNK/UNK/2003
ls
Date Location User Value Reason
Aug-12-2020 13:57:11 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MHN 19
Time (US & Canada) umber:

Medical His Total Knee Replace
tory Term: ment Right Knee
Start Date: UNK/UNK/2003
Ongoing: NO

End Date:

UNK/UNK/2009
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: VI_DAY1 VAXI1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

1.s Line/MH Number:

Date Location User Value Reason
Aug-12-2020 13:57:11 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) |19
Time (US & Canada)
1.s Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-12-2020 13:57:11 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Total Knee Replacement Right Kn
Time (US & Canada) (pfe.pross) |ee
1.s Start Date:
Date Location User Value Reason
Aug-12-2020 13:57:11 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross UNK/UNK/2003
Time (US & Canada) (pfe.pross)
1.s Ongoing:
Date Location User Value Reason
Aug-12-2020 13:57:11 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross NO
Time (US & Canada) (pfe.pross) | End Date:
UNK/UNK/2009

1t
Date Location User Value Reason
Aug-12-2020 13:58:11 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH 20
Time (US & Canada) Number:

Medical H Colonoscopy/Remova

istory Ter 1 of Benign Colon Pol

m: yps

Start Date Dec/1/2011
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: VI_DAY1 VAXI1 L
Form Version: 22-Apr-2020 21:03

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

FDA-CBER-2021-5683-0003519

Ongoing: NO
End Date:
Dec/1/2011
1.t Line/MH Number:
Date Location User Value Reason
Aug-12-2020 13:58:11 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) |20
Time (US & Canada)
1.t Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-12-2020 13:58:11 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Colonoscopy/Removal of Benign
Time (US & Canada) (pfe.pross) | Colon Polyps
1.t Start Date:
Date Location User Value Reason
Aug-12-2020 13:58:11 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Dec/1/2011
Time (US & Canada) (pfe.pross)
1.t Ongoing:
Date Location User Value Reason
Aug-12-2020 13:58:11 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross NO
Time (US & Canada) (pfe.pross) | End Date:
Dec/1/2011
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 30-Jul-2020 21:28
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date:
Date Location User Value Reason
Aug-12-2020 13:58:49 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Aug/12/2020
Time (US & Canada) (pfe.pross)
2. Weight:
Date Location User Value Reason
Aug-12-2020 13:58:49 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross 259.4
Time (US & Canada) (pfe.pross)
3. Unit:
Date Location User Value Reason
Aug-12-2020 13:58:49 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross LB
Time (US & Canada) (pfe.pross)
4. Height:
Date Location User Value Reason
Aug-12-2020 13:58:49 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross 66.0
Time (US & Canada) (pfe.pross)
5. Unit:
Date Location User Value Reason
Aug-12-2020 13:58:49 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross in
Time (US & Canada) (pfe.pross)
6. Body Mass Index:
Date Location User Value Reason
Aug-12-2020 13:58:49 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: VI_DAY1 VAXI1 L
Form Version: 30-Jul-2020 21:28

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

(UTC-05:00) Eastern (autocalc) [41.9
Time (US & Canada)
7.a
Date Location User Value Reason
Aug-12-2020 13:58:49 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Record Identifier:: 1
Time (US & Canada) (pfe.pross) Temperature: 98.0

Temperature Unit: F

Temperature Locati FOREHE

on:: AD
7.a Record ldentifier:
Date Location User Value Reason
Aug-12-2020 13:58:49 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross 1
Time (US & Canada) (pfe.pross)
7.a Temperature:
Date Location User Value Reason
Aug-12-2020 13:58:49 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross 98.0
Time (US & Canada) (pfe.pross)
7.a Unit:
Date Location User Value Reason
Aug-12-2020 13:58:49 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross F
Time (US & Canada) (pfe.pross)
7.a Temperature Location:
Date Location User Value Reason
Aug-12-2020 13:58:49 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross FOREHEAD
Time (US & Canada) (pfe.pross)
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Header Text: ¢4591001
Visit: VI_DAY1 VAXI1 L

Form Version: 30-Jul-2020 21:27

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Lab Panel:
Date Location User Value Reason
Aug-12-2020 13:59:22 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | URINALYSIS
Time (US & Canada)
2. Lab Sub-Panel:
Date Location User Value Reason
Aug-12-2020 13:59:22 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | PREGNANCY
Time (US & Canada)
3. Collection Date:
Date Location User Value Reason
Aug-12-2020 13:59:22 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Aug/12/2020
Time (US & Canada) (pfe.pross)
4. Laboratory Name and Address (Derived)
Date Location User Value Reason
Aug-12-2020 13:59:22 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | STUDY SITE
Time (US & Canada)
5. Specimen Type:
Date Location User Value Reason
Aug-12-2020 13:59:22 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | URINE
Time (US & Canada)
6.a
Date Location User Value Reason
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Header Text: c4591001
Visit: VI_DAY1 VAXI1 L

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Version: 30-Jul-2020 21:27

Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Aug-12-2020 13:59:15 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defin 113
Time (US & Canada) ed Identifier:

Test:: Choriogonadotro

pin Beta PX113

Result::

Not Done:: NOT DONE
6.a Sponsor ID:
Date Location User Value Reason
Aug-12-2020 13:59:15 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 113
Time (US & Canada)
6.a Test:
Date Location User Value Reason
Aug-12-2020 13:59:15 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Choriogonadotropin Beta PX113
Time (US & Canada) (pfe.pross)
6.a Not Done:
Date Location User Value Reason
Aug-12-2020 13:59:15 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross NOT DONE
Time (US & Canada) (pfe.pross)
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: RANDOMIZATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Randomization Date :

Date Location User Value Reason
Aug-12-2020 13:59:40 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Aug/12/2020
Time (US & Canada) (pfe.pross)
2. Randomization Number:
Date Location User Value Reason
Aug-12-2020 13:59:40 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross 226458
Time (US & Canada) (pfe.pross)
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Header Text: c4591001
Visit: VI_DAY1 VAXI1 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Back to Form

1. Data Origin
Date Location User Value Reason
Aug-12-2020 13:20:49 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date Location User Value Reason
Aug-12-2020 13:20:49 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date Location User Value Reason
Aug-12-2020 13:20:57 ACVOPFEINFP6000 | auto query | Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Aug-12-2020 13:20:49 ACVOPFEINFP6000 | auto query | Query 1: Candidate 'Sample Collected?'
(UTC-05:00) Eastern (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Aug-12-2020 13:20:49 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner YES
Time (US & Canada) (pfe.tebner) | Date of Collection:
Aug/12/2020
5.a
Date Location User Value Reason
Aug-12-2020 13:20:57 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner Sample ID: BPHZFH
Time (US & Canada) (pfe.tebner)
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: VI_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

5.a Sample ID
Date Location User Value Reason
Aug-12-2020 13:20:57 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner BPHZFH
Time (US & Canada) (pfe.tebner)
5.b
Date Location User Value Reason
Aug-12-2020 13:21:05 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner Sample ID: BPHZFG
Time (US & Canada) (pfe.tebner)
5.b Sample ID
Date Location User Value Reason
Aug-12-2020 13:21:05 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner BPHZFG
Time (US & Canada) (pfe.tebner)
5.c
Date Location User Value Reason
Aug-12-2020 13:21:15 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner Sample ID: BP1J58
Time (US & Canada) (pfe.tebner)
5.c Sample ID
Date Location User Value Reason
Aug-12-2020 13:21:15 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner BP1J58
Time (US & Canada) (pfe.tebner)
5.d
Date Location User Value Reason
Aug-12-2020 13:21:23 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner Sample ID: BP1J59
Time (US & Canada) (pfe.tebner)
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Header Text: c4591001
Visit: VI_DAY1 VAXI1 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History

090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Form Version: 22-Apr-2020 21:03

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

5.d Sample ID
Date Location User Value Reason
Aug-12-2020 13:21:23 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner BP1J59
Time (US & Canada) (pfe.tebner)
5.e
Date Location User Value Reason
Aug-12-2020 13:21:36 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner Sample ID: BP1J5B
Time (US & Canada) (pfe.tebner)
5.e Sample ID
Date Location User Value Reason
Aug-12-2020 13:21:36 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner BP1J5B
Time (US & Canada) (pfe.tebner)
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: ¢4591001
Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Data Origin
Date Location User Value Reason
Aug-12-2020 13:14:43 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date Location User Value Reason
Aug-12-2020 13:14:43 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | NASAL SWAB
Time (US & Canada)
3. Sample Collected?
Date Location User Value Reason
Aug-12-2020 13:14:56 ACVOPFEINFP6000 |auto query |Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Aug-12-2020 13:14:43 ACVOPFEINFP6000 | auto query | Query 1: Candidate 'Sample Collected?'
(UTC-05:00) Eastern (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Aug-12-2020 13:14:43 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner YES
Time (US & Canada) (pfe.tebner) | Date of Collection:
Aug/12/2020
5.a
Date Location User Value Reason
Aug-12-2020 13:14:56 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner Sample ID: BP1J57
Time (US & Canada) (pfe.tebner)
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: VI_DAY1 VAXI1 L

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

***Confidential ***

5.a Sample ID
Date Location User Value Reason
Aug-12-2020 13:14:56 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner BP1J57
Time (US & Canada) (pfe.tebner)
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: ¢4591001

Visit: VI_DAY1 VAXI1 L
Form Version: 22-Apr-2020 21:04

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason
Aug-12-2020 14:00:47 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross NO
Time (US & Canada) (pfe.pross)
2. Treatment Name
Date Location User Value Reason
Aug-12-2020 14:00:47 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | BLINDED THERAPY
Time (US & Canada)
3. Formulation:
Date Location User Value Reason
Aug-12-2020 14:00:47 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INJECTION
Time (US & Canada)
4. Dose Date Time:
Date Location User Value Reason
Aug-12-2020 14:00:47 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Aug/12/2020 11:49
Time (US & Canada) (pfe.pross)
5. Anatomical Location:
Date Location User Value Reason
Aug-12-2020 14:00:47 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE
Time (US & Canada)
6. Body Side:
Date Location User Value Reason
Aug-12-2020 14:00:47 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:04
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: VACCINATION - ¢CRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

(UTC-05:00) Eastern Ross LEFT

Time (US & Canada) (pfe.pross)

7. Route:

Date Location User Value Reason
Aug-12-2020 14:00:47 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INTRAMUSCULAR

Time (US & Canada)

10. Timeframe Subject Was Observed

Date Location User Value Reason
Aug-12-2020 14:00:47 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | THE PROTOCOL SPECIFIED O

Time (US & Canada) BSERVATION PERIOD

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason
Aug-12-2020 14:00:47 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross YES

Time (US & Canada) (pfe.pross)
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Header Text: ¢4591001

Visit: VI_DAY1 VAXI1 L Form: REACTOGENICITY DIARY - eCRF Audit Trail History
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Select appropriate response - Reactogenicity diary collection

090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Date Location User Value Reason
Aug-12-2020 14:00:53 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross YES - REACTOGENICITY E-DI
Time (US & Canada) (pfe.pross) | ARY COLLECTED FOR THIS S
UBJECT
Page 292 of 460
*#*Confidential ***

FDA-CBER-2021-5683-0003532



090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Visit

Date Location User Value Reason
Sep-02-2020 11:00:23 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner Sep/2/2020

Time (US & Canada) (pfe.tebner)
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: ¢4591001
Visit: V2_ VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross NO
Time (US & Canada) (pfe.pross)
2.a
Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Symptom:: FE
Time (US & Canada) (pfe.pross) VE
R

Were fever or systemic sym N

ptoms present on the lastd O

ay the Subject Diary was co

mpleted?:
2.a Symptom:
Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross FEVER
Time (US & Canada) (pfe.pross)
2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross NO
Time (US & Canada) (pfe.pross)
2.b
Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Symptom:: FA
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
Time (US & Canada) (pfe.pross) TI
GU
E

Were fever or systemic sy NO
mptoms present on the last
day the Subject Diary was

completed?:
2.b Symptom:
Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross FATIGUE
Time (US & Canada) (pfe.pross)

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross NO
Time (US & Canada) (pfe.pross)
2.c
Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Symptom:: HE
Time (US & Canada) (pfe.pross) AD

AC

HE

Were fever or systemic sy NO
mptoms present on the las

t day the Subject Diary w

as completed?:
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

2.c Symptom:
Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross HEADACHE
Time (US & Canada) (pfe.pross)
2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross NO
Time (US & Canada) (pfe.pross)
2.d
Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Symptom:: CH
Time (US & Canada) (pfe.pross) L
LS

Were fever or systemic sym NO

ptoms present on the last d

ay the Subject Diary was ¢

ompleted?:
2.d Symptom:
Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross CHILLS
Time (US & Canada) (pfe.pross)
2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross NO
Time (US & Canada) (pfe.pross)
2.e
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Version: 30-Jul-2020 21:30

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Symptom:: VO
Time (US & Canada) (pfe.pross) MIT
ING

Were fever or systemic sy NO

mptoms present on the las

t day the Subject Diary w

as completed?:
2.e Symptom:
Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross VOMITING
Time (US & Canada) (pfe.pross)

2.e Were fever or systemic

symptoms present on the last day the Subject Diary was completed?

***Confidential ***

FDA-CBER-2021-5683-0003537

Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross NO
Time (US & Canada) (pfe.pross)
2.f
Date Location User Value Reason
Sep-03-2020 13:32:45 ACVOPFEINFP6000 | Phillip Data Entry: Changed
(UTC-05:00) Eastern Ross Symptom:: DIARRH |Information
Time (US & Canada) (pfe.pross) EA

Page 297 of 460




090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Were fever or system YES
ic symptoms present Ongoing
on the last day the S ?
ubject Diary was co
mpleted?: NO
Stop
Date:
Au
g/1
8/2
020
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Symptom:: DIA
Time (US & Canada) (pfe.pross) RR
HE
A
Were fever or systemic sy NO
mptoms present on the las
t day the Subject Diary w
as completed?:

Page 298 of 460

***Confidential ***

FDA-CBER-2021-5683-0003538




090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Site No: 1081
Subject No: 10811026

Form Version: 30-Jul-2020 21:30

Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

RESOLVED DATES - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

***Confidential ***

2.f Symptom:
Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross DIARRHEA
Time (US & Canada) (pfe.pross)
2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-04-2020 01:28:10 | ACVOPFEINFP6000 | Pramod Query 1: Closed Closed by DM:
(UTC-05:00) Eastern Margaj PM.
Time (US & Canada) (pfe.margap03)
Sep-03-2020 13:32:45 | ACVOPFEINFP6000 | auto query Query 1: Answered Changed
(UTC-05:00) Eastern (autoquery) Information
Time (US & Canada)
Sep-03-2020 13:32:45 | ACVOPFEINFP6000 | Phillip Ross Data Entry: Changed
(UTC-05:00) Eastern (pfe.pross) YES Information
Time (US & Canada) Ongoing?
NO
Stop Date:
Aug/18/2020
Sep-03-2020 12:10:28 | ACVOPFEINFP6000 | Isaac Query 1: Opened e-Diary: Per eDiary
(UTC-05:00) Eastern Arasavalli records,
Time (US & Canada) (pfe.arasai) DIARRHEA is
reported on Last
day (Day 7)
however the last
day in inform is
entered as 'No' for
the same. Please
verify and update.
Else, clarify.
Thanks.
Sep-02-2020 12:13:44 | ACVOPFEINFP6000 | Phillip Ross Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.pross) NO
Time (US & Canada)
Page 299 of 460

FDA-CBER-2021-5683-0003539




090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

29
Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Symptom:: NEW OR
Time (US & Canada) (pfe.pross) WORSEN
ED MUS
CLE PAI
N
Were fever or system NO
ic symptoms present
on the last day the S
ubject Diary was co
mpleted?:
2.9 Symptom:
Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross NEW OR WORSENED MUSCL
Time (US & Canada) (pfe.pross) | E PAIN
2.9 Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross NO
Time (US & Canada) (pfe.pross)
2.h
Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Symptom:: NEW OR
Time (US & Canada) (pfe.pross) WORSE
NED JOI
NT PAIN
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Version: 30-Jul-2020 21:30

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Were fever or system NO
ic symptoms present

on the last day the Su

bject Diary was com

pleted?:
2.h Symptom:
Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross NEW OR WORSENED JOINT P
Time (US & Canada) (pfe.pross) | AIN
2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross NO
Time (US & Canada) (pfe.pross)
3. Injection Site Location:
Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE
Time (US & Canada)
4. Injection Site Body Side:
Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross LEFT
Time (US & Canada) (pfe.pross)
5.a
Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Injection Site Reaction:: RE
Time (US & Canada) (pfe.pross) DN

ESS
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Were injection site reactio NO
ns present on the last day t

he Subject Diary was com
pleted?:

5.a Injection Site Reaction:

Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross REDNESS
Time (US & Canada) (pfe.pross)
5.a Were injection site reactions present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross NO
Time (US & Canada) (pfe.pross)
5.b
Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Injection Site Reaction:: SWE
Time (US & Canada) (pfe.pross) LLI
NG

Were injection site reactio NO

ns present on the last day

the Subject Diary was co

mpleted?:
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

5.b Injection Site Reaction:

Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross SWELLING
Time (US & Canada) (pfe.pross)
5.b Were injection site reactions present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross NO
Time (US & Canada) (pfe.pross)
5.c
Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Injection Site Reaction PAIN A
Time (US & Canada) (pfe.pross) | :: T INJE
CTION
SITE

Were injection site rea NO

ctions present on the la

st day the Subject Diar

y was completed?:
5.c Injection Site Reaction:
Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross PAIN AT INJECTION SITE
Time (US & Canada) (pfe.pross)
5.c Were injection site reactions present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-02-2020 12:13:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross NO
Time (US & Canada) (pfe.pross)
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Header Text: ¢4591001

Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:51

Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date:
Date Location User Value Reason
Sep-02-2020 12:14:00 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Sep/2/2020
Time (US & Canada) (pfe.pross)
2.a
Date Location User Value Reason
Sep-02-2020 12:14:00 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Record Identifier: 1
Time (US & Canada) (pfe.pross) | .

Temperature: 96.6

Temperature Unit F

Temperature Loca ORAL CAV

tion:: ITY
2.a Record Identifier:
Date Location User Value Reason
Sep-02-2020 12:14:00 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross 1
Time (US & Canada) (pfe.pross)
2.a Temperature:
Date Location User Value Reason
Sep-03-2020 00:02:32 [ ACVOPFEINFP6000 | Pramod Query 1: Closed Closed by DM:
(UTC-05:00) Eastern Margaj PM.
Time (US & Canada) (pfe margap03)
Sep-02-2020 12:14:54 | ACVOPFEINFP6000 | Phillip Ross Query 1: Answered Correct. Not
(UTC-05:00) Eastern (pfe.pross) clinically
Time (US & Canada) significant.
Sep-02-2020 12:14:00 [ ACVOPFEINFP6000 | auto query Query 1: Opened Temperature 96.6 F
(UTC-05:00) Eastern (autoquery) is outside of
Time (US & Canada) Normal Range 97 -
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Header Text: c4591001
Visit: V2 VAX2 L

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

99.5F.
Sep-02-2020 12:14:00 | ACVOPFEINFP6000 | Phillip Ross Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.pross) 96.6
Time (US & Canada)
2.a Unit:
Date Location User Value Reason
Sep-02-2020 12:14:00 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross F
Time (US & Canada) (pfe.pross)
2.a Temperature Location:
Date Location User Value Reason
Sep-02-2020 12:14:00 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross ORAL CAVITY
Time (US & Canada) (pfe.pross)
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Header Text: ¢4591001

Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:27

Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Lab Panel:
Date Location User Value Reason
Sep-02-2020 12:14:22 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) [ URINALYSIS
Time (US & Canada)
2. Lab Sub-Panel:
Date Location User Value Reason
Sep-02-2020 12:14:22 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | PREGNANCY
Time (US & Canada)
3. Collection Date:
Date Location User Value Reason
Sep-02-2020 12:14:22 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Sep/2/2020
Time (US & Canada) (pfe.pross)
4. Laboratory Name and Address (Derived)
Date Location User Value Reason
Sep-02-2020 12:14:22 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | STUDY SITE
Time (US & Canada)
5. Specimen Type:
Date Location User Value Reason
Sep-02-2020 12:14:22 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | URINE
Time (US & Canada)
6.a
Date Location User Value Reason
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Header Text: c4591001
Visit: V2 VAX2 L

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Version: 30-Jul-2020 21:27

Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Sep-02-2020 12:14:22 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defin 113
Time (US & Canada) ed Identifier:

Test:: Choriogonadotro

pin Beta PX113

Result::

Not Done:: NOT DONE
6.a Sponsor ID:
Date Location User Value Reason
Sep-02-2020 12:14:22 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) [ 113
Time (US & Canada)
6.a Test:
Date Location User Value Reason
Sep-02-2020 12:14:22 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Choriogonadotropin Beta PX113
Time (US & Canada) (pfe.pross)
6.a Not Done:
Date Location User Value Reason
Sep-02-2020 12:14:22 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross NOT DONE
Time (US & Canada) (pfe.pross)
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Header Text: ¢4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Data Origin
Date Location User Value Reason
Sep-02-2020 11:00:40 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) [ SITE
Time (US & Canada)
2. Sample Type
Date Location User Value Reason
Sep-02-2020 11:00:40 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | NASAL SWAB
Time (US & Canada)
3. Sample Collected?
Date Location User Value Reason
Sep-02-2020 11:00:55 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Sep-02-2020 11:00:40 ACVOPFEINFP6000 | auto query | Query 1: Candidate '‘Sample Collected?'
(UTC-05:00) Eastern (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Sep-02-2020 11:00:40 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner YES
Time (US & Canada) (pfe.tebner) | Date of Collection:
Sep/2/2020
5.a
Date Location User Value Reason
Sep-02-2020 11:00:55 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner Sample ID: BP97M5
Time (US & Canada) (pfe.tebner)
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Header Text: c4591001
Visit: V2 VAX2 L

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

***Confidential ***

5.a Sample ID
Date Location User Value Reason
Sep-02-2020 11:00:55 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner BP97MS5
Time (US & Canada) (pfe.tebner)
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Header Text: ¢4591001
Visit: V2_ VAX2 L

Form Version: 22-Apr-2020 21:04

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason
Sep-02-2020 12:15:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross NO
Time (US & Canada) (pfe.pross)
2. Treatment Name
Date Location User Value Reason
Sep-02-2020 12:15:44 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | BLINDED THERAPY
Time (US & Canada)
3. Formulation:
Date Location User Value Reason
Sep-02-2020 12:15:44 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) [ INJECTION
Time (US & Canada)
4. Dose Date Time:
Date Location User Value Reason
Sep-02-2020 12:15:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross Sep/2/2020 11:06
Time (US & Canada) (pfe.pross)
5. Anatomical Location:
Date Location User Value Reason
Sep-02-2020 12:15:44 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE
Time (US & Canada)
6. Body Side:
Date Location User Value Reason
Sep-02-2020 12:15:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
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Visit: V2 VAX2 L

Site No: 1081

Header Text: c4591001

Form Version: 22-Apr-2020 21:04

Subject No: 10811026
Generated By: pfe.levissc

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Time (US & Canada)

BSERVATION PERIOD

(UTC-05:00) Eastern Ross LEFT

Time (US & Canada) (pfe.pross)

7. Route:

Date Location User Value Reason
Sep-02-2020 12:15:44 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) [ INTRAMUSCULAR

Time (US & Canada)

10. Timeframe Subject Was Observed

Date Location User Value Reason
Sep-02-2020 12:15:44 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | THE PROTOCOL SPECIFIED O

administration?

11. Was the subject observed for at least the protocol specified observation period after investigational product

Date Location User Value Reason
Sep-02-2020 12:15:44 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
(UTC-05:00) Eastern Ross YES

Time (US & Canada) (pfe.pross)
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Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L
Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Visit

Date Location User Value Reason
Sep-30-2020 10:21:30 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner Sep/30/2020
Time (US & Canada) (pfe.tebner)
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Header Text: ¢4591001

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Visit: V3_ MONTH1_POSTVAX2 L

RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason
Sep-30-2020 10:58:23 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.Imorris) | NO
Time (US & Canada)
2.a
Date Location User Value Reason
Sep-30-2020 10:58:23 ACVOPFEINFP6000 |Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.lmorris) | Symptom:: FE
Time (US & Canada) VE
R

Were fever or systemic sy N

mptoms present on the las O

t day the Subject Diary wa

s completed?:
2.a Symptom:
Date Location User Value Reason
Sep-30-2020 10:58:23 ACVOPFEINFP6000 |Lora Morris |Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.Imorris) | FEVER
Time (US & Canada)
2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-30-2020 10:58:23 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.lmorris) | NO
Time (US & Canada)
2.b
Date Location User Value Reason
Sep-30-2020 10:58:23 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.lmorris) | Symptom:: FA
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Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

RESOLVED DATES - eCRF Audit Trail History

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Time (US & Canada) TI
GU
E

Were fever or systemic sy NO

mptoms present on the las

t day the Subject Diary w

as completed?:
2.b Symptom:
Date Location User Value Reason
Sep-30-2020 10:58:23 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.lmorris) | FATIGUE
Time (US & Canada)
2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-30-2020 10:58:23 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.Imorris) | NO
Time (US & Canada)
2.
Date Location User Value Reason
Oct-01-2020 14:56:59 ACVOPFEINFP6000 |Lora Morris |Data Entry: New Information
(UTC-05:00) Eastern (pfe.lmorris) | Symptom:: HEADA
Time (US & Canada) CHE

Were fever or syste YES
mic symptoms prese  Ongoin
nt on the last day the g?
Subject Diary was ¢
ompleted?: NO

Stop
Date

Se
p/8
/20
20
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Header Text: c4591001
Visit: V3 MONTH1_POS

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Version: 30-Jul-2020 21:30

TVAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Sep-30-2020 10:58:23
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 | Lora Morris
(pfe.Imorris)

Data Entry:

Symptom:: HE
AD
AC
HE

Were fever or systemic sy NO
mptoms present on the la

st day the Subject Diary

was completed?:

Initial Entry
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Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials:

Generated Time (GMT): 29-Mar-2021 10:11

2.c Symptom:

Date Location User Value Reason

Sep-30-2020 10:58:23 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.Imorris) | HEADACHE

Time (US & Canada)

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-02-2020 02:31:01 | ACVOPFEINFP6000 | Pramod Query 1: Closed Closed by DM:

(UTC-05:00) Eastern Margaj PM.

Time (US & Canada) (pfe margap03)

Oct-01-2020 14:56:59 | ACVOPFEINFP6000 | auto query Query 1: Answered New Information

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Oct-01-2020 14:56:59 | ACVOPFEINFP6000 |Lora Morris Data Entry: New Information

(UTC-05:00) Eastern (pfe.Imorris) YES

Time (US & Canada) Ongoing?

NO
Stop Date:
Sep/8/2020

Oct-01-2020 08:23:55 | ACVOPFEINFP6000 | Pramod Query 1: Opened eDiary: Per diary

(UTC-05:00) Eastern Margaj records,

Time (US & Canada) (pfe margap03) HEADACHE
present on Last day
however inform
entered with "No'
for the same. Please
verify and update.
If diary entered in
error, please enter
stop date as last
date of diary.
Thanks.

Sep-30-2020 10:58:23 | ACVOPFEINFP6000 | Lora Morris Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.Imorris) NO

Time (US & Canada)
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Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

2.d
Date Location User Value Reason
Sep-30-2020 10:58:23 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
(UTC-OSOO) Eastern (pfe.lmorris) Symptom:: CH
Time (US & Canada) IL
LS
Were fever or systemic sy NO
mptoms present on the las
t day the Subject Diary w
as completed?:
2.d Symptom:
Date Location User Value Reason
Sep-30-2020 10:58:23 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.Imorris) | CHILLS
Time (US & Canada)
2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-30-2020 10:58:23 ACVOPFEINFP6000 |Lora Morris |Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.lmorris) | NO
Time (US & Canada)
2.e
Date Location User Value Reason
Sep-30-2020 10:58:23 ACVOPFEINFP6000 | Lora Morris |Data Entry: Initial Entry
(UTC'OSOO) Eastern (pfelmorrls) Symptom:: VO
Time (US & Canada) MIT
ING
Were fever or systemics NO
ymptoms present on the |
ast day the Subject Diary
was completed?:
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Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

2.e Symptom:
Date Location User Value Reason
Sep-30-2020 10:58:23 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.lmorris) | VOMITING
Time (US & Canada)
2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-30-2020 10:58:23 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.Imorris) | NO
Time (US & Canada)
2.f
Date Location User Value Reason
Oct-01-2020 12:09:15 ACVOPFEINFP6000 |Lora Morris |Data Entry: Transcription Error
(UTC-05:00) Eastern (pfe.Imorris) | Symptom:: DIAR
Time (US & Canada) RHEA
Were fever or systemic YES
symptoms presentont Ong
he last day the Subject oing
Diary was completed?: ?
YE
S
Sep-30-2020 10:58:23 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.lmorris) | Symptom:: DIA
Time (US & Canada) RR
HE
A
Were fever or systemics NO
ymptoms present on the |
ast day the Subject Diary
was completed?:
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Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Time (US & Canada)

2.f Symptom:

Date Location User Value Reason
Sep-30-2020 10:58:23 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.lmorris) | DIARRHEA

Time (US & Canada)

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason
Oct-02-2020 01:36:03 [ ACVOPFEINFP6000 | Pramod Query 1: Closed Closed by DM:
(UTC-05:00) Eastern Margaj PM.

Time (US & Canada) (pfe margap03)

Oct-01-2020 12:09:15 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-05:00) Eastern (autoquery)

Oct-01-2020 12:09:15 | ACVOPFEINFP6000
(UTC-05:00) Eastern

Lora Morris Data Entry:
(pfe.Imorris) YES

Transcription Error

Time (US & Canada) Ongoing?
YES
Oct-01-2020 08:24:13 ACVOPFEINFP6000 | Pramod Query 1: Opened eDiary: Per diary
(UTC-05:00) Eastern Margaj records,
Time (US & Canada) (pfe margap03) DIARRHEA

present on Last day
however inform
entered with 'No'
for the same. Please
verify and update.
If diary entered in
error, please enter
stop date as last

date of diary.
Thanks.
Sep-30-2020 10:58:23 | ACVOPFEINFP6000 | Lora Morris Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.Imorris) NO
Time (US & Canada)
2.9
Date Location User Value Reason
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Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Sep-30-2020 10:58:23 ACVOPFEINFP6000 |Lora Morris |Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.lmorris) | Symptom:: NEW OR
Time (US & Canada) WORSE
NED MU
SCLE PA
IN
Were fever or syste NO
mic symptoms prese
nt on the last day th
e Subject Diary was
completed?:
2.9 Symptom:
Date Location User Value Reason
Sep-30-2020 10:58:23 ACVOPFEINFP6000 |Lora Morris |Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.Imorris) | NEW OR WORSENED MUSCL
Time (US & Canada) E PAIN
2.9 Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-30-2020 10:58:23 ACVOPFEINFP6000 |Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.lmorris) | NO
Time (US & Canada)
2.h
Date Location User Value Reason
Sep-30-2020 10:58:23 ACVOPFEINFP6000 |Lora Morris |Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.lmorris) | Symptom:: NEW OR
Time (US & Canada) WORSE
NED JOI
NT PAIN

Were fever or syste NO
mic symptoms prese

nt on the last day th

e Subject Diary was
completed?:

Page 320 of 460

***Confidential ***

FDA-CBER-2021-5683-0003560



090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

RESOLVED DATES - eCRF Audit Trail History

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

2.h Symptom:
Date Location User Value Reason
Sep-30-2020 10:58:23 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.Imorris) | NEW OR WORSENED JOINT
Time (US & Canada) PAIN
2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-30-2020 10:58:23 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.Imorris) | NO
Time (US & Canada)
3. Injection Site Location:
Date Location User Value Reason
Sep-30-2020 10:58:23 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE
Time (US & Canada)
4. Injection Site Body Side:
Date Location User Value Reason
Sep-30-2020 10:58:23 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.Imorris) | LEFT
Time (US & Canada)
5.a
Date Location User Value Reason
Sep-30-2020 10:58:23 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.Imorris) | Injection Site Reaction:: RE
Time (US & Canada) DN
ESS

Were injection site reacti NO

ons present on the last da

y the Subject Diary was ¢

ompleted?:
5.a Injection Site Reaction:
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Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Date Location User Value Reason
Sep-30-2020 10:58:23 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.Imorris) | REDNESS
Time (US & Canada)
5.a Were injection site reactions present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-30-2020 10:58:23 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.Imorris) | NO
Time (US & Canada)
5.b
Date Location User Value Reason
Sep-30-2020 10:58:23 ACVOPFEINFP6000 | Lora Morris |Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.Imorris) | Injection Site Reaction:: SW
Time (US & Canada) ELL
ING

Were injection site reacti NO

ons present on the last d

ay the Subject Diary was

completed?:
5.b Injection Site Reaction:
Date Location User Value Reason
Sep-30-2020 10:58:23 ACVOPFEINFP6000 |Lora Morris |Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.Imorris) | SWELLING
Time (US & Canada)
5.b Were injection site reactions present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-30-2020 10:58:23 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.lmorris) | NO
Time (US & Canada)
5.c
Date Location User Value Reason
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Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
Sep-30-2020 10:58:23 ACVOPFEINFP6000 |Lora Morris |Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.lmorris) | Injection Site Reactio PAIN A
Time (US & Canada) n:: T INJE
CTION
SITE

Were injection site rea NO
ctions present on the 1

ast day the Subject Di

ary was completed?:

5.c Injection Site Reaction:

Date Location User Value Reason
Sep-30-2020 10:58:23 ACVOPFEINFP6000 |Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.Imorris) | PAIN AT INJECTION SITE

Time (US & Canada)

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason
Sep-30-2020 10:58:23 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.lmorris) | NO

Time (US & Canada)
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Header Text: ¢4591001
Visit: V3 MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Data Origin
Date Location User Value Reason
Sep-30-2020 10:21:48 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) [ SITE
Time (US & Canada)
2. Sample Type
Date Location User Value Reason
Sep-30-2020 10:21:48 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) [ SERUM
Time (US & Canada)
3. Sample Collected?
Date Location User Value Reason
Sep-30-2020 10:22:00 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Sep-30-2020 10:21:48 ACVOPFEINFP6000 | auto query | Query 1: Candidate '‘Sample Collected?'
(UTC-05:00) Eastern (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Sep-30-2020 10:21:48 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner YES
Time (US & Canada) (pfe.tebner) | Date of Collection:
Sep/30/2020
5.a
Date Location User Value Reason
Sep-30-2020 10:22:00 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner Sample ID: BP1HSS
Time (US & Canada) (pfe.tebner)
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Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

5.a Sample ID

Date Location User Value Reason
Sep-30-2020 10:22:00 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner BP1HSS

Time (US & Canada) (pfe.tebner)

5b

Date Location User Value Reason
Sep-30-2020 10:22:13 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner Sample ID: BRTXR7

Time (US & Canada) (pfe.tebner)

5.b Sample ID

Date Location User Value Reason
Sep-30-2020 10:22:13 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner BRTXR7

Time (US & Canada) (pfe.tebner)

5.C

Date Location User Value Reason
Sep-30-2020 10:22:32 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner Sample ID: BRTXRS

Time (US & Canada) (pfe.tebner)

5.c Sample ID

Date Location User Value Reason
Sep-30-2020 10:22:32 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner BRTXRS

Time (US & Canada) (pfe.tebner)
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Header Text: c4591001

Visit: V4 MONTH6 L

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Visit

Date Location User Value Reason
Mar-03-2021 16:03:33 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.lmorris) | Mar/3/2021
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Header Text: c4591001
Visit: V4 MONTH6 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Back to Form

090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

1. Data Origin
Date Location User Value Reason
Mar-03-2021 16:24:28 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocale) | SITE
Time (US & Canada)
2. Sample Type
Date Location User Value Reason
Mar-03-2021 16:24:28 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date Location User Value |Reason
Mar-04-2021 | ACVOPFEINFP6000 Jennifer Riddle Query | Response satisfies
15:08:51 (pfe riddlj) 2: Clo | query
(UTC-05:00) sed
Eastern Time
US &
Canada)
Mar-04-2021 | ACVOPFEINFP6000 auto query Query | Transcription Error
11:28:24 (autoquery) 2: An
(UTC-05:00) swere
Eastern Time d
(US &
Canada)
Mar-04-2021 | ACVOPFEINFP6000 Lora Morris Data | Transcription Error
11:28:24 (pfe.Imorris) Entr
(UTC-05:00) :
Eastern Time YES
(US & Date
Canada) of C

ollec

tion:

Ma
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Header Text: c4591001

Visit: V4 MONTH6 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

/3

/20

21
Mar-04-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW?7592611;Date
01:32:52 (pfe. DMW_QUERY) |2: Op | of Collection is not
(UTC-05:00) ened | equal to Date of
Eastern Time Visit. Please clarify
(US & or correct.
Canada)
Mar-03-2021 | ACVOPFEINFP6000 auto query Query | Close Auto Query
16:24:56 (autoquery) 1: Del
(UTC-05:00) eted
Eastern Time
(US &
Canada)
Mar-03-2021 | ACVOPFEINFP6000 auto query Query | 'Sample Collected?'
16:24:28 (autoquery) 1: Ca |[is Yes, however no
(UTC-05:00) ndidat | barcodes are
Eastern Time e entered. Please
(US & review and correct
Canada) as appropriate.
Mar-03-2021 | ACVOPFEINFP6000 Tawnyn Ebner Data | Initial Entry
16:24:28 (pfe.tebner) Entry
(UTC-05:00) :
Eastern Time YES
US & Date
Canada) of C

ollec
tion:

Ma

/2

/20

21
5.a
Date Location User Value Reason
Mar-03-2021 16:24:56 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner Sample ID: BRM4MH
Time (US & Canada) (pfe.tebner)
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Header Text: c4591001
Visit: V4 MONTH6 L

Form Version: 22-Apr-2020 21:03

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

5.a Sample ID
Date Location User Value Reason
Mar-03-2021 16:24:56 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner BRM4MH
Time (US & Canada) (pfe.tebner)
5.b
Date Location User Value Reason
Mar-03-2021 16:25:08 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner Sample ID: BRM4M]J
Time (US & Canada) (pfe.tebner)
5.b Sample ID
Date Location User Value Reason
Mar-03-2021 16:25:08 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner BRM4MJ
Time (US & Canada) (pfe.tebner)
5.c
Date Location User Value Reason
Mar-03-2021 16:25:23 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner Sample ID: BKZ4HV
Time (US & Canada) (pfe.tebner)
5.c Sample ID
Date Location User Value Reason
Mar-03-2021 16:25:23 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner BKZ4HV
Time (US & Canada) (pfe.tebner)
5d
Date Location User Value Reason
Mar-03-2021 16:25:39 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner Sample ID: BKZ4HW
Time (US & Canada) (pfe.tebner)
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Header Text: c4591001
Visit: V4 MONTH6 L

Form Version: 22-Apr-2020 21:03

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

5.d Sample ID
Date Location User Value Reason
Mar-03-2021 16:25:39 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner BKZ4HW
Time (US & Canada) (pfe.tebner)
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Header Text: c4591001

on Oct/01/2020

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Version: 22-Apr-2020 21:03

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Visit

Time (US & Canada)

Date Location User Value Reason

Oct-05-2020 13:44:46 ACVOPFEINFP6000 |auto query |Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Oct-05-2020 13:43:28 ACVOPFEINFP6000 |auto query |Query 2: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Oct-05-2020 13:42:33 ACVOPFEINFP6000 | auto query | Query 2: Candidate Date of Visit is

(UTC-05:00) Eastern (autoquery) completed but Date

Time (US & Canada) of Assessment in
the Signs and
Symptoms form is
missing. Please
review and update
as appropriate.

Oct-05-2020 13:42:33 ACVOPFEINFP6000 |auto query |Query 1: Candidate Date of Visit is

(UTC-05:00) Eastern (autoquery) completed but Date

Time (US & Canada) of Collection in
both Nasal Swab
Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Oct-05-2020 13:42:33 ACVOPFEINFP6000 |James Fry | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.jfry) Oct/1/2020

Time (US & Canada)

3. COVID-19 IlIness Visit:

Date Location User Value Reason

Oct-05-2020 13:42:33 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

(UTC-05:00) Eastern (autocalc) [ COVID A
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

on Oct/01/2020

Form Version: 15-Sep-2020 21:55

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Assessment:

Date Location User Value Reason
Oct-05-2020 13:43:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Oct/1/2020
Time (US & Canada) (pfe.jfry)
2. Date of First Symptom Started:
Date Location User Value Reason
Oct-05-2020 13:43:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Sep/2/2020
Time (US & Canada) (pfe.jfry)
3. Symptoms Ongoing?
Date Location User Value Reason
Nov-03-2020 14:20:18 | ACVOPFEINFP6000 | Stephen Query 1: Closed Response satisfies
(UTC-05:00) Eastern Paolini query
Time (US & Canada) (pfe.paolisO1)
Nov-03-2020 12:43:08 | ACVOPFEINFP6000 | auto query Query 1: Answered New Information
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Nov-03-2020 12:43:08 | ACVOPFEINFP6000 |Lora Morris | Data Entry: New Information
(UTC-05:00) Eastern (pfe.lmorris) | NO
Time (US & Canada) Date of Last Symptom Resolv
ed:
Oct/5/2020
Oct-30-2020 15:00:58 ACVOPFEINFP6000 | Stephen Query 1: Opened CLINQUERY:
(UTC-05:00) Eastern Paolini Please clarify
Time (US & Canada) (pfe.paolisO1) whether the
reported symptoms
are still ongoing? If
symptoms have
ended, please
update ‘Symptoms
Ongoing’ on to
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

on Oct/01/2020

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Version: 15-Sep-2020 21:55

Audit Trail History
Form Status: Data Complete, Frozen, Verified

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

‘NO’ and add Date
of Last Symptom
Resolved on the
CRF.

Oct-05-2020 13:43:28 ACVOPFEINFP6000 | James Fry Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.jfry) YES
Time (US & Canada)
4.a
Date Location User Value Reason
Oct-05-2020 13:43:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Symptoms: FEVER
Time (US & Canada) (pfe.jfry) Symptom Present: NO
4.a Symptoms:
Date Location User Value Reason
Oct-05-2020 13:43:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry FEVER
Time (US & Canada) (pfe.jfry)
4.a Was symptom present?
Date Location User Value Reason
Oct-05-2020 13:43:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NO
Time (US & Canada) (pfe.jfry)
4.b
Date Location User Value Reason
Oct-05-2020 13:43:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Symptoms: NEW OR INCREA
Time (US & Canada) (pfe.jfry) SED COUGH

Symptom P NO

resent:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Oct/01/2020

Form Version: 15-Sep-2020 21:55

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

4.b Symptoms:
Date Location User Value Reason
Oct-05-2020 13:43:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NEW OR INCREASED COUGH
Time (US & Canada) (pfe.jfry)
4.b Was symptom present?
Date Location User Value Reason
Oct-05-2020 13:43:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NO
Time (US & Canada) (pfe.jfry)
4.c
Date Location User Value Reason
Oct-05-2020 13:43:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Sympto NEW OR INCREASE
Time (US & Canada) (pfe.jfry) | ms: D SHORTNESS OF B
REATH

Sympto NO

m Prese

nt:
4.c Symptoms:
Date Location User Value Reason
Oct-05-2020 13:43:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NEW OR INCREASED SHORTN
Time (US & Canada) (pfe.jfry) |ESS OF BREATH
4.c Was symptom present?
Date Location User Value Reason
Oct-05-2020 13:43:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NO
Time (US & Canada) (pfe.jfry)
4d
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Header Text: c4591001

on Oct/01/2020

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Version: 15-Sep-2020 21:55

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Date Location User Value Reason
Oct-05-2020 13:43:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Symptoms: CHILLS
Time (US & Canada) (pfe.jfry) Symptom Present: NO
4.d Symptoms:
Date Location User Value Reason
Oct-05-2020 13:43:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry CHILLS
Time (US & Canada) (pfe.jfry)
4.d Was symptom present?
Date Location User Value Reason
Oct-05-2020 13:43:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NO
Time (US & Canada) (pfe.jfry)
4e
Date Location User Value Reason
Oct-05-2020 13:43:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Symptom NEW OR INCREAS
Time (US & Canada) (pfejfry) | s: ED MUSCLE PAIN

Symptom NO

Present:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Oct/01/2020

Form Version: 15-Sep-2020 21:55

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

4.e Symptoms:

Date Location User Value Reason
Oct-05-2020 13:43:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NEW OR INCREASED MUSCL
Time (US & Canada) (pfe.jfry) | E PAIN
4.e Was symptom present?
Date Location User Value Reason
Oct-05-2020 13:43:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NO
Time (US & Canada) (pfe.jfry)
4f
Date Location User Value Reason
Oct-05-2020 13:43:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Symptoms NEW LOSS OF TAS
Time (US & Canada) (pfejfry) | . TE OR SMELL
Symptom NO
Present:
4.f Symptoms:
Date Location User Value Reason
Oct-05-2020 13:43:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NEW LOSS OF TASTE OR SME
Time (US & Canada) (pfe.jfry) |LL
4.f Was symptom present?
Date Location User Value Reason
Oct-05-2020 13:43:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NO
Time (US & Canada) (pfe.jfry)
4.9
Date Location User Value Reason
Page 336 of 460
*#*Confidential ***

FDA-CBER-2021-5683-0003576
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Header Text: c4591001

on Oct/01/2020

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Version: 15-Sep-2020 21:55

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11
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Oct-05-2020 13:43:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Symptom NEW OR INCREAS
Time (US & Canada) (pfe.jfry) | s: ED SORE THROAT

Symptom NO

Present:
4.9 Symptoms:
Date Location User Value Reason
Oct-05-2020 13:43:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NEW OR INCREASED SORE T
Time (US & Canada) (pfe.jfry) |HROAT
4.g Was symptom present?
Date Location User Value Reason
Oct-05-2020 13:43:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NO
Time (US & Canada) (pfe.jfry)
4.h
Date Location User Value Reason
Oct-05-2020 13:43:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Symptoms: DIARRHEA
Time (US & Canada) (pfe.jfry) Symptom Present: YES
4.h Symptoms:
Date Location User Value Reason
Oct-05-2020 13:43:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry DIARRHEA
Time (US & Canada) (pfe.jfry)
4.h Was symptom present?
Date Location User Value Reason
Oct-05-2020 13:43:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry YES
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Oct/01/2020 Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

4.

Date Location User Value Reason
Oct-05-2020 13:43:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Symptoms: VOMITING

Time (US & Canada) (pfe.jfry) Symptom Present: NO

4.i Symptoms:

Date Location User Value Reason
Oct-05-2020 13:43:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry VOMITING

Time (US & Canada) (pfe.jfry)

4.i Was symptom present?

090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Date Location User Value Reason
Oct-05-2020 13:43:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NO
Time (US & Canada) (pfe.jfry)
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Header Text: ¢4591001

on Oct/01/2020

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Version: 06-Jul-2020 21:54

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Actual Date of Collection:
Date Location User Value Reason
Oct-05-2020 13:44:19 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Done
Time (US & Canada) (pfe.jfry)
2. Specimen Type:
Date Location User Value Reason
Oct-05-2020 13:44:19 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Done
Time (US & Canada) (pfe.jfry)
3. Specimen Collection Location:
Date Location User Value Reason
Oct-05-2020 13:44:19 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Done
Time (US & Canada) (pfe.jfry)
4. Assay Code and Description:
Date Location User Value Reason
Oct-05-2020 13:44:19 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Done
Time (US & Canada) (pfe.jfry)
5. Device Type:
Date Location User Value Reason
Oct-05-2020 13:44:19 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Done
Time (US & Canada) (pfe.jfry)
6. Trade Name:
Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

on Oct/01/2020

Form Version: 06-Jul-2020 21:54

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Oct-05-2020 13:44:19 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Done
Time (US & Canada) (pfe.jfry)
7. Test Result:
Date Location User Value Reason
Oct-05-2020 13:44:19 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Done
Time (US & Canada) (pfe.jfry)
8. Comments/Findings/Details:
Date Location User Value Reason
Oct-05-2020 13:44:19 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Done
Time (US & Canada) (pfe.jfry)
9. Trade Name Other, Specify:
Date Location User Value Reason
Oct-05-2020 13:44:19 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Done
Time (US & Canada) (pfe.jfry)
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Header Text: ¢4591001

on Oct/01/2020

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Version: 22-Apr-2020 21:03

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Data Origin
Date Location User Value Reason
Oct-05-2020 13:44:46 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) [ SITE
Time (US & Canada)
2. Sample Type
Date Location User Value Reason
Oct-05-2020 13:44:46 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | NASAL SWAB SELF
Time (US & Canada)
3. Sample Collected?
Date Location User Value Reason
Oct-05-2020 15:03:06 ACVOPFEINFP6000 |auto query |Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Oct-05-2020 13:44:46 ACVOPFEINFP6000 |auto query |Query 1: Candidate 'Sample Collected?'
(UTC-05:00) Eastern (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Oct-05-2020 13:44:46 ACVOPFEINFP6000 |James Fry |Data Entry: Initial Entry
(UTC-05:00) Eastern (pfejfry) YES
Time (US & Canada) Date of Collection:
Oct/5/2020
5.a
Date Location User Value Reason
Oct-05-2020 15:03:06 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner Sample ID: RW79396
Time (US & Canada) (pfe.tebner)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

on Oct/01/2020

Form Version: 22-Apr-2020 21:03

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

5.a Sample ID
Date Location User Value Reason
Oct-05-2020 15:03:06 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner RW79396
Time (US & Canada) (pfe.tebner)
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

on Oct/01/2020

Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Data Origin
Date Location User Value Reason
Oct-05-2020 13:45:08 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(autocalc) [ SITE

2. Sample Type

Date Location User Value Reason
Oct-05-2020 13:45:08 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(autocalc) | NASAL SWAB

3. Sample Collected?

Date Location User Value Reason
Oct-05-2020 15:04:57 ACVOPFEINFP6000 | auto query | Query 3: Closed Close Auto Query
(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Oct-05-2020 15:04:35 ACVOPFEINFP6000 | auto query | Query 3: Opened Response to
(UTC-05:00) Eastern (autoquery) "Sample

Time (US & Canada)

Collected?" is No,
but Barcodes are
present on the page.

Oct-05-2020 15:04:35 ACVOPFEINFP6000 | auto query | Query 2: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Oct-05-2020 15:04:35 ACVOPFEINFP6000 | Tawnyn Data Entry: Transcription Error

(UTC-05:00) Eastern Ebner NO

Time (US & Canada) (pfe.tebner)

Oct-05-2020 15:01:50 ACVOPFEINFP6000 | auto query | Query 2: Opened Date of Collection

(UTC-05:00) Eastern (autoquery) 05/0c¢t/2020 is

Time (US & Canada) different from Date
of Visit 01/Oct
/2020. Please
review and update
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - ¢eCRF
Audit Trail History

on Oct/01/2020

Form Version: 22-Apr-2020 21:03

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

as appropriate, else

clarify.
Oct-05-2020 15:01:50 ACVOPFEINFP6000 | auto query | Query 1: Closed Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Oct-05-2020 15:01:50 ACVOPFEINFP6000 | Tawnyn Data Entry: Transcription Error
(UTC-05:00) Eastern Ebner YES
Time (US & Canada) (pfe.tebner) | Date of Collection:
Oct/5/2020
Oct-05-2020 15:01:24 ACVOPFEINFP6000 | auto query | Query 1: Opened Response to
(UTC-05:00) Eastern (autoquery) "Sample
Time (US & Canada) Collected?" is No,
but Barcodes are
present on the page.
Oct-05-2020 13:45:08 ACVOPFEINFP6000 |James Fry |Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.jfry) NO

Time (US & Canada)

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason
Oct-05-2020 13:45:08 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Telehealth visit
Time (US & Canada) (pfe.jfry)
5.a
Date Location User Value Reason
Oct-05-2020 15:04:57 ACVOPFEINFP6000 | Tawnyn Data Entry: Transcription Error
(UTC-05:00) Eastern Ebner Sample ID:
Time (US & Canada) (pfe.tebner)
Oct-05-2020 15:01:24 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
(UTC-05:00) Eastern Ebner Sample ID: RW79396
Time (US & Canada) (pfe.tebner)
5.a Sample ID
Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

on Oct/01/2020

Form Version: 22-Apr-2020 21:03

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Oct-05-2020 15:04:57 ACVOPFEINFP6000 | auto query | Query 1: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Oct-05-2020 15:04:57 ACVOPFEINFP6000 | Tawnyn Data Entry: Transcription Error

(UTC-05:00) Eastern Ebner

Time (US & Canada) (pfe.tebner)

Oct-05-2020 15:01:24 ACVOPFEINFP6000 |auto query |Query 1: Opened Barcode is not 6

(UTC-05:00) Eastern (autoquery) characters in length.

Time (US & Canada) Please review and
correct as
appropriate.

Oct-05-2020 15:01:24 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry

(UTC-05:00) Eastern Ebner RW79396

Time (US & Canada) (pfe.tebner)
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Oct/01/2020

Form Version: 15-Sep-2020 21:53

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

la
Date Location User Value Reason
Oct-05-2020 13:45:37 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Type of Practitioner: SPECIA
Time (US & Canada) (pfe.jfry) LIST

Occurrence of Visits 0 NO

r Contacts:
1.a Physician or Healthcare Professional:
Date Location User Value Reason
Oct-05-2020 13:45:37 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry SPECIALIST
Time (US & Canada) (pfe.jfry)
1.a Occurrence of Visits or Contacts:
Date Location User Value Reason
Oct-05-2020 13:45:37 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NO
Time (US & Canada) (pfe.jfry)
1b
Date Location User Value Reason
Oct-05-2020 13:45:37 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Type of Practition EMERGEN
Time (US & Canada) (pfe.jfry) | er: CY ROOM

Occurrence of Vis NO

its or Contacts:
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Header Text: c4591001

on Oct/01/2020

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Version: 15-Sep-2020 21:53

Form Status: Data Complete, Frozen, Verified

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

1.b Physician or Healthcare Professional:

***Confidential ***

FDA-CBER-2021-5683-0003587

Date Location User Value Reason
Oct-05-2020 13:45:37 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry EMERGENCY ROOM
Time (US & Canada) (pfe.jfry)
1.b Occurrence of Visits or Contacts:
Date Location User Value Reason
Oct-05-2020 13:45:37 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NO
Time (US & Canada) (pfe.jfry)
lc
Date Location User Value Reason
Oct-05-2020 13:45:37 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Type of Practiti PRIMARY CA
Time (US & Canada) (pfe.jfry) | onmer: RE PHYSICIA
N

Occurrence of YES

Visits or Conta  Number of Visi

cts: ts or Contacts:

1
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Oct/01/2020

Form Version: 15-Sep-2020 21:53

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

1.c Physician or Healthcare Professional:

Date Location User Value Reason
Oct-05-2020 13:45:37 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry PRIMARY CARE PHYSICIAN
Time (US & Canada) (pfe.jfry)
1.c Occurrence of Visits or Contacts:
Date Location User Value Reason
Oct-05-2020 13:45:37 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry YES
Time (US & Canada) (pfe.jfry) Number of Visits or Contacts:
1
1d
Date Location User Value Reason
Oct-05-2020 13:45:37 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Type of Practitioner URGENT
Time (US & Canada) (pfe.jfry) | . CARE
Occurrence of Visits NO
or Contacts:
1.d Physician or Healthcare Professional:
Date Location User Value Reason
Oct-05-2020 13:45:37 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry URGENT CARE
Time (US & Canada) (pfe.jfry)
1.d Occurrence of Visits or Contacts:
Date Location User Value Reason
Oct-05-2020 13:45:37 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NO
Time (US & Canada) (pfe.jfry)
le
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

on Oct/01/2020

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Version: 15-Sep-2020 21:53

Form Status: Data Complete, Frozen, Verified

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

***Confidential ***

FDA-CBER-2021-5683-0003589

Date Location User Value Reason
Oct-05-2020 13:45:37 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Type of Practiti TELEPHONE
Time (US & Canada) (pfe.jfry) | omer: CONSULTATI
ON

Occurrence of NO

Visits or Contac

ts:
1.e Physician or Healthcare Professional:
Date Location User Value Reason
Oct-05-2020 13:45:37 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry TELEPHONE CONSULTATION
Time (US & Canada) (pfe.jfry)
1.e Occurrence of Visits or Contacts:
Date Location User Value Reason
Oct-05-2020 13:45:37 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NO
Time (US & Canada) (pfe.jfry)
1f
Date Location User Value Reason
Oct-05-2020 13:45:37 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Type of Practitioner: ~ OTH
Time (US & Canada) (pfe.jfry) ER

Occurrence of Visits or NO

Contacts:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Oct/01/2020

Form Version: 15-Sep-2020 21:53

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

1.f Physician or Healthcare Professional:

Date Location User Value Reason

Oct-05-2020 13:45:37 ACVOPFEINFP6000 | James Data Entry: Initial Entry

(UTC-05:00) Eastern Fry OTHER

Time (US & Canada) (pfe.jfry)

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-05-2020 13:45:37 ACVOPFEINFP6000 | James Data Entry: Initial Entry

(UTC-05:00) Eastern Fry NO

Time (US & Canada) (pfe.jfry)

2. Other Type of Practitioner Specify:

Date Location User Value Reason

Nov-06-2020 15:36:12 | ACVOPFEINFP6000 | Behnaz Query 1: Closed Response satisfies

(UTC-05:00) Eastern Yousefzadeh- query

Time (US & Canada) Khiabani

(pfe.youseb01)

Nov-06-2020 11:56:13 | ACVOPFEINFP6000 | auto query Query 1: Answered Changed

(UTC-05:00) Eastern (autoquery) Information

Time (US & Canada)

Nov-06-2020 11:56:13 | ACVOPFEINFP6000 | Lora Morris Data Entry: Changed

(UTC-05:00) Eastern (pfe.lmorris) Information

Time (US & Canada)

Nov-06-2020 04:35:14 | ACVOPFEINFP6000 | Sandip Query 1: Opened Other Type of

(UTC-05:00) Eastern Namdeorao Practitioner

Time (US & Canada) Suryawanshi Specify” is

(pfe.suryas18) expected to be
completed only
when the “Type of
Practioner” is
OTHER and
response for
“Occurrence of
Visits or Contacts”
is answered as Yes.
Hence, please
verify and remove
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

on Oct/01/2020

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Version: 15-Sep-2020 21:53

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

the specification
comment if not
relevant

Oct-05-2020 13:45:37 ACVOPFEINFP6000 | James Fry Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.jfry) Family Practice

Time (US & Canada)

3. Has the subject been hospitalized due to potential COVID-19 illness?

Date Location User Value Reason

Oct-05-2020 13:45:37 ACVOPFEINFP6000 | James Data Entry: Initial Entry

(UTC-05:00) Eastern Fry NO

Time (US & Canada) (pfe.jfry)
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

on Oct/01/2020

Form Version: 06-Jul-2020 21:53

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. What is the treatment Identifier?

Date Location User Value Reason
Oct-05-2020 13:45:51 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
2. Concomitant Non-drug Treatment Pre-specified:
Date Location User Value Reason
Oct-05-2020 13:45:51 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
3. Treatment:
Date Location User Value Reason
Oct-05-2020 13:45:51 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
4. Treatment:
Date Location User Value Reason
Oct-05-2020 13:45:51 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5. Start Date:
Date Location User Value Reason
Oct-05-2020 13:45:51 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
6. Ongoing?
Date Location User Value Reason
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Header Text: c4591001

on Oct/01/2020

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Oct-05-2020 13:45:51
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 | James Data Entry: Initial Entry
Fry Not Applicable
(pfe.jfry)

***Confidential ***
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - eCRF Audit Trail History

on Oct/01/2020

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason
Oct-05-2020 13:46:15 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | POTENTIAL COVID-19 ILLNES

Time (US & Canada) S

2. Was a diagnosis obtained for Potential COVID-19 IlIness?

Date Location User Value Reason

Oct-05-2020 13:46:15 ACVOPFEINFP6000 | James Data Entry: Initial Entry

(UTC-05:00) Eastern Fry NO

Time (US & Canada) (pfe.jfry)

3. Toxicity Grade:

Date Location User Value Reason

Oct-13-2020 09:41:50 ACVOPFEINFP6000 | Nicholas Query 1: Closed Response satisfies

(UTC-05:00) Eastern Roosa query

Time (US & Canada) (pfe roosan)

Oct-12-2020 07:52:09 ACVOPFEINFP6000 | Lora Morris | Query 1: Answered Tox Grade is noted

(UTC-05:00) Eastern (pfe.Imorris) on progress note

Time (US & Canada) dated 060ct2020.
This will be
uploaded into
Complion

Oct-09-2020 13:22:23 ACVOPFEINFP6000 | Nicholas Query 1: Opened Please confirm

(UTC-05:00) Eastern Roosa where this is

Time (US & Canada) (pfe roosan) COVID illness visit

tox grade is
recorded in source?

Oct-05-2020 13:46:15 ACVOPFEINFP6000 | James Fry Data Entry: Initial Entry
(UTC-05:00) Eastern (pfejfry) 2
Time (US & Canada)
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Header Text: ¢4591001

on Oct/01/2020

Site No: 1081
Subject No: 10811026

Form Version: 17-Jul-2020 21:55

Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason
Oct-05-2020 13:46:25 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

2. Subcategory of Clinical Event:

Date Location User Value Reason
Oct-05-2020 13:46:25 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

3. Was a diagnosis obtained?

Date Location User Value Reason
Oct-05-2020 13:46:25 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

4. Toxicity Grade:

Date Location User Value Reason
Oct-05-2020 13:46:25 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

***Confidential ***
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Oct/01/2020

Form Version: 30-Jul-2020 21:27

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Lab Panel:
Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
2. Laboratory Name and Address
Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
3. Collection Date:
Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
4. Specimen Type:
Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.a
Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Sponsor-Defined Id Not Applic
Time (US & Canada) (pfe.jfry) | entifier: able
Test:: Not Applic
able
Result:: Not Applic
able
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Oct/01/2020

Form Version: 30-Jul-2020 21:27

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
5.a Sponsor ID:
Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.a Test:
Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.a Result:
Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.a Not Done:
Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.aLNMT
Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5b
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

on Oct/01/2020

Form Version: 30-Jul-2020 21:27

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Sponsor-Defined Id Not Applic
Time (US & Canada) (pfe.jfry) | entifier: able
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

on Oct/01/2020

Form Version: 30-Jul-2020 21:27

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

5.b Sponsor ID:
Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.b Test:
Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.b Result:
Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.b Not Done:
Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.b LNMT
Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.c
Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Sponsor-Defined Id Not Applic
Time (US & Canada) (pfe.jfry) | entifier: able
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

on Oct/01/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Page 360 of 460
*#**Confidential***

FDA-CBER-2021-5683-0003600




090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

on Oct/01/2020

Form Version: 30-Jul-2020 21:27

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

5.¢c Sponsor ID:

Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.c Test:

Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.c Result:

Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.c Not Done:

Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.c LNMT

Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5d

Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Sponsor-Defined Id Not Applic

Time (US & Canada) (pfe.jfry) | entifier: able
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

on Oct/01/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

on Oct/01/2020

Form Version: 30-Jul-2020 21:27

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

5.d Sponsor ID:

Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.d Test:

Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.d Result:

Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.d Not Done:

Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.d LNMT

Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.e

Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Sponsor-Defined Id Not Applic

Time (US & Canada) (pfe.jfry) | entifier: able
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

on Oct/01/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

on Oct/01/2020

Form Version: 30-Jul-2020 21:27

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

5.e Sponsor ID:

Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.e Test:

Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.e Result:

Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.e Not Done:

Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.e LNMT

Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.f

Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Sponsor-Defined Id Not Applic

Time (US & Canada) (pfe.jfry) | entifier: able
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

on Oct/01/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

on Oct/01/2020

Form Version: 30-Jul-2020 21:27

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

5.f Sponsor ID:
Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.f Test:
Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.f Result:
Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.f Not Done:
Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5f LNMT
Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
50
Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Sponsor-Defined Id Not Applic
Time (US & Canada) (pfe.jfry) | entifier: able
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

on Oct/01/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

on Oct/01/2020

Form Version: 30-Jul-2020 21:27

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

5.9 Sponsor ID:
Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.9 Test:
Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.9 Result:
Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.9 Not Done:
Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.0 LNMT
Date Location User Value Reason
Oct-05-2020 13:46:57 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Oct/01/2020

eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Lab Panel:

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

2. Laboratory Name and Address

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
3. Collection Date:
Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
4. Specimen Type:
Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.a
Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Sponsor-Defined Id Not Applic
Time (US & Canada) (pfe.jfry) | entifier: able
Test:: Not Applic
able
Result:: Not Applic
able
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Oct/01/2020

Form Version: 30-Jul-2020 21:28

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
5.a Sponsor ID:
Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.a Test:
Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.a Result:
Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.a Not Done:
Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.aLNMT
Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5b
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

on Oct/01/2020

Form Version: 30-Jul-2020 21:28

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Sponsor-Defined Id Not Applic
Time (US & Canada) (pfe.jfry) | entifier: able
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Oct/01/2020

eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

5.b Sponsor ID:

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.b Test:

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.b Result:

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.b Not Done:

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.b LNMT

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.c

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Sponsor-Defined Id Not Applic

Time (US & Canada) (pfe.jfry) | entifier: able

***Confidential ***
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

on Oct/01/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Oct/01/2020

eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

5.¢c Sponsor ID:

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.c Test:

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.c Result:

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.c Not Done:

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.c LNMT

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5d

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Sponsor-Defined Id Not Applic

Time (US & Canada) (pfe.jfry) | entifier: able

***Confidential ***

Page 375 of 460

FDA-CBER-2021-5683-0003615




Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

on Oct/01/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Oct/01/2020

eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

5.d Sponsor ID:

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.d Test:
Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.d Result:
Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.d Not Done:
Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.d LNMT
Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.e
Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Sponsor-Defined Id Not Applic
Time (US & Canada) (pfe.jfry) | entifier: able
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

on Oct/01/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Oct/01/2020

eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

5.e Sponsor ID:

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.e Test:
Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.e Result:
Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.e Not Done:
Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.e LNMT
Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.f
Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Sponsor-Defined Id Not Applic
Time (US & Canada) (pfe.jfry) | entifier: able
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

on Oct/01/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Oct/01/2020

eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

5.f Sponsor ID:

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.f Test:

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.f Result:

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.f Not Done:

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5f LNMT

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

50

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Sponsor-Defined Id Not Applic

Time (US & Canada) (pfe.jfry) | entifier: able

***Confidential ***
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

on Oct/01/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Oct/01/2020

eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

5.9 Sponsor ID:

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.9 Test:

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.9 Result:

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.9 Not Done:

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.0 LNMT

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.h

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Sponsor-Defined Id Not Applic

Time (US & Canada) (pfe.jfry) | entifier: able

***Confidential ***
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

on Oct/01/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Page 384 of 460
*#**Confidential***

FDA-CBER-2021-5683-0003624




090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Oct/01/2020

eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

5.h Sponsor ID:

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.h Test:

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.h Result:

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.h Not Done:

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.h LNMT

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Sponsor-Defined Id Not Applic

Time (US & Canada) (pfe.jfry) | entifier: able

***Confidential ***
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

on Oct/01/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

on Oct/01/2020

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

***Confidential ***

5.i Sponsor 1D:

Date Location User Value Reason

Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry

(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.i Test:

Date Location User Value Reason

Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry

(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.i Result:

Date Location User Value Reason

Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry

(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.i Not Done:

Date Location User Value Reason

Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry

(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5.1 LNMT

Date Location User Value Reason

Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry

(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

5]

Date Location User Value Reason

Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

on Oct/01/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
(UTC-05:00) Eastern Fry Sponsor-Defined Id Not Applic
Time (US & Canada) (pfe.jfry) | entifier: able
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Oct/01/2020

eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

5.j Sponsor ID:

Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5. Test:
Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.J Result:
Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5.j Not Done:
Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5. LNMT
Date Location User Value Reason
Oct-05-2020 13:47:18 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS - COVID - eCRF Audit Trail History

on Oct/01/2020

Form Version: 30-Jul-2020 21:27

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date:
Date Location User Value Reason
Oct-05-2020 13:48:01 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Unknown
Time (US & Canada) (pfe.jfry)
2.a
Date Location User Value Reason
Oct-05-2020 13:48:01 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Record Identifier:: Unkn
Time (US & Canada) (pfe.jfry) own

Systolic:: Unkn

own
Diastolic:: Unkn
own

Respiratory Rate in resp Unkn

irations/minute: own

Heart Rate in beats/min Unkn

ute: own
2.a Record Identifier:
Date Location User Value Reason
Oct-05-2020 13:48:01 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Unknown
Time (US & Canada) (pfe.jfry)
2.a Systolic:
Date Location User Value Reason
Oct-05-2020 13:48:01 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Unknown
Time (US & Canada) (pfe.jfry)
2.a Diastolic:
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS - COVID - eCRF Audit Trail History

on Oct/01/2020

Form Version: 30-Jul-2020 21:27

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Date Location User Value Reason
Oct-05-2020 13:48:01 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Unknown

Time (US & Canada) (pfe.jfry)

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason
Oct-05-2020 13:48:01 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Unknown

Time (US & Canada) (pfe.jfry)

2.a Heart Rate in beats/minute:

Date Location User Value Reason
Oct-05-2020 13:48:01 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Unknown

Time (US & Canada) (pfe.jfry)

***Confidential ***

Page 391 of 460

FDA-CBER-2021-5683-0003631




090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail
History

on Oct/01/2020

Form Version: 30-Jul-2020 21:28

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date:
Date Location User Value Reason
Oct-05-2020 13:48:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
2.a
Date Location User Value Reason
Oct-05-2020 13:48:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Record Identifier Not Applicab
Time (US & Canada) (pfejfry) | :: le
Oxygen Saturatio Not Applicab
n: le
2.a Record Identifier:
Date Location User Value Reason
Oct-05-2020 13:48:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
2.a SPO2 Pulse Oximetry %
Date Location User Value Reason
Oct-05-2020 13:48:28 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: ¢4591001

on Oct/01/2020

Site No: 1081
Subject No: 10811026

Form Version: 06-Jul-2020 21:52

Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: OXYGENATION PARAMETERS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date Time of Assessment:

Date Location User Value Reason
Oct-05-2020 13:48:51 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
2. Arterial Blood Gases PaO2 (mmHg):
Date Location User Value Reason
Oct-05-2020 13:48:51 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
3. FiO2 (Fraction of Inhaled Oxygen):
Date Location User Value Reason
Oct-05-2020 13:48:51 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF
Audit Trail History

on Oct/01/2020

Form Version: 06-Jul-2020 21:55

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. What is the medication identifier?

Date Location User Value Reason
Oct-05-2020 13:49:07 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

2. Category:

Date Location User Value Reason
Oct-05-2020 13:49:07 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

3. Concomitant Medications Pre-specified:

Date Location User Value Reason
Oct-05-2020 13:49:07 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown,
enter the full trade or proprietary name. Include clarifying information in the Medication text (e.g., Ingredient(s),

route, use, formulation).

Date Location User Value Reason
Oct-05-2020 13:49:07 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
5. Start Date:
Date Location User Value Reason
Oct-05-2020 13:49:07 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

on Oct/01/2020

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Version: 06-Jul-2020 21:55

Audit Trail History

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

6. Ongoing?

Date Location User Value Reason
Oct-05-2020 13:49:07 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable

Time (US & Canada) (pfe.jfry)

***Confidential ***
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING - eCRF Audit Trail History

on Oct/01/2020

Form Version: 06-Jul-2020 21:53

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Assessment:

Date Location User Value Reason
Oct-05-2020 13:49:31 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
2. Location of Assessment:
Date Location User Value Reason
Oct-05-2020 13:49:31 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
3. Type of Imaging Exam:
Date Location User Value Reason
Oct-05-2020 13:49:31 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
4. Assessment:
Date Location User Value Reason
Oct-05-2020 13:49:31 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Not Applicable
Time (US & Canada) (pfe.jfry)
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit on Oct/29/2020

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Visit: POT_COVID CONVA 1 - Unscheduled

Form Version: 22-Apr-2020 21:04

Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Visit

Time (US & Canada)

Date Location User Value Reason
Oct-29-2020 13:46:02 ACVOPFEINFP6000 |Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.Imorris) | Oct/29/2020

Time (US & Canada)

3. COVID-19 IllIness Visit:

Date Location User Value Reason
Oct-29-2020 13:46:02 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.Imorris) | COVID_Al

***Confidential ***
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Header Text: ¢4591001
Visit: POT_COVID_CONVA 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Visit on Oct/29/2020 eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Data Origin

Date Location User Value Reason
Oct-29-2020 13:46:16 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) [ SITE

Time (US & Canada)

2. Sample Type

Date Location User Value Reason
Oct-29-2020 13:46:16 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) [ SERUM

Time (US & Canada)

3. Sample Collected?

Date Location User Value Reason
Oct-29-2020 13:46:29 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Oct-29-2020 13:46:16 ACVOPFEINFP6000 |auto query | Query 1: Candidate 'Sample Collected?'
(UTC-05:00) Eastern (autoquery) is Yes, however no
Time (US & Canada) barcodes are

entered. Please
review and correct
as appropriate.

090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Oct-29-2020 13:46:16 ACVOPFEINFP6000 |Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.Imorris) | YES
Time (US & Canada) Date of Collection:

Oct/29/2020
5.a
Date Location User Value Reason
Oct-29-2020 13:46:29 ACVOPFEINFP6000 |Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.lmorris) | Sample ID: BS64MV
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
Visit on Oct/29/2020 eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

5.a Sample ID

Date Location User Value Reason
Oct-29-2020 13:46:29 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.lmorris) | BS64MV

Time (US & Canada)

5.b

Date Location User Value Reason
Oct-29-2020 13:46:39 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.lmorris) | Sample ID: BS64MW

Time (US & Canada)

5.b Sample ID

Date Location User Value Reason
Oct-29-2020 13:46:39 ACVOPFEINFP6000 |Lora Morris |Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.Imorris) | BS64MW

Time (US & Canada)

5.c

Date Location User Value Reason
Oct-29-2020 13:46:54 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.lmorris) | Sample ID: BRDCR7

Time (US & Canada)

5.c Sample ID

Date Location User Value Reason
Oct-29-2020 13:46:54 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.lmorris) | BRDCR7

Time (US & Canada)

5.d

Date Location User Value Reason
Oct-29-2020 13:47:03 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.lmorris) | Sample ID: BRDCRS

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Visit on Oct/29/2020

eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

5.d Sample ID
Date Location User Value Reason
Oct-29-2020 13:47:03 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry

(UTC-05:00) Eastern

Time (US & Canada)

(pfe.lmorris) | BRDCRS
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason
Sep-30-2020 10:58:34 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.Imorris) | Sep/30/2020

Time (US & Canada)

2. Phase of Disposition:

Date Location User Value Reason
Sep-30-2020 10:58:34 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | VACCINATION

Time (US & Canada)

3. Status:

Date Location User Value Reason
Sep-30-2020 10:58:34 ACVOPFEINFP6000 |Lora Morris |Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.Imorris) | COMPLETED

Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Date

Location

User Value Reason

Oct-01-2020 14:10:07
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 |James Fry | Form Created

(pfe.jfry)
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Date

Location User

Value

Reason

Oct-05-2020 13:51:55
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 | James Fry
(pfe.jfry)

Form Created
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Date Location User Value Reason
Oct-19-2020 15:53:12 ACVOPFEINFP6000 | James Fry |Form Created
(UTC-05:00) Eastern (pfe.jfry)
Time (US & Canada)
Page 404 of 460
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Date

Location User

Value

Reason

Oct-21-2020 18:56:17
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 | James Fry
(pfe.jfry)

Form Created
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason
Nov-05-2020 07:55:20 ACVOPFEINFP6000 | Lora Morris | Form Deleted Changed
(UTC-05:00) Eastern (pfe.lmorris) Information
Time (US & Canada)

Nov-03-2020 14:16:26 ACVOPFEINFP6000 | Lora Morris | Form Created

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.Imorris)
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Date

Location User

Value

Reason

Nov-05-2020 15:20:07
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 | Lora Morris
(pfe.lmorris)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Queries, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Category:

Date Location User Value Reason

Oct-01-2020 14:10:07 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date Location User Value Reason

Oct-01-2020 14:10:07 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

(UTC-05:00) Eastern (autocale) |1

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Mar-11-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 3 | eDiary: AE

07:00:13 (pfe. PFESDQ_PROD) |: Opene | Diarrhea

(UTC-05:00) d reported with

Eastern Time start date 13

US & Aug 2020 and

Canada) End Date 17
Aug 2020
seems to be
same as ¢ Diary
occurence
Diarrhea
reported on 13
Aug 2020 .
Please reconcile
or confirm in
the query
response as
appropriate
"Tks66
SDQ=152635]"

Oct-08-2020 | ACVOPFEINFP6000 Aanchal Asthana Query 2 | Response

06:28:39 (pfe.asthaa03) : Closed | satisfies query

(UTC-05:00)

Eastern Time
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - ¢CRF Audit Trail History
Form Status: Data Complete, Queries, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

US &

Canada)

Oct-07-2020 | ACVOPFEINFP6000 Lora Morris Query 2 | Data for AE has
11:39:30 (pfe.Imorris) : Answe | been updated
(UTC-05:00) red

Eastern Time

US &

Canada)

Oct-06-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 2 | eDiary: AE
12:58:55 (pfe. PFESDQ_PROD) |: Opene | Diarrhea
(UTC-05:00) d reported with
Eastern Time start date
US & 03-Sep-2020
Canada) and End Date

null seems to be
same as e-Diary
occurrence
Diarrhea
reported on
13-Aug-2020.
Please reconcile
or confirm in

the query
response as
appropriate.
"[cefallO1
SDQ=13763]"

Oct-05-2020 | ACVOPFEINFP6000 Hayley Wyper Query 1 | Response

14:29:49 (pfe.wyperh) : Closed | satisfies query

(UTC-05:00)

Eastern Time

US &

Canada)

Oct-05-2020 | ACVOPFEINFP6000 James Fry (pfe.jfry) Query 1 | COVID Illness

13:52:55 : Answe | completed and

(UTC-05:00) red nasal swab

Eastern Time requested.

US & Pending arrival

Canada) at site for
processing.

Oct-02-2020 | ACVOPFEINFP6000 Hayley Wyper Query 1 | CLINQUERY:

07:37:31 (pfe.wyperh) : Opene | Diarrhea
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - ¢CRF Audit Trail History
Form Status: Data Complete, Queries, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

(UTC-05:00) d reported as “not

Eastern Time related” from

US & 03Sep20-

Canada) ongoing. Please
complete a
COVID illness
CRF with all
possible
information
gathered by the
PI. Nasal Swab
to be collected
if event has not
ceased >4days
prior.

Oct-01-2020 | ACVOPFEINFP6000 James Fry (pfe.jfry) Data E | Initial Entry

14:10:07 ntry:

(UTC-05:00) Diarrhe

Eastern Time a

US &

Canada)

4. Start Date Time:

Date Location User Value Reason

Oct-07-2020 11:37:05 ACVOPFEINFP6000 |Lora Morris |Data Entry: New Information

(UTC-05:00) Eastern (pfe.lmorris) | Aug/13/2020 UNK:UNK

Time (US & Canada)

Oct-01-2020 14:10:07 ACVOPFEINFP6000 | James Fry Data Entry: Initial Entry

(UTC-05:00) Eastern (pfejfry) Sep/3/2020 UNK:UNK

Time (US & Canada)

5. Is the adverse event still ongoing?

Date Location User Value Reason

Oct-12-2020 12:02:03 ACVOPFEINFP6000 | Nicholas Query 1: Closed Response satisfies

(UTC-05:00) Eastern Roosa query

Time (US & Canada) (pfe.roosan)

Oct-12-2020 08:07:45 ACVOPFEINFP6000 | Lora Morris | Query 1: Answered The ongoing

(UTC-05:00) Eastern (pfe.Ilmorris) diarrhea is captured

Time (US & Canada) in the COVID

Illness pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Queries, Verified

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Oct-09-2020 13:20:24 ACVOPFEINFP6000 | Nicholas Query 1: Opened Per TrialManager
(UTC-05:00) Eastern Roosa and COVID illness
Time (US & Canada) (pfe.roosan) visit source, patient
diarrhea is ongoing.
Please confirm and
update as
applicable.
Oct-07-2020 11:38:50 ACVOPFEINFP6000 | Lora Morris | Data Entry: New Information
(UTC-05:00) Eastern (pfe.Imorris) | NO
Time (US & Canada) End Date Time:
Aug/17/2020 UNK:UNK
Oct-01-2020 14:10:07 ACVOPFEINFP6000 |James Fry Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.jfry) YES
Time (US & Canada)
6. Toxicity Grade:
Date Location User Value Reason
Oct-01-2020 14:10:07 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry 1
Time (US & Canada) (pfe.jfry)

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason
Oct-01-2020 14:10:07 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NO

Time (US & Canada) (pfe.jfry)

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason
Oct-01-2020 14:10:07 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NO
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Queries, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Time (US & Canada) (pfe.jfry)
9. Is this event related to study treatment:
Date Location User Value Reason
Oct-01-2020 14:10:07 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NOT RELATED
Time (US & Canada) (pfe.jfry) If Not Related to study treatment
(s), this event is due to:
OTHER
If Other, specify:
idiopathic
10. Latest Action Taken with Study Treatment:
Date Location User Value Reason
Oct-01-2020 14:10:07 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NOT APPLICABLE
Time (US & Canada) (pfe.jfry)
11. Was a Concomitant Medication given?
Date Location User Value Reason
Oct-01-2020 14:10:07 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NO
Time (US & Canada) (pfe.jfry)
12. Was a Non-Drug Treatment given?
Date Location User Value Reason
Oct-01-2020 14:10:07 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NO
Time (US & Canada) (pfe.jfry)
13. What was the outcome of this adverse event?:
Date Location User Value Reason
Oct-07-2020 11:40:48 | ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto Query
(UTC-05:00) Eastern (autoquery)
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1081
Subject No: 10811026

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Queries, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Time (US & Canada)

Oct-07-2020 11:40:48 | ACVOPFEINFP6000 | Lora Morris | Data Entry: New Information

(UTC-05:00) Eastern (pfe.lmorris) | RECOVERED/RESOLVED

Time (US & Canada)

Oct-07-2020 11:38:50 ACVOPFEINFP6000 [ auto query Query 1: Opened For AE Diarrhea:

(UTC-05:00) Eastern (autoquery) Response to "What

Time (US & Canada) was the outcome of
this adverse event?" is
'Recovering/Resolving'
but AE End Date/Time
is present.

Oct-01-2020 14:10:07 | ACVOPFEINFP6000 |James Fry Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.jfry) RECOVERING/RESOLVING

Time (US & Canada)

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Oct-01-2020 14:10:07 ACVOPFEINFP6000 | James Data Entry: Initial Entry

(UTC-05:00) Eastern Fry NO

Time (US & Canada) (pfe.jfry)
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Category:

Date Location User Value Reason

Oct-05-2020 13:51:55 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

(UTC-05:00) Eastern (autocalc) [ ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date Location User Value Reason

Oct-05-2020 13:51:55 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

(UTC-05:00) Eastern (autocalc) |2

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Oct-05-2020 13:51:55 ACVOPFEINFP6000 | James Data Entry: Initial Entry

(UTC-05:00) Eastern Fry Urinary Tract Infection

Time (US & Canada) (pfe.jfry)

4. Start Date Time:

Date Location User Value Reason

Oct-13-2020 09:53:11 ACVOPFEINFP6000 | Nicholas Query 2: Closed Response satisfies

(UTC-05:00) Eastern Roosa query

Time (US & Canada) (pfe roosan)

Oct-07-2020 12:08:43 ACVOPFEINFP6000 | Hayley Query 1: Closed Response satisfies

(UTC-05:00) Eastern Wyper query

Time (US & Canada) (pfe.wyperh)

Oct-06-2020 13:15:23 ACVOPFEINFP6000 | Lora Morris | Query 2: Answered This has been

(UTC-05:00) Eastern (pfe.lmorris) corrected on the

Time (US & Canada) source document as
of early this
morning 10/6/2020

Oct-06-2020 13:00:44 ACVOPFEINFP6000 | Nicholas Query 2: Opened Per source AE log,

(UTC-05:00) Eastern Roosa start date is

Time (US & Canada) (pfe roosan) unk-Sep, please
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

update or confirm
date as applicable

Oct-06-2020 10:30:48 ACVOPFEINFP6000 |Lora Morris | Data Entry: Changed
(UTC-05:00) Eastern (pfe.Imorris) | Oct/5/2020 UNK:UNK Information
Time (US & Canada)
Oct-06-2020 10:28:05 ACVOPFEINFP6000 | auto query Query 1: Answered Changed
(UTC-05:00) Eastern (autoquery) Information
Time (US & Canada)
Oct-06-2020 10:28:05 ACVOPFEINFP6000 |Lora Morris | Data Entry: Changed
(UTC-05:00) Eastern (pfe.Imorris) | Sep/5/2020 UNK:UNK Information
Time (US & Canada)
Oct-06-2020 07:33:26 ACVOPFEINFP6000 | Hayley Query 1: Opened CLINQUERY: A
(UTC-05:00) Eastern Wyper complete start date
Time (US & Canada) (pfe.wyperh) for AEs is required.
Per CRF guidelines,
if an exact date is
unknown please
provide best
estimate
Oct-05-2020 13:51:55 ACVOPFEINFP6000 | James Fry Data Entry: Initial Entry
(UTC-05:00) Eastern (pfejfry) Sep/UNK/2020 UNK:UNK
Time (US & Canada)
5. Is the adverse event still ongoing?
Date Location User Value Reason
Nov-03-2020 12:43:56 ACVOPFEINFP6000 | Lora Morris | Data Entry: New Information
(UTC-05:00) Eastern (pfe.lmorris) | NO
Time (US & Canada) End Date Time:
Oct/16/2020 UNK:UNK
Oct-05-2020 13:51:55 ACVOPFEINFP6000 | James Fry Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.jfry) YES
Time (US & Canada)
6. Toxicity Grade:
Date Location User Value Reason
Oct-05-2020 13:51:55 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry 1
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090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - ¢CRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Time (US & Canada)

| ety |

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason
Oct-05-2020 13:51:55 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NO

Time (US & Canada) (pfe.jfry)

8. Is this adverse event the result of a study Medication Error?

If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason
Oct-05-2020 13:51:55 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NO
Time (US & Canada) (pfe.jfry)
9. Is this event related to study treatment:
Date Location User Value Reason
Oct-05-2020 13:51:55 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NOT RELATED
Time (US & Canada) (pfe.jfry) If Not Related to study treatment
(s), this event is due to:
OTHER
If Other, specify:
Idiopathic
10. Latest Action Taken with Study Treatment:
Date Location User Value Reason
Oct-05-2020 13:51:55 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NOT APPLICABLE
Time (US & Canada) (pfe.jfry)
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11. Was a Concomitant Medication given?

Date Location User Value Reason
Oct-05-2020 13:51:55 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry YES

Time (US & Canada) (pfe.jfry)

12. Was a Non-Drug Treatment given?

Date Location User Value Reason
Oct-05-2020 13:51:55 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NO

Time (US & Canada) (pfe.jfry)

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Nov-03-2020 14:12:08 | ACVOPFEINFP6000 | auto query | Query 1: Closed Close Auto Query
(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Nov-03-2020 14:12:08 | ACVOPFEINFP6000 | Lora Morris | Data Entry: New Information
(UTC-05:00) Eastern (pfe.Imorris) | RECOVERED/RESOLVED

Time (US & Canada)

Nov-03-2020 12:43:56 | ACVOPFEINFP6000 |auto query | Query 1: Opened For AE Urinary Tract
(UTC-05:00) Eastern (autoquery) Infection: Response to
Time (US & Canada) "What was the

outcome of this
adverse event?" is

'Recovering/Resolving'
but AE End Date/Time
is present.
Oct-05-2020 13:51:55 | ACVOPFEINFP6000 |James Fry Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.jfry) RECOVERING/RESOLVING
Time (US & Canada)
14. Did the adverse event cause the subject to be discontinued from the study?
Date Location User Value Reason
Oct-05-2020 13:51:55 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NO
Time (US & Canada) (pfe.jfry)
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1. Category:

Date Location User Value Reason

Oct-19-2020 15:53:12 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date Location User Value Reason

Oct-19-2020 15:53:12 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

(UTC-05:00) Eastern (autocalc) |3

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Nov-04-2020 11:23:44 | ACVOPFEINFP6000 | Lora Morris Data Entry: changed data to

(UTC-05:00) Eastern (pfe.Imorris) Serous borderline tumor of le | correspond with SAE

Time (US & Canada) ft ovary report

Oct-26-2020 13:59:16 | ACVOPFEINFP6000 | Kathryn Query 2: Closed Response satisfies

(UTC-05:00) Eastern Sewell query

Time (US & Canada) (pfe.sewelk02)

Oct-26-2020 07:13:16 [ ACVOPFEINFP6000 | Ricell Ann Query 1: Closed term updated in SDB.

(UTC-05:00) Eastern Piojo Issue resolved

Time (US & Canada) (pfe.quitor)

Oct-23-2020 13:48:37 [ ACVOPFEINFP6000 | Ute Frantz Query 1: Reissued:Candidate | Left query open until

(UTC-05:00) Eastern (pfe frantu) ARGUS gets updated

Time (US & Canada) as of 10/23/2020 not
updated yet.

Oct-23-2020 10:12:25 | ACVOPFEINFP6000 |James Fry Query 1: Answered Update sent to Safety

(UTC-05:00) Eastern (pfe.jfry) 22 Oct 2020, 1640

Time (US & Canada)

Oct-22-2020 06:50:17 [ ACVOPFEINFP6000 | Ricell Ann Query 1: Reissued:Opened SAE RECON 1: The

(UTC-05:00) Eastern Piojo term in AE CRF was

Time (US & Canada) (pfe.quitor) updated to "Neoplasm
of uncertain behavior
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of left ovary,
however, still reported
as LARGE PELVIC
MASS in Safety
database. Please
confirm if a follow up
AEM form was
submitted to Safety to
update term.

Oct-21-2020 23:51:13 [ ACVOPFEINFP6000 | Ricell Ann Query 1: Reissued:Candidate | SAE recon: to check

(UTC-05:00) Eastern Piojo next SAE listing of

Time (US & Canada) (pfe.quitor) term will also be
updated

Oct-21-2020 18:54:02 [ ACVOPFEINFP6000 |auto query Query 2: Answered New Information

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Oct-21-2020 18:54:02 [ ACVOPFEINFP6000 |auto query Query 1: Answered New Information

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Oct-21-2020 18:54:02 | ACVOPFEINFP6000 |James Fry Data Entry: New Information

(UTC-05:00) Eastern (pfe.jfry) Neoplasm of uncertain behav

Time (US & Canada) ior of left ovary

Oct-20-2020 12:51:02 [ ACVOPFEINFP6000 | Kathryn Query 2: Opened CLINICAL SAE

(UTC-05:00) Eastern Sewell report reports subject

Time (US & Canada) (pfe.sewelk02) had Abdominal Pain
from Oct 11 to 16,
2020. Please assess
for safety impact, and
update with an event
for this complaint if
appropriate

Oct-20-2020 06:17:26 | ACVOPFEINFP6000 | Ricell Ann Query 1: Opened SAE RECON:

(UTC-05:00) Eastern Piojo AER#2020405804,the

Time (US & Canada) (pfe.quitor) term was reported as
'large pelvic mass' in
Safety database while
recorded as 'Ovarian
Mass' in AE CRF.
Please confirm correct
term.If safety update
is required, please
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submit a follow-up
form.

Oct-19-2020 15:53:12 | ACVOPFEINFP6000 |James Fry Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.jfry) Ovarian Mass

Time (US & Canada)

4. Start Date Time:

Date Location User Value Reason

Nov-05-2020 16:20:45 [ ACVOPFEINFP6000 | Kathryn Query 5: Closed Response satisfies query

(UTC-05:00) Eastern Sewell

Time (US & Canada) (pfe.sewelk02)

Nov-05-2020 16:19:47 | ACVOPFEINFP6000 | Kathryn Query 2: Closed Response satisfies query

(UTC-05:00) Eastern Sewell

Time (US & Canada) (pfe.sewelk02)

Nov-05-2020 15:21:47 | ACVOPFEINFP6000 | Lora Morris Query 5: Answered oversight on site end,

(UTC-05:00) Eastern (pfe.Imorris) this has now been added

Time (US & Canada) to AE CRF

Nov-05-2020 15:07:50 | ACVOPFEINFP6000 | Kathryn Query 5: Opened Clinical - Perhaps

(UTC-05:00) Eastern Sewell 'scanned' means a SAE

Time (US & Canada) (pfe.sewelk02) update. This query is for
an Adverse Event
entered directly into the
clinical trial system
Inform.

Nov-05-2020 01:14:18 | ACVOPFEINFP6000 | Ricell Ann Query 4: Closed Response satisfies query

(UTC-05:00) Eastern Piojo

Time (US & Canada) (pfe.quitor)

Nov-04-2020 12:19:37 | ACVOPFEINFP6000 | Lora Morris Query 2: Answered Yes, it was scanned in

(UTC-05:00) Eastern (pfe.Imorris) on 03Nov2020. the is

Time (US & Canada) titled 'AE document -
03Nov2020.pdf Current
Source Document 03
Nov 2020

Nov-04-2020 12:05:58 | ACVOPFEINFP6000 | Kathryn Query 2: Reissued:Opened | Clinical - as of noon

(UTC-05:00) Eastern Sewell 11/4; no AE for anemia

Time (US & Canada) (pfe.sewelk02) is present; thank you for
your review

Nov-04-2020 12:01:37 | ACVOPFEINFP6000 | Lora Morris Query 2: Answered Yes the anemia is on the
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(UTC-05:00) Eastern
Time (US & Canada)

(pfe.lmorris)

AE SD, in Complion
this was added
03Nov2020

Nov-04-2020 11:54:52 | ACVOPFEINFP6000 | Kathryn

(UTC-05:00) Eastern
Time (US & Canada)

Sewell
(pfe.sewelk02)

Query 2: Reissued:Opened

Clinical - No anemia
event recorded on the
AE CREF; please address
to close this for
upcoming safety report

Nov-04-2020 11:20:56 | ACVOPFEINFP6000 | auto query

(UTC-05:00) Eastern
Time (US & Canada)

(autoquery)

Query 4: Answered

Start date of symptoms
has been entered to
match with SAE report,
which requires this to be
the start date

Nov-04-2020 11:20:56 | ACVOPFEINFP6000 [Lora Morris

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.lmorris)

Data Entry:
Oct/11/2020 UNK:UNK

Start date of symptoms
has been entered to
match with SAE report,
which requires this to be
the start date

Nov-04-2020 05:12:44 | ACVOPFEINFP6000 |Ricell Ann

(UTC-05:00) Eastern
Time (US & Canada)

Piojo
(pfe.quitor)

Query 4: Opened

SAE RECON:
AER#2020405804,0onset
date was updated to
160¢t2020 in AE CRF
while retained as
110ct2020 in safety
database. Please
confirm correct Onset
Date. If safety update is
required, please submit
a follow-up SAE form.

Nov-04-2020 05:12:25 [ ACVOPFEINFP6000 [ Ricell Ann Query 3: Closed CORRECTED QUERY

(UTC-05:00) Eastern Piojo TEXT

Time (US & Canada) (pfe.quitor)

Nov-04-2020 05:11:56 | ACVOPFEINFP6000 [ Ricell Ann Query 3: Opened SAE RECON:

(UTC-05:00) Eastern Piojo AER#2020405804,0onset

Time (US & Canada) (pfe.quitor) date was updated to
160ct2020 in AE CRF
while retained as
110¢t2020 in AE CRF.

Please confirm correct
Onset Date. If safety
update is required,
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please submit a
follow-up SAE form.

Nov-03-2020 12:45:01 | ACVOPFEINFP6000 | auto query Query 2: Answered Transcription Error

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Nov-03-2020 12:45:01 | ACVOPFEINFP6000 | Lora Morris Data Entry: Transcription Error

(UTC-05:00) Eastern (pfe.Imorris) Oct/16/2020 UNK:UNK

Time (US & Canada)

Nov-02-2020 23:53:40 [ ACVOPFEINFP6000 | Kathryn Query 2: Reissued:Opened | Clinical - No anemia

(UTC-05:00) Eastern Sewell event recorded on the

Time (US & Canada) (pfe.sewelk02) AE CREF; please address
to close this for
upcoming safety report

Oct-29-2020 16:18:19 | ACVOPFEINFP6000 | James Fry Query 2: Answered Sounds like you want

(UTC-05:00) Eastern (pfe.jfry) this added as an AE.

Time (US & Canada) Will do.

Oct-27-2020 22:34:56 | ACVOPFEINFP6000 | Kathryn Query 2: Reissued:Opened | CLINICAL Thank you;

(UTC-05:00) Eastern Sewell anemia event likely

Time (US & Canada) (pfe.sewelk02) secondary to abd mass.
Per Protocol Sects
10.3.1/10.3.3, all
non-serious AEs are
recorded on AE CREF,
defined as ‘any
untoward medical
occurrence temporally
associated with drug
administration’

Oct-27-2020 15:51:12 | ACVOPFEINFP6000 | Ute Frantz Query 1: Closed Response satisfies query

(UTC-05:00) Eastern (pfe frantu)

Time (US & Canada)

Oct-27-2020 14:29:34 | ACVOPFEINFP6000 | auto query Query 1: Answered Changed Information

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Oct-27-2020 14:29:34 | ACVOPFEINFP6000 |James Fry Data Entry: Changed Information

(UTC-05:00) Eastern (pfe.jfry) Oct/11/2020 UNK:UNK

Time (US & Canada)

Oct-27-2020 14:16:44 | ACVOPFEINFP6000 |James Fry Query 2: Answered No further information

(UTC-05:00) Eastern (pfe.jfry) was reported in the

Page 422 of 460

***Confidential ***

FDA-CBER-2021-5683-0003662




090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - ¢CRF Audit Trail History
Form Status: Data Complete, Queries, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Time (US & Canada)

surgical report. Felt to
be secondary to the
abdominal mass.

Oct-26-2020 14:10:37 | ACVOPFEINFP6000
(UTC-05:00) Eastern
Time (US & Canada)

Kathryn Query 2: Opened CLINICAL - SAE
Sewell report states subject's
(pfe.sewelk02) Hgb test result was 9.8

(nl 11.2-15.7); please
review for safety
significance and update
with an event of anemia,

if appropriate
Oct-26-2020 07:03:36 | ACVOPFEINFP6000 | Ricell Ann Query 1: Opened SAE RECON:
(UTC-05:00) Eastern Piojo AER#2020405804,0onset
Time (US & Canada) (pfe.quitor) date was reported as

110ct2020 in Safety
database however,
recorded as 160ct2020
on AE CREF. Please
confirm correct Onset
Date. If safety update is
required, please submit
a follow-up SAE form.

Oct-19-2020 15:53:12 | ACVOPFEINFP6000 | James Fry Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.jfry) Oct/16/2020 UNK:UNK

Time (US & Canada)

5. Is the adverse event still ongoing?

Date Location User Value Reason
Mar-11-2021 11:10:48 ACVOPFEINFP6000 | Kathryn Query 3: Opened Clinical SAE end
(UTC-05:00) Eastern Sewell date is 160ct20;
Time (US & Canada) (pfe.sewelk02) however, SAE

report end date is
290ct20. Please
review, harmonize
reporting, and
update where

applicable
Mar-11-2021 11:10:17 | ACVOPFEINFP6000 | Kathryn Query 2: Closed rewording
(UTC-05:00) Eastern Sewell
Time (US & Canada) (pfe.sewelk02)
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Mar-11-2021 11:09:31 ACVOPFEINFP6000 | Kathryn Query 2: Opened Clinical SAE end
(UTC-05:00) Eastern Sewell date is 160ct20;
Time (US & Canada) (pfe.sewelk02) however, SAE
report end date is
100ct20. Please
review, harmonize
reporting, and
update where
applicable
Mar-08-2021 07:58:08 | ACVOPFEINFP6000 | Juleen Gayed | Query 1: Closed Response satisfies
(UTC-05:00) Eastern (pfe.gayed;)) query
Time (US & Canada)
Mar-05-2021 12:03:45 | ACVOPFEINFP6000 | Lora Morris Query 1: Answered subject was
(UTC-05:00) Eastern (pfe.Imorris) discharged from
Time (US & Canada) hospital on
190¢t2020
Mar-04-2021 16:41:58 | ACVOPFEINFP6000 | Juleen Gayed | Query 1: Opened Clin: please
(UTC-05:00) Eastern (pfe.gayed;)) confirm in
Time (US & Canada) response to this
query, the
discharge date
from hospital
Nov-03-2020 12:45:23 | ACVOPFEINFP6000 | Lora Morris Data Entry: New Information
(UTC-05:00) Eastern (pfe.lmorris) | NO
Time (US & Canada) End Date Time:
Oct/16/2020 UNK:UNK
Oct-27-2020 14:28:20 ACVOPFEINFP6000 | James Fry Data Entry: Changed
(UTC-05:00) Eastern (pfe.jfry) YES Information
Time (US & Canada)
Oct-19-2020 15:53:12 ACVOPFEINFP6000 | James Fry Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.jfry) NO
Time (US & Canada) End Date Time:
Oct/16/2020 UNK:UNK
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6. Toxicity Grade:

Time (US & Canada)

Date Location User Value Reason

Nov-05-2020 15:06:36 | ACVOPFEINFP6000 | Kathryn Sewell | Query 1: Closed Response satisfies

(UTC-05:00) Eastern (pfe.sewelk02) query

Time (US & Canada)

Nov-05-2020 12:19:52 | ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Nov-05-2020 12:19:52 | ACVOPFEINFP6000 | Lora Morris Data Entry: Transcription Error

(UTC-05:00) Eastern (pfe.lmorris) 3

Time (US & Canada)

Nov-05-2020 11:24:46 | ACVOPFEINFP6000 | Nandini Query 1: Opened GPD

(UTC-05:00) Eastern Cossons CLINQUERY:

Time (US & Canada) (pfe.cossons_n) Please confirm
adverse event
toxicity grade of 2
(as defined per
protocol), given
that the AE is
reported as serious.

Oct-19-2020 15:53:12 | ACVOPFEINFP6000 |James Fry Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.jfry) 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Nov-04-2020 11:51:49 | ACVOPFEINFP6000 | Kathryn Query 2: Closed Query closed; will

(UTC-05:00) Eastern Sewell follow for SAE

Time (US & Canada) (pfe.sewelk02) update with the
requested COVID
test info

***Confidential ***

Page 425 of 460

FDA-CBER-2021-5683-0003665




090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1081
Subject No: 10811026
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - ¢CRF Audit Trail History
Form Status: Data Complete, Queries, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Nov-04-2020 11:07:48 | ACVOPFEINFP6000 | Lora Morris Query 2: Answered COVID testing
(UTC-05:00) Eastern (pfe.lmorris) results have been
Time (US & Canada) reported in the most
recent SAE, per SI
Jim Fry, MS, PA-C
Oct-23-2020 17:11:13 | ACVOPFEINFP6000 | Kathryn Query 2: Opened Clinical COVID
(UTC-05:00) Eastern Sewell testing has not been
Time (US & Canada) (pfe.sewelk02) reported in the SAE
submitted to safety.
Please submit a
follow-up SAE
form
[#2020405804] to
provide whether
COVID testing was
performed (yes/no)
and if yes, the
results.
Oct-20-2020 06:17:41 | ACVOPFEINFP6000 |auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Oct-19-2020 15:53:12 | ACVOPFEINFP6000 |auto query Query 1: Candidate For AE Ovarian
(UTC-05:00) Eastern (autoquery) Mass: Response to
Time (US & Canada) "Is the adverse
event serious?" is
"Yes' but "Serious
Adverse Event
Number" is blank.
Oct-19-2020 15:53:12 | ACVOPFEINFP6000 | James Fry Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.jfry) YES
Time (US & Canada) Is this serious event associat
ed with congenital anomaly
or birth defect?
NO
Did this serious event result i
n death?
NO
Did this serious event requir
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e or prolong hospitalization?
YES

Did this serious event result i

n persistent or significant dis

ability/incapacity?

NO

Is this serious event life thre
atening?

NO

Other medically important se
rious event

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason
Oct-19-2020 15:53:12 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NO

Time (US & Canada) (pfejfry)

9. Is this event related to study treatment:

Date Location User Value Reason
Nov-04-2020 | ACVOPFEINFP6000 Ute Frantz (pfe.frantu) | Query 1: | Response
15:32:39 Closed satisfies query
(UTC-05:00)

Eastern Time

US &

Canada)

Nov-04-2020 | ACVOPFEINFP6000 auto query Query 1: | New
11:20:14 (autoquery) Answere | Information
(UTC-05:00) d

Eastern Time

US &

Canada)
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Nov-04-2020 | ACVOPFEINFP6000 Lora Morris Data En | New
11:20:14 (pfe.lmorris) try: Information
(UTC-05:00) NOT RE
Eastern Time LATED
US & If Not
Canada) Related
to stud
y treat
ment(s)
, this ev
entisd
ue to:
OTH
ER
If Ot
her,
spec
ify:
Ca
nc
ero
us
Nov-04-2020 [ ACVOPFEINFP6000 Roshni Nair Query 1: | DM: Per
04:03:36 (pfe.nairr29) Reissued | previous
(UTC-05:00) :Opened | query
Eastern Time response,
US & please confirm
Canada) if the
pathology
results are
available and
update the
data as per the
query. Thank
you.
Oct-23-2020 | ACVOPFEINFP6000 Ute Frantz (pfe.frantu) | Query 1: | results are not
13:50:44 Reissued | available yet -
(UTC-05:00) :Candida | check again in
Eastern Time te a couple of
(US & weeks
Canada) 10/23/2020
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Oct-23-2020 | ACVOPFEINFP6000 James Fry (pfe.jfry) Query 1: | Pathology is
10:17:48 Answere | not available
(UTC-05:00) d yet as to
Eastern Time whether this is
(US & cancerous or
Canada) benign.
Oct-22-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 1: | Please review
19:33:51 (pfe.PFESDQ_PROD) [ Opened | "If not related
(UTC-05:00) to study
Eastern Time treatment
US & other" field,
Canada) the following
text was
indicated in
the comment
field
[idiopathic].
Any
symptoms,
AEs or other
key data
should be
collected on
the
appropriate
page. Please
review and
update as
necessary.
"[nedricke
SDQ=20702]"
Oct-19-2020 | ACVOPFEINFP6000 James Fry (pfe.jfry) Data En | Initial Entry
15:53:12 try:
(UTC-05:00) NOT RE
Eastern Time LATED
US & If Not
Canada) Related
to stud
y treat
ment(s)
, this ev
entisd
ue to:
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OTH
ER
If Ot
her,
spec
ify:
idi
op
ath
ic
10. Latest Action Taken with Study Treatment:
Date Location User Value Reason
Oct-19-2020 15:53:12 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NOT APPLICABLE
Time (US & Canada) (pfe.jfry)
11. Was a Concomitant Medication given?
Date Location User Value Reason
Oct-22-2020 01:49:57 | ACVOPFEINFP6000 | Pratiksha Query 1: Closed Closed as data
(UTC-05:00) Eastern Mahadik entered.
Time (US & Canada) (pfe mahadp07)
Oct-21-2020 18:50:39 | ACVOPFEINFP6000 | auto query Query 1: Answered New Information
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Oct-21-2020 18:50:39 | ACVOPFEINFP6000 | James Fry Data Entry: New Information
(UTC-05:00) Eastern (pfe.jfry) YES
Time (US & Canada)
Oct-21-2020 00:59:45 | ACVOPFEINFP6000 | Rajashekhar Query 1: Opened DM: The response
(UTC-05:00) Eastern Reddy for "Was a
Time (US & Canada) (pfe reddyr51) Concomitant
Medication given?"
is missing. Kindly
review and update.
12. Was a Non-Drug Treatment given?
Date Location | User | Value Reason
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Oct-19-2020 15:53:12 ACVOPFEINFP6000 | James Data Entry: Initial Entry

(UTC-05:00) Eastern Fry YES

Time (US & Canada) (pfejfry)

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Nov-05-2020 ACVOPFEINFP6000 |Ricell Ann | Query 5: Closed Response satisfies query

05:20:10 Piojo

(UTC-05:00) Eastern (pfe.quitor)

Time (US & Canada)

Nov-04-2020 ACVOPFEINFP6000 |auto query | Query 6: Closed Close Auto Query

11:25:57 (autoquery)

(UTC-05:00) Eastern

Time (US & Canada)

Nov-04-2020 ACVOPFEINFP6000 | Lora Morris | Data Entry: Transcription Error

11:25:57 (pfe.Imorris) | RECOVERED/RESOLV

(UTC-05:00) Eastern ED

Time (US & Canada)

Nov-04-2020 ACVOPFEINFP6000 |auto query | Query 6: Opened For AE Serous borderline

11:24:49 (autoquery) tumor of left ovary: Response

(UTC-05:00) Eastern to "What was the outcome of

Time (US & Canada) this adverse event?" is
'Recovering/Resolving' but
AE End Date/Time is present.

Nov-04-2020 ACVOPFEINFP6000 |auto query | Query 5: Answered Changed Information

11:24:49 (autoquery)

(UTC-05:00) Eastern

Time (US & Canada)

Nov-04-2020 ACVOPFEINFP6000 | Lora Morris | Data Entry: Changed Information

11:24:49 (pfe.Imorris) | RECOVERING/RESOL

(UTC-05:00) Eastern VING

Time (US & Canada)

Nov-04-2020 ACVOPFEINFP6000 |Ricell Ann | Query 5: Opened SAE

05:14:53 Piojo RECON:AER#2020405804

(UTC-05:00) Eastern (pfe.quitor) outcome was updated to

Time (US & Canada) RECOVERED/RESOLVED
on AE CRF while reported as
RECOVERING/RESOLVING
in SAE form. Please confirm
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correct outcome. If safety
update is required, please
submit a follow-up form.

Nov-03-2020 ACVOPFEINFP6000 |auto query | Query 4: Closed Close Auto Query

14:21:11 (autoquery)

(UTC-05:00) Eastern

Time (US & Canada)

Nov-03-2020 ACVOPFEINFP6000 | Lora Morris | Data Entry: New Information

14:21:11 (pfe.lmorris) | RECOVERED/RESOLV

(UTC-05:00) Eastern ED

Time (US & Canada)

Nov-03-2020 ACVOPFEINFP6000 |auto query | Query 4: Opened For AE Neoplasm of

12:45:23 (autoquery) uncertain behavior of left

(UTC-05:00) Eastern ovary: Response to "What

Time (US & Canada) was the outcome of this
adverse event?" is
'Recovering/Resolving' but
AE End Date/Time is present.

Oct-27-2020 ACVOPFEINFP6000 | Ute Frantz | Query 2: Closed Response satisfies query

15:49:51 (pfe frantu)

(UTC-05:00) Eastern

Time (US & Canada)

Oct-27-2020 ACVOPFEINFP6000 |auto query | Query 3: Closed Close Auto Query

14:28:20 (autoquery)

(UTC-05:00) Eastern

Time (US & Canada)

Oct-27-2020 ACVOPFEINFP6000 |auto query | Query 3: Opened For AE Neoplasm of

14:17:42 (autoquery) uncertain behavior of left

(UTC-05:00) Eastern ovary: Response to "What

Time (US & Canada) was the outcome of this
adverse event?" is
'Recovering/Resolving' but
AE End Date/Time is present.

Oct-27-2020 ACVOPFEINFP6000 |auto query | Query 2: Answered Changed Information

14:17:42 (autoquery)

(UTC-05:00) Eastern

Time (US & Canada)

Oct-27-2020 ACVOPFEINFP6000 | James Fry Data Entry: Changed Information

14:17:42 (pfe.jfry) RECOVERING/RESOL

(UTC-05:00) Eastern VING
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Time (US & Canada)

Oct-26-2020 ACVOPFEINFP6000 | Ricell Ann | Query 2: Opened SAE

07:05:51 Piojo RECON:AER#2020405804

(UTC-05:00) Eastern (pfe.quitor) outcome was updated to

Time (US & Canada) RECOVERED/RESOLVED
on AE CRF while reported as
RECOVERING/RESOLVING

in SAE form. Please confirm
correct outcome. If safety
update is required, please
submit a follow-up form.

10:21:49
(UTC-05:00) Eastern
Time (US & Canada)

Oct-20-2020 ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto Query

(autoquery)

(UTC-05:00) Eastern
Time (US & Canada)

Oct-20-2020 ACVOPFEINFP6000 | Lora Morris | Data Entry: New Information

10:21:49 (pfe.Imorris) | RECOVERED/RESOLV

(UTC-05:00) Eastern ED

Time (US & Canada)

Oct-19-2020 ACVOPFEINFP6000 [ auto query Query 1: Opened For AE Ovarian Mass:

15:53:12 (autoquery) Response to "What was the

(UTC-05:00) Eastern outcome of this adverse

Time (US & Canada) event?" is
'Recovering/Resolving' but
AE End Date/Time is present.

Oct-19-2020 ACVOPFEINFP6000 | James Fry Data Entry: Initial Entry

15:53:12 (pfe.jfry) RECOVERING/RESOL

VING

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason
Oct-19-2020 15:53:12 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NO

Time (US & Canada) (pfe.jfry)

15. Serious Adverse Event Number: For Pfizer Use Only

Date

Location | User | Value Reason

***Confidential ***

Page 433 of 460

FDA-CBER-2021-5683-0003673




090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - ¢CRF Audit Trail History
Form Status: Data Complete, Queries, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Oct-20-2020 06:17:41 ACVOPFEINFP6000 |Ricell Ann | Data Entry: Initial Entry
(UTC-05:00) Eastern Piojo 2020405804
Time (US & Canada) (pfe.quitor)
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Back to Form

1. Category:
Date Location User Value Reason
Oct-21-2020 18:56:17 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) [ ADVERSE EVENT
Time (US & Canada)
2. AE ID:
Date Location User Value Reason
Oct-21-2020 18:56:17 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) |4
Time (US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date Location User Value Reason
Oct-21-2020 18:56:17 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry lower abdominal pain
Time (US & Canada) (pfe.jfry)
4. Start Date Time:
Date Location User Value Reason
Oct-21-2020 18:56:17 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Oct/11/2020 UNK:UNK
Time (US & Canada) (pfe.jfry)
5. Is the adverse event still ongoing?
Date Location User Value Reason
Nov-03-2020 11:37:18 ACVOPFEINFP6000 |Lora Morris |Data Entry: New Information
(UTC-05:00) Eastern (pfe.Imorris) | NO
Time (US & Canada) End Date Time:

Oct/16/2020 UNK:UNK
Oct-27-2020 14:32:03 ACVOPFEINFP6000 | James Fry Data Entry: Transcription Error
(UTC-05:00) Eastern (pfe.jfry) YES
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Time (US & Canada)
Oct-27-2020 14:31:44 ACVOPFEINFP6000 |James Fry Data Entry: Changed
(UTC-05:00) Eastern (pfe.jfry) NO Information
Time (US & Canada) End Date Time:
Oct-21-2020 18:56:17 ACVOPFEINFP6000 |James Fry Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.jfry) NO
Time (US & Canada) End Date Time:

Oct/16/2020 UNK:UNK
6. Toxicity Grade:
Date Location User Value Reason
Nov-03-2020 11:38:02 ACVOPFEINFP6000 |Lora Morris |Data Entry: Transcription Error
(UTC-05:00) Eastern (pfe.lmorris) | 3
Time (US & Canada)
Oct-21-2020 18:56:17 ACVOPFEINFP6000 |James Fry Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.jfry) 2

Time (US & Canada)

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason
Oct-31-2020 09:55:08 ACVOPFEINFP6000 |Ricell Ann | Query 4: Closed Response satisfies
(UTC-05:00) Eastern Piojo query

Time (US & Canada) (pfe.quitor)

Oct-30-2020 10:28:33 ACVOPFEINFP6000 |auto query | Query 4: Answered Per query response,
(UTC-05:00) Eastern (autoquery) downgraded to
Time (US & Canada) non-serious
Oct-30-2020 10:28:33 ACVOPFEINFP6000 |Lora Morris |Data Entry: Per query response,

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.lmorris) | NO downgraded to

non-serious
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Oct-30-2020 08:07:43
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Ricell Ann | Query 4: Opened SAE RECON: lower
Piojo abdominal pain is
(pfe.quitor) marked serious on
AE CRF.Per query
response 'The
abdominal pain is
part of the SAE of
the abdominal
neoplasm.Per
review, please
consider to
downgrade event to
non serious and keep
the ovarian
neoplasm as the
SAE.

Oct-27-2020 15:52:53
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Ute Frantz | Query 3: Closed Response satisfies
(pfe frantu) query

Oct-27-2020 14:31:01
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

James Fry Query 3: Answered The abdominal pain
(pfejfry) is part of the SAE of
the abdominal
neoplasm.

Oct-22-2020 07:29:38
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Ricell Ann | Query 3: Opened SAE RECON: lower
Piojo abdominal
(pfe.quitor) pain(Onset
date:110ct2020) is
not reported to
Safety database but
marked serious on
AE CRF. Confirm
seriousness and
report to Pfizer
immediately. If this
event is not serious,
downgrade the event
on AE CRF

Oct-22-2020 07:29:13
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Ricell Ann | Query 2: Deleted Query can be
Piojo addressed internally
(pfe.quitor)

Oct-21-2020 18:56:46
(UTC-05:00) Eastern

ACVOPFEINFP6000

auto query | Query 1: Closed Close Auto Query
(autoquery)
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Time (US & Canada)

Oct-21-2020 18:56:46
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Data Entry:
YES

Is this serious event associated
with congenital anomaly or bir
th defect?

James Fry
(pfe.jfry)

NO

Did this serious event result in
death?

NO

Did this serious event require
or prolong hospitalization?

YES
Did this serious event result in
persistent or significant disabil
ity/incapacity?

NO

Is this serious event life threat
ening?

NO

Other medically important seri
ous event

NO

Transcription Error

Oct-21-2020 18:56:17
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

auto query | Query 2: Candidate

(autoquery)

For AE lower
abdominal pain:
Response to "Is the
adverse event
serious?" is "Yes' but
"Serious Adverse
Event Number" is
blank.

Oct-21-2020 18:56:17

ACVOPFEINFP6000

auto query | Query 1: Opened

'Is the adverse event
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(UTC-05:00) Eastern (autoquery) serious?' is marked
Time (US & Canada) as YES, but
responses to all of
the seriousness
criteria are NO. At
least one seriousness
criterion is expected
to be YES for
serious events.
Please review and
update as
appropriate.
Oct-21-2020 18:56:17 ACVOPFEINFP6000 |James Fry Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.jfry) YES
Time (US & Canada) Is this serious event associated
with congenital anomaly or bir
th defect?
NO
Did this serious event result in
death?
NO
Did this serious event require
or prolong hospitalization?
NO
Did this serious event result in
persistent or significant disabil
ity/incapacity?
NO
Is this serious event life threat
ening?
NO
Other medically important seri
ous event
NO
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8. Is this adverse event the result of a study Medication Error?

If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason
Oct-21-2020 18:56:17 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NO
Time (US & Canada) (pfe.jfry)
9. Is this event related to study treatment:
Date Location User Value Reason
Oct-21-2020 18:56:17 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NOT RELATED
Time (US & Canada) (pfe.jfry) If Not Related to study treatment
(s), this event is due to:
OTHER
If Other, specify:
Neoplasm of uncertain beha
vior of left ovary
10. Latest Action Taken with Study Treatment:
Date Location User Value Reason
Oct-21-2020 18:56:17 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry NOT APPLICABLE
Time (US & Canada) (pfe.jfry)
11. Was a Concomitant Medication given?
Date Location User Value Reason
Oct-21-2020 18:56:17 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry YES
Time (US & Canada) (pfe.jfry)
12. Was a Non-Drug Treatment given?
Date Location User Value Reason
Oct-21-2020 18:56:17 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry YES
Time (US & Canada) (pfe.jfry)
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13. What was the outcome of this adverse event?:

Date Location User Value Reason

Nov-03-2020 14:22:13 | ACVOPFEINFP6000 |auto query | Query 2: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Nov-03-2020 14:22:13 | ACVOPFEINFP6000 | Lora Morris | Data Entry: New Information

(UTC-05:00) Eastern (pfe.Imorris) | RECOVERED/RESOLVED

Time (US & Canada)

Nov-03-2020 11:37:18 | ACVOPFEINFP6000 |auto query | Query 2: Opened For AE lower

(UTC-05:00) Eastern (autoquery) abdominal pain:

Time (US & Canada) Response to "What
was the outcome of
this adverse event?" is
'Recovering/Resolving'
but AE End Date/Time
is present.

Oct-27-2020 14:31:44 | ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Oct-21-2020 18:56:17 | ACVOPFEINFP6000 |auto query | Query 1: Opened For AE lower

(UTC-05:00) Eastern (autoquery) abdominal pain:

Time (US & Canada) Response to "What
was the outcome of
this adverse event?" is
'Recovering/Resolving'
but AE End Date/Time
is present.

Oct-21-2020 18:56:17 | ACVOPFEINFP6000 |James Fry Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.jfry) RECOVERING/RESOLVING

Time (US & Canada)

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Oct-21-2020 18:56:17 ACVOPFEINFP6000 | James Data Entry: Initial Entry

(UTC-05:00) Eastern Fry NO

Time (US & Canada) (pfe.jfry)
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Back to Form

1. Category:

Date Location User Value Reason

Nov-03-2020 14:16:26 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date Location User Value Reason

Nov-03-2020 14:16:26 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

(UTC-05:00) Eastern (autocalc) |5

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Nov-05-2020 09:15:00 | ACVOPFEINFP6000 | Hayley Query 1: Closed Response satisfies

(UTC-05:00) Eastern Wyper query

Time (US & Canada) (pfe.wyperh)

Nov-05-2020 07:55:20 | ACVOPFEINFP6000 | auto query Query 1: Answered Changed

(UTC-05:00) Eastern (autoquery) Information

Time (US & Canada)

Nov-05-2020 07:45:21 ACVOPFEINFP6000 | Hayley Query 1: Opened CLINQUERY:

(UTC-05:00) Eastern Wyper Diarrhea of 02Sep-

Time (US & Canada) (pfe.wyperh) 050ct20 appears to
be captured in the
COV ILL CRFs. If
this is the same
event, please
capture only in the
COV ILL SOD and
not as duplicate in
the AE listing.

Nov-03-2020 14:16:26 | ACVOPFEINFP6000 |Lora Morris | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.Imorris) | Diarrhea

Time (US & Canada)
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4. Start Date Time:

Date Location User Value Reason

Nov-03-2020 14:18:03 ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Nov-03-2020 14:18:03 ACVOPFEINFP6000 | Lora Morris | Data Entry: Changed

(UTC-05:00) Eastern (pfe.Imorris) | Sep/2/2020 16:00 Information

Time (US & Canada)

Nov-03-2020 14:16:26 ACVOPFEINFP6000 |auto query | Query 1: Opened For AE Diarrhea:

(UTC-05:00) Eastern (autoquery) Start Date is the

Time (US & Canada) same as a
Vaccination Date,
but time is not
provided. Please
review and update
as appropriate.

Nov-03-2020 14:16:26 ACVOPFEINFP6000 |Lora Morris | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.lmorris) | Sep/2/2020 UNK:UNK

Time (US & Canada)

5. Is the adverse event still ongoing?

Date Location User Value Reason

Nov-03-2020 14:16:26 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.lmorris) | NO

Time (US & Canada) End Date Time:

Oct/5/2020 UNK:UNK

6. Toxicity Grade:

Date Location User Value Reason

Nov-03-2020 14:16:26 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.lmorris) | 1

Time (US & Canada)

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.
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Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason
Nov-03-2020 14:16:26 ACVOPFEINFP6000 |Lora Morris | Data Entry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.lmorris) | NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason
Nov-03-2020 14:16:26 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.Imorris) | NO

9. Is this event related to study treatment:

Date Location User Value Reason
Nov-05-2020 | ACVOPFEINFP6000 Ute Frantz (pfe.frantu) | Query 1: | Response
12:31:25 Closed satisfies query
(UTC-05:00)
Eastern Time
US &
Canada)
Nov-05-2020 | ACVOPFEINFP6000 auto query Query 1: [ Changed data
07:19:08 (autoquery) Answere | per query
(UTC-05:00) d response,
Eastern Time should not list
(US & Neoplasm as
Canada) the cause.
Nov-05-2020 | ACVOPFEINFP6000 Lora Morris Data Ent | Changed data
07:19:08 (pfe.lmorris) ry: per query
(UTC-05:00) NOT RE | response,
Eastern Time LATED should not list
(US & If Not R | Neoplasm as
Canada) elated t |the cause.
o study
treatme
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nt(s), thi
sevent i
s due to:
OTHE
R
If Ot
her, s
pecif
y:
Idi
opa
thic
Nov-05-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 1: | Please review
06:26:09 (pfe. PFESDQ_PROD) | Opened "If not related
(UTC-05:00) to study
Eastern Time treatment
(US & other" field,
Canada) the following
text was
indicated in
the comment
field
[Neoplasm].
Any
symptoms,
AEs or other
key data
should be
collected on
the
appropriate
page. Please
review and
update as
necessary.
"[lv04
SDQ=39086]"
Nov-03-2020 | ACVOPFEINFP6000 Lora Morris Data Ent | Initial Entry
14:16:26 (pfe.Imorris) ry:
(UTC-05:00) NOT RE
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Eastern Time LATED
US & If Not R
Canada) elated t
o study
treatme
nt(s), thi
s event i
s due to:
OTHE
R
If Ot
her, s
pecif
y:
Ne
opl
as
m o
fle
fto
var
y
10. Latest Action Taken with Study Treatment:
Date Location User Value Reason
Nov-03-2020 14:16:26 ACVOPFEINFP6000 |Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.lmorris) | NOT APPLICABLE
Time (US & Canada)
11. Was a Concomitant Medication given?
Date Location User Value Reason
Nov-03-2020 14:16:26 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.Imorris) | NO
Time (US & Canada)
12. Was a Non-Drug Treatment given?
Date Location User Value Reason
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Nov-03-2020 14:16:26 ACVOPFEINFP6000 |Lora Morris |Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.lmorris) | NO

Time (US & Canada)

13. What was the outcome of this adverse event?:

Date Location User Value Reason
Nov-03-2020 14:16:26 ACVOPFEINFP6000 |Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.Imorris) | RECOVERED/RESOLVED

Time (US & Canada)

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason
Nov-03-2020 14:16:26 ACVOPFEINFP6000 |Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.Imorris) | NO

Time (US & Canada)
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Back to Form

090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

1. Category:
Date Location User Value Reason
Nov-05-2020 15:20:07 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT
Time (US & Canada)
2. AE ID:
Date Location User Value Reason
Nov-05-2020 15:20:07 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) |6
Time (US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date Location User Value Reason
Nov-07-2020 | ACVOPFEINFP6000 Laurie Hawes Query 1: [ Response
15:54:28 (pfe.haweslO1) Closed satisfies query
(UTC-05:00)
Eastern Time
US &
Canada)
Nov-07-2020 | ACVOPFEINFP6000 auto query Query 1: | Changed
14:14:04 (autoquery) Answere | Information
(UTC-05:00) d
Eastern Time
US &
Canada)
Nov-07-2020 | ACVOPFEINFP6000 Lora Morris Data En | Changed
14:14:04 (pfe.lmorris) try: Information
(UTC-05:00) Worseni
Eastern Time ng of An
(US & emia
Canada)
Nov-07-2020 | ACVOPFEINFP6000 Sandip Namdeorao Query 1: | Thanks for
05:23:43 Suryawanshi Reissued | your response,
(UTC-05:00) (pfe.suryasl18) :Opened | kindly update

Page 448 of 460

*#*Confidential ***

FDA-CBER-2021-5683-0003688




090177e196ae3f01\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - ¢CRF Audit Trail History
Form Status: Data Complete, Frozen
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Eastern Time

wording

(US & worsening if
Canada) this event is
baseline
condition of
Anemia.
Thank you.
Nov-06-2020 | ACVOPFEINFP6000 Lora Morris Query 1: | This event was
16:19:36 (pfe.Imorris) Answere | specifically
(UTC-05:00) d asked to be
Eastern Time noted as an
(US & AE, per data
Canada) management,

due to subjects
lab results
during her
hospitalization
for the
abdominal
mass. Please
clarify if this
event should
still be
captured as an
AE or do we
need to just
change
wording

12:32:52
(UTC-05:00)
Eastern Time
(US &
Canada)

Nov-06-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy

PFE SDQ PROD Query 1: [ The AE

(pfe. PFESDQ_PROD) | Opened | Anemia was
reported but is
also listed in
Medical
History. Please
clarify if this is
a worsening of
the baseline
condition, and
if so, please
consider
adding
"worsening" to
the AE term.
AE as baseline
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conditions
should only be
reported as
AEs if they
worsen.
"[vathm
SDQ=40955]"

Nov-05-2020 | ACVOPFEINFP6000 Lora Morris Data En | Initial Entry

15:20:07 (pfe.Imorris) try:

(UTC-05:00) Anemia

Eastern Time

(US &

Canada)

4. Start Date Time:

Date Location User Value Reason

Nov-05-2020 15:20:07 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.Imorris) | Oct/11/2020 UNK:UNK

Time (US & Canada)

5. Is the adverse event still ongoing?

Date Location User Value Reason

Nov-05-2020 15:20:07 ACVOPFEINFP6000 |Lora Morris |Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.lmorris) | NO

Time (US & Canada) End Date Time:

Oct/29/2020 UNK:UNK

6. Toxicity Grade:

Date Location User Value Reason

Nov-05-2020 15:20:07 ACVOPFEINFP6000 |Lora Morris |Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.Imorris) |3

Time (US & Canada)

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
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require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Nov-06-2020 12:24:33 | ACVOPFEINFP6000 | Nandini Query 1: Closed Response satisfies

(UTC-05:00) Eastern Cossons query

Time (US & Canada) (pfe.cossons_n)

Nov-06-2020 11:53:17 | ACVOPFEINFP6000 | Lora Morris Query 1: Answered This should not be

(UTC-05:00) Eastern (pfe.Imorris) documented as an

Time (US & Canada) SAE, the anemia is
directly related to
the tumor and has
been captured as an
AE at the request of
data management

Nov-06-2020 11:32:18 | ACVOPFEINFP6000 | Nandini Query 1: Opened GPD

(UTC-05:00) Eastern Cossons CLINQUERY:

Time (US & Canada) (pfe.cossons_n) Given AE grade of
3 and that non-drug
treatment was
given, please
confirm that this is
not considered a
serious AE as
defined per
protocol.

Nov-05-2020 15:20:07 [ ACVOPFEINFP6000 | Lora Morris Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.lmorris) NO

Time (US & Canada)

8. Is this adverse event the result of a study Medication Error?

If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Nov-05-2020 15:20:07 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.Imorris) | NO

Time (US & Canada)

9. Is this event related to study treatment:

Date Location User Value Reason

Nov-07-2020 | ACVOPFEINFP6000 Ute Frantz (pfe.frantu) | Query 1: | Response

16:44:26 Closed satisfies query
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(UTC-05:00)
Eastern Time
(US &
Canada)

Nov-07-2020 | ACVOPFEINFP6000
14:15:03
(UTC-05:00)
Eastern Time
(US &
Canada)

Lora Morris Query 1: | what would
(pfe.Imorris) Answere | you like for us
d to change the

reasoning to?
per the SI, the
anemia is due
to the tumor

Nov-07-2020 | ACVOPFEINFP6000
07:31:18
(UTC-05:00)
Eastern Time
(US &
Canada)

Sonal K (pfe.ks66) Query 1: | DM:Please
Reissued: |review "If not
Opened related to
study
treatment
other" field,
the following
text was
indicated in
the comment
field [Tumor].
Any
Ssymptoms,
AEs or other
key data
should be
collected on
the
appropriate
page. Please
review and
update as
necessary.

Nov-06-2020 | ACVOPFEINFP6000
11:53:52
(UTC-05:00)
Eastern Time
(US &
Canada)

Lora Morris Query 1: | the direct
(pfe.Imorris) Answere | cause of the
d anemia was
the tumor.
Data should
be left as is

Nov-06-2020 [ ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 1: | Please review

04:48:31
(UTC-05:00)

(pfe.PFESDQ_PROD) | Opened "If not related
to study
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Eastern Time
US &
Canada)

treatment
other" field,
the following
text was
indicated in
the comment
field [Tumor].
Any
symptoms,
AEs or other
key data
should be
collected on
the
appropriate
page. Please
review and
update as
necessary.
"[birads02
SDQ=40565]"

Nov-05-2020 | ACVOPFEINFP6000
15:20:07
(UTC-05:00)
Eastern Time
(US &
Canada)

Lora Morris Data Ent | Initial Entry

(pfe.lmorris) ry:

NOT RE

LATED
If Not R
elated t
o study
treatme
nt(s), thi
s event i
s due to:

OTHE
R

If Ot
her, s
pecif

Tu

rof
left
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ova
ry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Nov-05-2020 15:20:07 ACVOPFEINFP6000 |Lora Morris | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.lmorris) | NOT APPLICABLE

Time (US & Canada)

11. Was a Concomitant Medication given?

Date Location User Value Reason

Nov-05-2020 15:20:07 ACVOPFEINFP6000 |Lora Morris | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.Imorris) | NO

Time (US & Canada)

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Nov-06-2020 19:01:04 | ACVOPFEINFP6000 | Hayley Query 1: Closed Response satisfies

(UTC-05:00) Eastern Wyper query

Time (US & Canada) (pfe.wyperh)

Nov-06-2020 16:22:49 | ACVOPFEINFP6000 | auto query Query 1: Answered Will update SD and

(UTC-05:00) Eastern (autoquery) have uploaded in

Time (US & Canada) Complion by
Monday

Nov-06-2020 16:22:49 | ACVOPFEINFP6000 |Lora Morris | Data Entry: Will update SD and

(UTC-05:00) Eastern (pfe.Imorris) | NO have uploaded in

Time (US & Canada) Complion by
Monday

Nov-06-2020 12:44:18 | ACVOPFEINFP6000 | Hayley Query 1: Reissued:Opened CLINQUERY:

(UTC-05:00) Eastern Wyper Thanks for

Time (US & Canada) (pfe.wyperh) clarifying. If the
surgery or any other
non-drug treatment
was not aimed at
anemia per se,
please look to
update this field.
The tumour entry
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has captured its
surgery

Nov-06-2020 11:54:36 | ACVOPFEINFP6000 | Lora Morris | Query 1: Answered No transfusion was

(UTC-05:00) Eastern (pfe.Imorris) given. Subject

Time (US & Canada) underwent surgery
to remove the tumor
which caused the
anemia

Nov-06-2020 08:24:22 | ACVOPFEINFP6000 | Hayley Query 1: Opened CLINQUERY:

(UTC-05:00) Eastern Wyper Please clarify if any

Time (US & Canada) (pfe.wyperh) transfusion given. If
a transfusion was
given please add to
TRANSFUSE page
within the Logs
folder.

Nov-05-2020 15:20:07 | ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.Imorris) | YES

Time (US & Canada)

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Nov-05-2020 15:20:07 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.Imorris) | RECOVERED/RESOLVED

Time (US & Canada)

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Nov-05-2020 15:20:07 ACVOPFEINFP6000 |Lora Morris |Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.Imorris) | NO

Time (US & Canada)
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Visit

Date Location User Value Reason
Jan-07-2021 15:20:38 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.lmorris) | Dec/16/2020
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Header Text: ¢4591001

Visit: Potential ReVax Initial Contact -

Unscheduled

Form Version: 10-Dec-2020 02:25

Site No: 1081

Subject No: 10811026
Generated By: pfe.levissc

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason
Jan-08-2021 13:16:08 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Jan-08-2021 00:53:14 ACVOPFEINFP6000 | Madhan Babu | Query 1: Opened The response
(UTC-05:00) Eastern (pfe.babum05) indicates participant
Time (US & Canada) was unblinded,
however the
TREATMENT
UNBLINDED date
is missing in the
DISP visit. Please
complete this date.
Jan-07-2021 15:20:50 ACVOPFEINFP6000 | auto query Query 1: Candidate The response
(UTC-05:00) Eastern (autoquery) indicates participant
Time (US & Canada) was unblinded,
however the
TREATMENT
UNBLINDED date
is missing in the
DISP visit. Please
complete this date.
Jan-07-2021 15:20:50 ACVOPFEINFP6000 | Lora Morris Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.Imorris) | Participant is willing to return f
Time (US & Canada) or Vaccination 3
Participant is:
eligible and NOT confirme
d to have received only plac
ebo at Vaccination 1/2
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason
Jan-08-2021 13:16:08 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.lmorris) | Dec/16/2020
Time (US & Canada)
2. Primary Reason for Unblinding:
Date Location User Value Reason
Jan-08-2021 13:16:08 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.Imorris) | ASSESS ELIGIBILITY FOR A
Time (US & Canada) DDITIONAL VACCINATION
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811026 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Subject Status

Date Location User Value Reason
Sep-30-2020 10:58:34 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | FOLLOW-UP

Time (US & Canada)

Aug-12-2020 13:59:40 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | ENROLLED/RANDOMIZED

Time (US & Canada)

Aug-12-2020 12:16:50 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SCREENED

Time (US & Canada)

2. Subject Status Date

Date Location User Value Reason
Sep-30-2020 10:58:34 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sep/30/2020

Time (US & Canada)

Aug-12-2020 13:59:40 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Aug/12/2020

Time (US & Canada)

Aug-12-2020 12:16:50 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Aug/12/2020

Time (US & Canada)
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled
Form Version: 22-Apr-2020 21:04

Site No: 1081

Subject No: 10811026

Generated By: pfe.levissc

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Casebook Signature

Date Location User Value Reason
Sep-14-2020 16:02:00 ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Click Here to Enable
Time (US & Canada) (pfe.jfry)
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Header Text: c4591001

Visit: COHORT SELECTION
Form Version: 30-Jul-2020 21:29
Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: COHORT SELECTION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol
amendment 5, STAGE 3 option is equivalent to PHASE 2/3.

1. | Select appropriate response -
Protocol version

24 JUL 2020

2. | Select appropriate response -
What cohort does the subject
belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: MAIN INFORMED CONSENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Informed Consent

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Aug/12/2020
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Header Text: c4591001

Visit: COHORT SELECTION
Form Version: 06-Jul-2020 21:55
Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: DEMOGRAPHY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Demography
1. | Subject ID [10811030]
2. | Birth Date: 0)(6) /1945
3. | Sex: MALE
4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that apply): | WHITE
6. | Racial Designation:
Page 3 of 175
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Header Text: c4591001

Visit: VI_DAY1 VAXI L

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

e¢CRF Audit Trail History

Date of Visit
1. | Date of Visit Aug/12/2020
2. | Erroneous Visit
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Header Text: c4591001

Visit: VI_DAY1 VAXI L

Form Version: 30-Jul-2020 21:29
Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: INCLUSION/EXCLUSION CRITERIA

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Form Comments

Inclusion Criteria Not Met

L. Description of Inclusion Not Done
Criterion Not Met
Exclusion Criteria Met
2. Description of Exclusion Not Done
Criterion Met
Page 5 of 175
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Header Text: ¢c4591001
Visit: VI_DAY1 VAXI L

Form Version: 22-Apr-2020 21:03

Site No: 1081
Subject No: 10811030
Generated By: pfe.levissc

Form: DISPOSITION - SCREENING

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Disposition - Screening

1. [ Date of Aug/12/2020
Completion/Discontinuation
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
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Header Text: c4591001
Visit: VI_DAY1 VAXI L
Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Medical History Details

La || [ ine/MH Number: [1]
Disease/Syndrome/Surgery | [Hypertension]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/2002
Ongoing: YES

1.6 |1 { ine/MH Number: 2]
Disease/Syndrome/Surgery | [Coronary Artery Disease]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/2006
Ongoing: YES
L.¢ || Line/MH Number: [3]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Coronary Artery bypass graft]

Start Date: UNK/UNK/2006
Ongoing: NO
End Date:
UNK/UNK/2006
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Header Text: c4591001
Visit: V1 DAY1 VAXI L

Form Version: 22-Apr-2020 21:03

Site No: 1081
Subject No: 10811030
Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

1d

Line/MH Number:

[4]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Angina-Stable]

Start Date: UNK/UNK/2006
Ongoing: YES

l.e || Line/MH Number: [5]
Disease/Syndrome/Surgery | [Dyslipidemia]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2006
Ongoing: YES

Lf || Line/MH Number: [6]
Disease/Syndrome/Surgery | [Obesity]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2009
Ongoing: YES

1.2 || Line/MH Number: (7]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Fracture-Left foot]

Start Date:

UNK/UNK/1970

Ongoing:

YES
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Header Text: c4591001
Visit: VI_DAY1 VAXI L
Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

L.h

Line/MH Number:

(8]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Fracture-left fingers/thumb]

Start Date: UNK/UNK/1965
Ongoing: YES

+ || Line/MH Number: [9] Comments
Disease/Syndrome/Surgery | [Eracture Leftfoot-—Duplicate-entryerror| Comments
/Non-Drug Allergies/Drug
Allergies:
Start Date: by Comments
Ongoing: YES Comments
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Header Text: c4591001

Visit: VI_DAY1 VAXI L

Form Version: 30-Jul-2020 21:28
Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: VITAL SIGNS - BASELINE

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Vital Signs
1. [ Date: Aug/12/2020
2. | Weight: [217.2]
3. | Unit: LB
4. | Height: [68.0]
5. [ Unit: in
6. | Body Mass Index: [33.0]
Vital Signs Details
7a || Record Identifier: 1
Temperature: [97.5]
Unit: F
Temperature Location: FOREHEAD
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Header Text: c4591001

Visit: VI_DAY1 VAXI L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: RANDOMIZATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Disposition
1. [ Randomization Date : Aug/12/2020
2. | Randomization Number: [226846]

3. | Randomization Group:

[]
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Header Text: ¢c4591001
Visit: VI_DAY1 VAXI L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Aug/12/2020
4. | If no sample was collected or | [ ]
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
S || Sample ID [BP1J5K]
5b || sample ID [BP1J5L]
5:¢ || Sample ID [BP1J5M]
5.d || Sample ID [BPHZFN]
S-€ || Sample ID [BPHZFP]

Page 12 of 175

***Confidential ***

FDA-CBER-2021-5683-0003712




090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: VI_DAY1 VAXI L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Electronic Sample Tracking

1. [ Data Origin SITE
2. | Sample Type NASAL SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/12/2020
4. | If no sample was collected or | [ ]
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
S || Sample ID [BP1J3Y]
Page 13 of 175
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Header Text: c4591001

Visit: VI_DAY1 VAXI L

Form Version: 22-Apr-2020 21:04
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Vaccination

1. | Was there a temporary delay of | NO

vaccination?

2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION

4. | Dose Date Time: Aug/12/2020 13:57

5. | Anatomical Location: DELTOID MUSCLE

6. | Body Side: LEFT

7. | Route: INTRAMUSCULAR

8. | Actual Dose: []

9. | Unit:

10. | Timeframe Subject Was THE PROTOCOL SPECIFIED OBSERVATION PERIOD

Observed

11.

Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Header Text: c4591001

Visit: VI_DAY1 VAXI L

Form Version: 06-Jul-2020 21:53
Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: REACTOGENICITY DIARY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Reactogenicity Diary

1.

Select appropriate response -
Reactogenicity diary collection

YES - REACTOGENICITY E-DIARY COLLECTED FOR THIS
SUBJECT
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

e¢CRF Audit Trail History

Date of Visit

1. | Date of Visit

Sep/1/2020

2. | Erroneous Visit
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Header Text: ¢c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1.

Were medications to treat

fever/pain given on the last day

the Subject Diary was
completed?

NO

Symptom:

FEVER

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO

2b

Symptom:

FATIGUE

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO

Symptom:

HEADACHE

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO

2d

Symptom:

CHILLS

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

2.¢ || Symptom: VOMITING
Were fever or systemic NO
symptoms present on the last
day the Subject Diary was
completed?

2.f || symptom: DIARRHEA
Were fever or systemic NO

symptoms present on the last

day the Subject Diary was
completed?

2.2 || Symptom: NEW OR WORSENED MUSCLE PAIN
Were fever or systemic NO
symptoms present on the last
day the Subject Diary was
completed?

2h Symptom: NEW OR WORSENED JOINT PAIN
Were fever or systemic NO
symptoms present on the last
day the Subject Diary was
completed?

3. | Injection Site Location: DELTOID MUSCLE

4. | Injection Site Body Side: LEFT

Sa Injection Site Reaction: REDNESS
Were injection site reactions | NO

present on the last day the
Subject Diary was
completed?
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

present on the last day the
Subject Diary was
completed?

S5b Injection Site Reaction: SWELLING
Were injection site reactions | NO
present on the last day the
Subject Diary was
completed?
S Injection Site Reaction: PAIN AT INJECTION SITE
Were injection site reactions | NO

***Confidential ***
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:51
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: VITAL SIGNS - TEMP

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Vital Signs
1. [ Date: Sep/1/2020
Vital Signs Details
2.2 || Record Identifier: 1
Temperature: [97.7]
Unit: F
Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Electronic Sample Tracking

1. [ Data Origin SITE
2. | Sample Type NASAL SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/1/2020
4. | If no sample was collected or | [ ]
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
S || Sample ID [BP97LK]
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Vaccination
1. | Was there a temporary delay of | NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Sep/1/2020 13:11
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: []
9. | Unit:
10. | Timeframe Subject Was THE PROTOCOL SPECIFIED OBSERVATION PERIOD
Observed
11. | Was the subject observed for at | YES

least the protocol specified
observation period after
investigational product
administration?
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Header Text: c4591001

Visit: V3 MONTHI1 POSTVAX2 L
Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

e¢CRF Audit Trail History

Date of Visit

1. | Date of Visit

Sep/29/2020

2. | Erroneous Visit

***Confidential ***
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Header Text: ¢c4591001
Visit: V3_ MONTH1 POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

Form Version: 30-Jul-2020 21:30
Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

RESOLVED DATES

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1.

Were medications to treat

fever/pain given on the last day

the Subject Diary was
completed?

NO

Symptom:

FEVER

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO

2b

Symptom:

FATIGUE

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO

Symptom:

HEADACHE

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO

2d

Symptom:

CHILLS

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO
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Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

Form Version: 30-Jul-2020 21:30
Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

RESOLVED DATES

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

symptoms present on the last
day the Subject Diary was
completed?

2.¢ || Symptom: VOMITING
Were fever or systemic NO
symptoms present on the last
day the Subject Diary was
completed?

2.f || symptom: DIARRHEA
Were fever or systemic NO

2.g

Symptom:

NEW OR WORSENED MUSCLE PAIN

Were fever or systemic
symptoms present on the last

NO

day the Subject Diary was
completed?

2h Symptom: NEW OR WORSENED JOINT PAIN
Were fever or systemic NO
symptoms present on the last
day the Subject Diary was
completed?

3. | Injection Site Location: DELTOID MUSCLE

4. | Injection Site Body Side: LEFT

Sa Injection Site Reaction: REDNESS
Were injection site reactions | NO
present on the last day the
Subject Diary was
completed?
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Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

Form Version: 30-Jul-2020 21:30
Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

RESOLVED DATES

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

S5b Injection Site Reaction: SWELLING
Were injection site reactions | NO
present on the last day the
Subject Diary was
completed?
S Injection Site Reaction: PAIN AT INJECTION SITE
Were injection site reactions | NO

present on the last day the
Subject Diary was
completed?
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Header Text: ¢c4591001
Visit: V3_ MONTH1 POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING -

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

IMMUNOGENICITY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Sep/29/2020
4. | If no sample was collected or | [ ]
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
S || Sample ID [BRTXPH]
5b || sample ID [BRTXPJ]
5:¢ || Sample ID [BPIHSD]
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Header Text: c4591001

Visit: V4 MONTH6 L

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

e¢CRF Audit Trail History

Date of Visit

1. | Date of Visit

Mar/2/2021

2. | Erroneous Visit
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Header Text: ¢c4591001
Visit: V4 MONTH6 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Mar/2/2021
4. | If no sample was collected or | [ ]
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
S || Sample ID [BRM4LV]
5b || sample ID [BRMALW]
5:¢ || Sample ID [BKZ4C6]
5.d || Sample ID [BKZA4C7]
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Header Text: c4591001

Visit: V5 MONTHI12 L

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Date of Visit

1. | Date of Visit

1

2. | Erroneous Visit

Page 30 of 175

***Confidential ***

FDA-CBER-2021-5683-0003730




090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: ¢c4591001
Visit: VS MONTHI12 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Electronic Sample Tracking

1. | Data Origin

2. | Sample Type

3. | Sample Collected?

4. | If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

[]
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Header Text: c4591001

Visit: V6 MONTH24 L

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Date of Visit

1. | Date of Visit

1

2. | Erroneous Visit
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Header Text: ¢c4591001
Visit: V6 MONTH24 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Electronic Sample Tracking

1. | Data Origin

2. | Sample Type

3. | Sample Collected?

4. | If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

[]
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Header Text: c4591001

Visit: POT _COVID ILL - New
Unscheduled Visit

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: DATE OF VISIT - ILLNESS ONSET

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Date of Visit

1. | Date of Visit

1

2. | Erroneous Visit

COVID-19 Illness Visit

3. [ COVID-19 Illness Visit:
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Header Text: ¢c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form Version: 20-Feb-2021 02:17
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Signs and Symptoms

Symptoms:

1. | Date of Assessment: //
2. | Date of First Symptom Started: | //
3. | Symptoms Ongoing?

Symptoms

4.

Was symptom present?

Symptoms - Other

S.

Symptoms - Other Text:

***Confidential ***
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Header Text: ¢c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
SELF

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Electronic Sample Tracking

1. | Data Origin

2. | Sample Type

3. | Sample Collected?

4. | If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

[]

Page 36 of 175

***Confidential ***

FDA-CBER-2021-5683-0003736




090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: ¢c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Electronic Sample Tracking

1. | Data Origin

2. | Sample Type

3. | Sample Collected?

4. | If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

[]
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Header Text: ¢c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form Version: 20-Feb-2021 02:19
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: HEALTH CARE UTILIZATION

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Health Care Utilization

L. Physician or Healthcare

Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. | Other Type of Practitioner
Specify:

[]

Health Care Utilization

3. | Has the subject been
hospitalized due to potential
COVID-19 illness?
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Header Text: ¢c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form Version: 06-Jul-2020 21:52
Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: ILLNESS DETAILS

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Illness Details

1. | Category of Clinical Event:
2. | Was a diagnosis obtained for
Potential COVID-19 Illness?
3. | Toxicity Grade:
Page 39 of 175
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Header Text: c4591001

Visit: POT_COVID_CONVA - New

Unscheduled Visit

Form Version: 22-Apr-2020 21:04

Site No: 1081
Subject No: 10811030
Generated By: pfe.levissc

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Date of Visit

L.

Date of Visit

1

2.

Erroneous Visit

COVID-19 Illness Visit

3.

COVID-19 Illness Visit:
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Header Text: ¢c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Electronic Sample Tracking

1. | Data Origin

2. | Sample Type

3. | Sample Collected?

4. | If no sample was collected or [ [ ]
sample was not collected
according to protocol, please
provide reason:

Aliquot

Please enter barcode for each aliquot.

5. Sample ID []
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Date of Visit

1. | Date of Visit

1

2. | Erroneous Visit

Page 42 of 175

***Confidential ***

FDA-CBER-2021-5683-0003742




090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: ¢c4591001

Form Version: 22-Apr-2020 21:04
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Visit: Unplanned - New Unscheduled Visit Form: UNPLANNED VISIT

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Unplanned Assessments

1. | Assessments

***Confidential ***
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Header Text: c4591001
Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55

Site No: 1081
Subject No: 10811030
Generated By: pfe.levissc

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

e¢CRF Audit Trail History

Disposition - Treatment

1. | Date of Sep/29/2020
Completion/Discontinuation
/Death :
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: []
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Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: DISPOSITION - FOLLOW-UP

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Disposition - Follow-Up

1. | Date of //
Completion/Discontinuation
/Death :

2. | Phase of Disposition:

3. | Status:

4. | Specify Status: []

***Confidential ***
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Header Text: c4591001

Visit: POT _COVID REPEAT SWAB -
New Unscheduled Visit

Form Version: 10-Oct-2020 15:57

Site No: 1081
Subject No: 10811030
Generated By: pfe.levissc

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Date of Visit

L.

Date of Visit

1

2.

Erroneous Visit

COVID-19 Repeat Swab

3.

COVID-19 Repeat Swab:
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Header Text: ¢c4591001

Visit: POT _COVID REPEAT SWAB - Form: ELECTRONIC SAMPLE TRACKING - REPEAT
New Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

SWAB

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Electronic Sample Tracking

1. | Data Origin

2. | Sample Type

3. | Sample Collected?

4. | If no sample was collected or [ [ ]
sample was not collected
according to protocol, please
provide reason:

Aliquot

Please enter barcode for each aliquot.

5. Sample ID []
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Header Text: c4591001
Visit: Logs

Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1081
Subject No: 10811030
Generated By: pfe.levissc

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

AE Ident | Adverse E Is the Adverse Event St | Form Instanc
# Category . Start Date . .
ifier vent ill Ongoing e
1. |[ADVERSEE |1 Prostate Ca | Sep/10/2020 UN | YES Repeating
VENT ncer K:UNK Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Queries

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form
eCRF Audit Trail History

Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [1]
3. | Adverse Event: [Prostate Cancer]
(If possible specify diagnosis,
not individual symptoms)
4. | Start Date Time: Sep/10/2020 UNK:UNK
5. | Is the adverse event still YES
ongoing?
6. | Toxicity Grade: 3
7. | Is the adverse event serious? YES
Is this serious event associated with congenital anomaly or birth
If Yes, NOTIFY PFIZER defect?
IMMEDIATELY. NO
Fatal; Life-threatening; Did this serious event result in death?
Inpatient hospitalization or NO
prolongation of existing
h.o spltallzatlon; Persistent or Did this serious event require or prolong hospitalization?
significant NO
disability/incapacity;
Congenital anomaly/birth L ) . ) o
) . Did this serious event result in persistent or significant
defect; Important medical T ;
. . . disability/incapacity?
event (i.e. may jeopardize
. . NO
subject and may require
medical/surgical intervention
to prevent above outcomes). Is this serious event life threatening?
NO
Other medically important serious event
YES
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Queries

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

8. | Is this adverse event the result | NO
of a study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.
9. | Is this event related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Unknown]
10. | Latest Action Taken with NOT APPLICABLE
Study Treatment:
11. | Was a Concomitant NO
Medication given?
12. | Was a Non-Drug Treatment YES
given?
13. | What was the outcome of this | RECOVERING/RESOLVING
adverse event?:
14. | Did the adverse event cause NO
the subject to be discontinued
from the study?
15. | Serious Adverse Event [2021247314]

Number: For Pfizer Use Only
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Visit: Logs

Header Text: ¢c4591001

Form Version: 17-Jul-2020 21:54
Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: MEDICATION ERROR

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

4 Categ | Medication | Start D | Is the medication error S | Study Medication Err | Form Instanc
ory Error ate till Ongoing ors Action e
1. Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: MEDICATION ERROR
Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Medication Error

1. | Category:

2. | Medication Error (Type of []
Medication Error):

3. | Start Date: /!

4. | Is the medication error still
ongoing?

5. | Latest Action Taken with
Study Treatment:

6. | Was a Concomitant
Medication given?

7. | Was a Non-Drug Treatment
given?

8. | Did the Medication Error
cause the subject to be
discontinued from the study?

9. | Was this medication error
associated with any adverse
events?

10. | Serious Adverse Event []

Number: For Pfizer Use Only
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Header Text: ¢c4591001
Visit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

4 Sponsor-Define | Category for | Concomitant Medicatio | Name of Me | Start | Form Instan
d Identifier Medication ns Pre-specified dication Date ce
1. Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1081
Subject No: 10811030
Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Concomitant Medications

1. | What is the medication
identifier?

[]

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. | Medication:

Provide the complete generic
drug name (including salt
form, where applicable).
Where generic name is
unknown, enter the full trade
or proprietary name. Include
clarifying information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[]

5. | Date:

1
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Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

" Sponsor-Define | Category for | Concomitant Medicati | Name of Me | Dose Desc | Form Instan
d Identifier Medication ons Pre-specified dication ription ce
1. Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Concomitant Medications

1. | What is the medication
identifier?

[]

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. | Medication:

Provide the complete generic
drug name (including salt
form, where applicable).
Where generic name is
unknown, enter the full trade
or proprietary name. Include
clarifying information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[]

5. | Dose:

[]

6. | Dose Unit:

7. | Dose Frequency:

8. | Route:

9. | Start Date:

/

10. | Ongoing?
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Header Text: ¢c4591001
Visit: Logs

Site No: 1081
Subject No: 10811030
Generated By: pfe.levissc

Form: RADIATION TREATMENT
Form Version: 22-Apr-2020 21:02

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Catego | Treatment Ident | Con Non-Drug Treatments Pre- | Treatme | Start Da
# . . Form Instance
ry ifier specified nt te
1. Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1081
Subject No: 10811030
Generated By: pfe.levissc

Form: RADIATION TREATMENT

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Radiation Treatment

1. | Category:
2. | What is the treatment []
Identifier?
3. | Concomitant Non-drug
Treatment Pre-specified:
4. | Treatment: []
5. | Start Date: //
6. | Ongoing?
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Visit: Logs

Header Text: ¢c4591001

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: TRANSFUSIONS

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

#

Transfusion Type

Date of Transfusion

Form Instance

Repeating Pages

***Confidential ***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. | Transfusion Type:

2. | Date of Transfusion:

//
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Date of Visit

1. | Date of Visit

1

2. | Erroneous Visit

***Confidential ***
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Header Text: ¢c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 20-Feb-2021 02:16
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: VITAL SIGNS - TEMP

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Vital Signs

1. | Date:

//

Vital Signs Details

2. Record Identifier:

Temperature:

[]

Unit:

Temperature Location:
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Header Text: c4591001
Visit: Unplanned Vaccination - Form: VACCINATION
Unscheduled
Form Version: 10-Dec-2020 02:26 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811030 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
Vaccination
1. | Was there a temporary delay of
vaccination?
2. | Treatment Name []
3. | Formulation:
4. | Dose Date Time: //
5. | Anatomical Location:
6. | Body Side:
7. | Route:
8. | Actual Dose: []
9. | Unit:
10. | Timeframe Subject Was
Observed
11. | Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?
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Header Text: ¢c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 10-Oct-2020 15:57
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]
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Header Text: ¢c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 10-Oct-2020 16:01
Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]

***Confidential ***
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Header Text: c4591001

Visit: V201 SURVEIL CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Date of Visit

L.

Date of Visit

1

2.

Erroneous Visit
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Header Text: ¢c4591001

Visit: V201 _SURVEIL CONSENT -
Unscheduled

Form Version: 14-Jan-2021 02:29
Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: INFORMED CONSENT - ASYMPTOMATIC
SURVEILLANCE

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Informed Consent - Asymptomatic Surveillance

1. | Consent Was:

***Confidential ***
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Header Text: ¢c4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1081
Subject No: 10811030
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Electronic Sample Tracking

1. | Data Origin

2. | Sample Type

3. | Sample Collected?

4. | If no sample was collected or [ [ ]
sample was not collected
according to protocol, please
provide reason:

Aliquot

Please enter barcode for each aliquot.

S.

Sample ID

[]
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Header Text: ¢c4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Electronic Sample Tracking

1. | Data Origin

2. | Sample Type

3. | Sample Collected?

4. | If no sample was collected or [ [ ]
sample was not collected
according to protocol, please
provide reason:

Aliquot

Please enter barcode for each aliquot.

5. Sample ID []
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

e¢CRF Audit Trail History

Date of Visit

1. | Date of Visit Jan/20/2021

2. | Erroneous Visit
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Header Text: ¢c4591001

Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Visit: Potential ReVax Initial Contact - Form: FURTHER VACCINATION CONFIRMATION

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Further Vaccination Confirmation

1. | Select appropriate response - Is
participant willing to return for
Vaccination 3?

Participant is willing to return for Vaccination 3
Participant is:
eligible and NOT confirmed to have received only placebo at
Vaccination 1/2

***Confidential ***
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: TREATMENT UNBLINDED

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

e¢CRF Audit Trail History

Treatment Unblinded

1. | Date Treatment Unblinded :

Jan/20/2021

2. | Primary Reason for
Unblinding:

ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: WITHDRAWAL OF CONSENT

Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Withdrawal Of Consent

1. | Withdrawal of Consent Date :

//

***Confidential ***
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: DEATH DETAILS CODED
Form Status: Not Started

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Death Details
1. | Date of Collection / //
Notification of Death:
Cause of Death
2. || Cause of Death Status:
Cause of Death: []

Page 74 of 175
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Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: SUBJECT STATUS

Form Status: Data Complete, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

e¢CRF Audit Trail History

Subject Status

1. | Subject Status

FOLLOW-UP

2. | Subject Status Date

Sep/29/2020

***Confidential ***
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form Version: 22-Apr-2020 21:04
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: CASEBOOK SIGNATURE FORM

Form Status: Data Complete, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

e¢CRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature

Click Here to Enable
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Header Text: c4591001

Visit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM

Unscheduled

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811030 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Audit Trail

This form requires signing by a member of each of the following signature groups:

e CRF Sign
e CRF Sign 1
Name Signature Date Type Action
Meaning
Page 77 of 175
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Header Text: c4591001

Visit: VI_DAY1 VAXI L

Form Version: 30-Jul-2020 21:29
Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: INCLUSION/EXCLUSION CRITERIA - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
Form | Aug-12-2020 13:28:47 (UTC-05:00) Tawnyn Ebner | all inclusion and exclusion met
Eastern Time (US & Canada) (pfe.tebner)
Not Done
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Header Text: c4591001

Visit: VI_DAY1 VAXI L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
1.i |Aug-13-2020 14:15:00 (UTC-05:00) Phillip Ross Duplicate entry error
Eastern Time (US & Canada) (pfe.pross)

***Confidential ***
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Header Text: c4591001

Visit: VI_DAY1 VAXI L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
1.i |Aug-13-2020 14:15:00 (UTC-05:00) Phillip Ross Duplicate entry error
Eastern Time (US & Canada) (pfe.pross)
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Header Text: c4591001

Visit: VI_DAY1 VAXI L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
1.i |Aug-13-2020 14:15:00 (UTC-05:00) Phillip Ross Duplicate entry error
Eastern Time (US & Canada) (pfe.pross)

***Confidential ***
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Header Text: c4591001

Visit: VI_DAY1 VAXI L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item | Date User Comment
1.i |Aug-13-2020 14:15:00 (UTC-05:00) Phillip Ross Duplicate entry error
Eastern Time (US & Canada) (pfe.pross)
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Header Text: c4591001

Visit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature History
Unscheduled

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811030 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

This form requires signing by a member of each of the following signature groups:

e CRF Sign

e CRF Sign 1

Name Signature Date Type Action

Meaning

Lora Morris N/A Jan-22-2021 07:29:42 (UTC-05:00) Edit - All

Eastern Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Michael Approved Oct-13-2020 11:56:36 (UTC-05:00) BOOK Signed

Butcher Eastern Time (US & Canada)

Affidavit:

By my dated signature below, I, MichaelButcher, verify that all case report form pages accurately display
the results of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Tawnyn N/A Sep-29-2020 12:37:19 (UTC-05:00) Edit - All

Ebner Eastern Time (US & Canada) signatures
invalidated

Affidavit:

N/A

James Fry Approved Sep-14-2020 16:04:12 (UTC-05:00) BOOK Signed

Eastern Time (US & Canada)
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form Version: 22-Apr-2020 21:04
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: CASEBOOK SIGNATURE FORM - Signature History

Form Status: Data Complete, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Affidavit:

By my dated signature below, I, JamesFry, verify that all case report form pages accurately display the
results of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: COHORT_SELECTION

Form Version: 30-Jul-2
Site No: 1081
Subject No: 10811030

Generated By: pfe.levissc

020 21:29

Form: COHORT SELECTION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
13:27:54 Ebner 24 JUL 2020

(UTC-05:00) Eastern (pfe.tebner)

Time (US & Canada)

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
13:27:54 Ebner STAGE 3 COHORTS

(UTC-05:00) Eastern (pfe.tebner)

Time (US & Canada)
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Header Text: ¢c4591001
Visit: COHORT SELECTION

Form: MAIN INFORMED CONSENT - eCRF Audit Trail

History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811030 Subject Initials: ---

Generated By: pfe.levissc

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Consent Was:

Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
13:28:03 Ebner OBTAINED
(UTC-05:00) Eastern (pfe.tebner) | Date Written Consent Obt
Time (US & Canada) ained
Aug/12/2020
Page 86 of 175
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Site No: 1081

Header Text: ¢c4591001
Visit: COHORT SELECTION
Form Version: 06-Jul-2020 21:55

Subject No: 10811030
Generated By: pfe.levissc

Form: DEMOGRAPHY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Subject ID
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Item copied
13:27:46 (autocalc) | 10811030 from previous
(UTC-05:00) Eastern form
Time (US & Canada)
2. Birth Date:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Enrollment Entry
13:27:42 (autocalc) |(0)(6)/1945
(UTC-05:00) Eastern
Time (US & Canada)
3. Sex:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
13:28:12 Ebner MALE
(UTC-05:00) Eastern (pfe.tebner)
Time (US & Canada)
4. Ethnicity:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
13:28:12 Ebner NOT HISPANIC OR LATI
(UTC-05:00) Eastern (pfe.tebner) | NO(A) OR OF SPANISH
Time (US & Canada) ORIGIN
5. Race: (Check X all that apply):
Date Location | User | Value Reason
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811030 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Aug-12-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
13:28:12 Ebner WHITE

(UTC-05:00) Eastern (pfe.tebner)

Time (US & Canada)
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Site No: 1081

Header Text: c4591001
Visit: VI_DAY1 VAXI L
Form Version: 22-Apr-2020 21:02

Subject No: 10811030
Generated By: pfe.levissc

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Visit

***Confidential ***

Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
13:28:33 Ebner Aug/12/2020
(UTC-05:00) Eastern (pfe.tebner)
Time (US & Canada)
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Header Text: ¢c4591001
Visit: VI_DAY1 VAXI1

Form Version: 22-Apr-2020 21:03

Site No: 1081
Subject No: 10811030

L

Generated By: pfe.levissc

Form: DISPOSITION - SCREENING - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials:

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
13:29:15 Ebner Aug/12/2020
(UTC-05:00) Eastern (pfe.tebner)
Time (US & Canada)
2. Phase of Disposition:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
13:29:15 (autocalc) | SCREENING
(UTC-05:00) Eastern
Time (US & Canada)
3. Status:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
13:29:15 Ebner COMPLETED
(UTC-05:00) Eastern (pfe.tebner)
Time (US & Canada)
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Site No: 1081
Subject No: 10811030

Header Text: ¢c4591001
Visit: VI_DAY1 VAXI L

Form Version: 22-Apr-2020 21:03

Generated By: pfe.levissc

History

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

la
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:48:54 (autocalc) | Line/MH Num 1
(UTC-05:00) Eastern ber:
Time (US & Canada) Medical Histo Hypertensi

ry Term: on

Start Date: UNK/UN

K/2002

Ongoing: YES
1.a Line/MH Number:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:48:54 (autocalc) |1
(UTC-05:00) Eastern
Time (US & Canada)
1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:48:54 Ross Hypertension
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
1.a Start Date:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:48:54 Ross UNK/UNK/2002
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Header Text: c4591001
Visit: V1 DAY1 VAXI L

Form Version: 22-Apr-2020 21:03

Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

History

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
1.a Ongoing:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:48:54 Ross YES
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
1b
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:49:20 (autocalc) | Line/MHN 2
(UTC-OSOO) Eastern umber:
Time (US & Canada) Medical His Coronary Art

tory Term: ery Disease

Start Date: UNK/UNK/2

006
Ongoing:  YES
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Header Text: c4591001
Visit: V1 DAY1 VAXI L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

1.b Line/MH Number:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:49:20 (autocalc) |2
(UTC-05:00) Eastern
Time (US & Canada)
1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:49:20 Ross Coronary Artery Disease
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
1.b Start Date:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:49:20 Ross UNK/UNK/2006
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
1.b Ongoing:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:49:20 Ross YES
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
lc
Date Location | User | Value Reason
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Header Text: c4591001
Visit: V1 DAY1 VAXI L

Form Version: 22-Apr-2020 21:03

Site No: 1081
Subject No: 10811030
Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Aug-12-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:49:51 (autocalc) | Line/MH 3

(UTC-05:00) Eastern
Time (US & Canada)

Number:

Medical Hi Coronary Arter
story Term y bypass graft

Start Date: UNK/UNK/20
06
Ongoing: NO
End Date:

UNK/UNK/
2006
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Site No: 1081
Subject No: 10811030

Header Text: c4591001
Visit: V1 DAY1 VAXI L

Form Version: 22-Apr-2020 21:03

Generated By: pfe.levissc

History

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

1.c Line/MH Number:

Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:49:51 (autocalc) |3
(UTC-05:00) Eastern
Time (US & Canada)
1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:49:51 Ross Coronary Artery bypass gra
(UTC-05:00) Eastern (pfe.pross) | ft
Time (US & Canada)
1.c Start Date:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:49:51 Ross UNK/UNK/2006
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
1.c Ongoing:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:49:51 Ross NO
(UTC-05:00) Eastern (pfe.pross) | End Date:
Time (US & Canada)
UNK/UNK/2006
1.d
Date Location User Value Reason
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Header Text: c4591001

Visit: VI_DAY1 VAXI L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811030 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
Aug-13-2020 ACVOPFEINFP6000 | Phillip Data Entry: Stable. No
14:13:00 Ross Line/MH Nu 4 worsening
(UTC-05:00) Eastern (pfe.pross) | mber: within 6 weeks
Time (US & Canada) Medical Histo Angina-St of enrollment

ry Term: able

Start Date:  UNK/UN

K/2006

Ongoing: YES
Aug-12-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:50:18 (autocalc) | Line/MH Nu 4
(UTC-05:00) Eastern mber:

Time (US & Canada) Medical Histo Angina

090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

ry Term:
Start Date:  UNK/UN
K/2006
Ongoing: YES
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Header Text: c4591001

Visit: VI DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03

Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

History

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

1.d Line/MH Number:

Date Location User Value Reason

Aug-12-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

15:50:18 (autocalc) |4

(UTC-05:00) Eastern

Time (US & Canada)

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-14-2020 ACVOPFEINFP6000 | Katherine Query 1: Closed Response

01:41:12 Liau satisfies query

(UTC-05:00) (pfe.liaukf)

Eastern Time (US &

Canada)

Aug-13-2020 ACVOPFEINFP6000 | auto query Query 1: Answered Stable. No

14:13:00 (autoquery) worsening within

(UTC-05:00) 6 weeks of

Eastern Time (US & enrollment

Canada)

Aug-13-2020 ACVOPFEINFP6000 | Phillip Ross | Data Entry: Stable. No

14:13:00 (pfe.pross) Angina-Stable worsening within

(UTC-05:00) 6 weeks of

Eastern Time (US & enrollment

Canada)

Aug-13-2020 ACVOPFEINFP6000 | Hayley Query 1: Opened GPD Clin: Per

11:44:20 Wyper IC3 and Criteria

(UTC-05:00) (pfe.wyperh) for Temporary

Eastern Time (US & Delay of

Canada) Enrolment
(Protocol 5.5),
please confirm
stability of
symptoms within

***Confidential ***
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Header Text: c4591001

Visit: VI DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03

Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

History

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

6 weeks of
enrolment and no
acute event
within 48h before
study
intervention
administration

Aug-12-2020 ACVOPFEINFP6000 | Phillip Ross | Data Entry: Initial Entry

15:50:18 (pfe.pross) Angina

(UTC-05:00)

Eastern Time (US &

Canada)

1.d Start Date:

Date Location User Value Reason

Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry

15:50:18 Ross UNK/UNK/2006

(UTC-05:00) Eastern (pfe.pross)

Time (US & Canada)

1.d Ongoing:

Date Location User Value Reason

Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry

15:50:18 Ross YES

(UTC-05:00) Eastern (pfe.pross)

Time (US & Canada)

le

Date Location User Value Reason

Aug-12-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

15:50:40 (autocalc) | Line/MH Num 5

(UTC-05:00) Eastern ber:

Time (US & Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAXI L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Medical Histo Dyslipide

ry Term: mia
Start Date: UNK/UN
K/2006

Ongoing: YES

***Confidential ***
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Header Text: c4591001
Visit: V1 DAY1 VAXI L

Form Version: 22-Apr-2020 21:03

Site No: 1081
Subject No: 10811030

Generated By: pfe.levissc

History

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

1.e Line/MH Number:

Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:50:40 (autocalc) |5
(UTC-05:00) Eastern
Time (US & Canada)
1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:50:40 Ross Dyslipidemia
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
1.e Start Date:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:50:40 Ross UNK/UNK/2006
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
1.e Ongoing:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:50:40 Ross YES
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
1f
Date Location | User ‘ Value Reason
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Header Text: c4591001

Visit: VI_DAY1 VAXI L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811030 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
Aug-12-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:50:55 (autocalc) | Line/MH Num 6
(UTC-05:00) Eastern ber:
Time (US & Canada) Medical Histo Obesity

ry Term:

Start Date: UNK/UN

K/2009
Ongoing: YES

***Confidential ***
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Header Text: c4591001
Visit: V1 DAY1 VAXI L

Form Version: 22-Apr-2020 21:03

Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

History

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

1.f Line/MH Number:

Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:50:55 (autocalc) |6
(UTC-05:00) Eastern
Time (US & Canada)
1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:50:55 Ross Obesity
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
1.f Start Date:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:50:55 Ross UNK/UNK/2009
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
1.f Ongoing:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:50:55 Ross YES
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
1lg
Date Location | User ‘ Value Reason

Page 102 of 175

*#*Confidential ***

FDA-CBER-2021-5683-0003802




090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: VI_DAY1 VAXI L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811030 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
Aug-12-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:51:25 (autocalc) | Line/MH Nu 7
(UTC-05:00) Eastern mber:
Time (US & Canada) Medical Histo Fracture-L

ry Term: eft foot

Start Date: UNK/UN

K/1970
Ongoing: YES
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Header Text: c4591001
Visit: V1 DAY1 VAXI L

Form Version: 22-Apr-2020 21:03

Site No: 1081
Subject No: 10811030

Generated By: pfe.levissc

History

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

1.g Line/MH Number:

Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:51:25 (autocalc) |7
(UTC-05:00) Eastern
Time (US & Canada)
1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:51:25 Ross Fracture-Left foot
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
1.g Start Date:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:51:25 Ross UNK/UNK/1970
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
1.g Ongoing:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:51:25 Ross YES
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
1h
Date Location | User ‘ Value Reason
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

(UTC-05:00) Eastern
Time (US & Canada)

Visit: VI_DAY1 VAXI L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject No: 10811030 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Aug-12-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

15:52:00 (autocalc) | Line/MH N 8

umber:

Medical His Fracture-left f
tory Term: ingers/thumb

Start Date: UNK/UNK/1
965

Ongoing: YES
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAXI L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

1.h Line/MH Number:

Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:52:00 (autocalc) |8
(UTC-05:00) Eastern
Time (US & Canada)
1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:52:00 Ross Fracture-left fingers/thumb
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
1.h Start Date:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:52:00 Ross UNK/UNK/1965
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
1.h Ongoing:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:52:00 Ross YES
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
Li
Date Location | User | Value Reason
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Site No: 1081

Form Version: 22-Apr-2020 21:03

Subject No: 10811030
Generated By: pfe.levissc

Header Text: c4591001
Visit: V1 DAY1 VAXI L

History

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Aug-14-2020 ACVOPFEINFP6000 | Phillip Data Entry: Duplicate entry
07:35:20 Ross Line/MH 2 (DELETED)
(UTC-05:00) Eastern (pfe.pross) | Number:
Time (US & Canada) Medical EractureLeftf

History T eot—Duplicate

erm: e

Start Dat UNK/UNK/19

e: 10

Ongoing: YES
Aug-13-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Transcription
16:51:44 (autocalc) | Line/MH 9 Error
(UTC-05:00) Eastern Number:
Time (US & Canada) Medical Fracture-Left f

History T oot. Duplicate

erm: entry error

Start Dat UNK/UNK/19

e: 70

Ongoing: YES
Aug-13-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Duplicate entry
14:13:46 (autocalc) | Line/MH Nu by error
(UTC-05:00) Eastern mber:
Time (US & Canada) Medical Histo

ry Term:

Start Date:  UNK/UN

K/1970

Ongoing: YES
Aug-12-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:52:22 (autocalc) | Line/MH Nu 9
(UTC-05:00) Eastern mber:
Time (US & Canada) Medical Hist Fractured

ory Term:  Left foot

Start Date: UNK/UN

K/1970
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAXI L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Ongoing: YES
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAXI L

Form Version: 22-Apr-2020 21:03

Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

History

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1.i Line/MH Number:

Date Location User Value Reason
Aug-14-2020 ACVOPFEINFP6000 | Phillip Data Entry: Duplicate entry
07:35:20 Ross 9 (DELETED)
(UTC-05:00) Eastern (pfe.pross)

Time (US & Canada)

Aug-13-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Transcription
16:51:44 (autocalc) |9 Error
(UTC-05:00) Eastern

Time (US & Canada)

Aug-13-2020 ACVOPFEINFP6000 |auto calc | Data Entry: Duplicate entry
14:13:46 (autocalc) by error
(UTC-05:00) Eastern

Time (US & Canada)

Aug-12-2020 ACVOPFEINFP6000 |auto calc | Data Entry: Initial Entry
15:52:22 (autocalc) |9

(UTC-05:00) Eastern

Time (US & Canada)

1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value | Reason
Aug-14-2020 | ACVOPFEINFP6000 Hayley Wyper | Query | Response
13:04:42 (pfe.wyperh) 1: Clo | satisfies
(UTC-05:00) sed query
Eastern Time

US &

Canada)

Aug-14-2020 | ACVOPFEINFP6000 Phillip Ross Data | Duplicate
07:35:20 (pfe.pross) Entry |entry
(UTC-05:00) : (DELETED)
Eastern Time Hraet
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAXI L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

(US & retef
Canada) ok
Duphi
eate-e
hiry-e
e
Aug-14-2020 | ACVOPFEINFP6000 auto query Query | Duplicate
07:35:20 (autoquery) 1: An |entry
(UTC-05:00) swere
Eastern Time d
(US &
Canada)
Aug-14-2020 | ACVOPFEINFP6000 Katherine Query | GPD Clin:
01:44:39 Liau 1: Rei | Thank you

(UTC-05:00) (pfe.liaukf) ssued: | for your
Eastern Time Open | response.
(US & ed Please delete
Canada) the duplicate
entry per
original
query. Thank
you.
Aug-13-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query | Discrepancy
17:54:08 Oracle 2: Clo | has been
(UTC-05:00) (pfe.PFETMS) | sed closed.
Eastern Time
US &
Canada)

Aug-13-2020 [ ACVOPFEINFP6000
16:51:44
(UTC-05:00)
Eastern Time
US &
Canada)

auto query Query [ Transcription
(autoquery) 2: An | Error

swere

d

Aug-13-2020 | ACVOPFEINFP6000

Phillip Ross Data | Transcription
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: VI DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

History

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

16:51:44 (pfe.pross) Entry | Error
(UTC-05:00) :
Eastern Time Fractu
(US & re-Lef
Canada) t foot.
Dupli
cate e
ntry e
rror
Aug-13-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query | Null Term:
15:57:51 Oracle 2: Op | Verbatim
(UTC-05:00) (pfe.PFETMS) [ened [term must
Eastern Time not be
(US & null/blank.
Canada)
Aug-13-2020 | ACVOPFEINFP6000 auto query Query | Duplicate
14:13:46 (autoquery) 1: An [entry by
(UTC-05:00) swere | error
Eastern Time d
(US &
Canada)
Aug-13-2020 | ACVOPFEINFP6000 Phillip Ross Data | Duplicate
14:13:46 (pfe.pross) Entry | entry by
(UTC-05:00) H error
Eastern Time
(US &
Canada)
Aug-13-2020 | ACVOPFEINFP6000 Hayley Wyper | Query [ GPD Clin:
11:17:54 (pfe.wyperh) 1: Op |[Fracture -
(UTC-05:00) ened | left foot has
Eastern Time been reported
(US & twice in MH
Canada) listing for
same date.
Please
review
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAXI L

Form Version: 22-Apr-2020 21:03

Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

History

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

entries and

correct

duplication
Aug-12-2020 | ACVOPFEINFP6000 Phillip Ross Data | Initial Entry
15:52:22 (pfe.pross) Entry
(UTC-05:00) :
Eastern Time Fractu
(US & red L
Canada) eft fo

ot
1.i Start Date:
Date Location User Value Reason
Aug-14-2020 ACVOPFEINFP6000 | Phillip Data Entry: Duplicate entry
07:35:20 Ross LA 1050 (DELETED)
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:52:22 Ross UNK/UNK/1970
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
1.i Ongoing:
Date Location User Value Reason
Aug-14-2020 ACVOPFEINFP6000 | Phillip Data Entry: Duplicate entry
07:35:20 Ross ¥ES (DELETED)
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:52:22 Ross YES
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: ¢c4591001
Visit: VI_DAY1 VAXI L
Form Version: 30-Jul-2020 21:28

Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:52:51 Ross Aug/12/2020
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
2. Weight:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:52:51 Ross 217.2
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
3. Unit:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:52:51 Ross LB
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
4. Height:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:52:51 Ross 68.0
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
5. Unit:
Date Location | User | Value Reason
Page 113 of 175
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Header Text: c4591001

Visit: V1 DAY1 VAXI L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811030 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:52:51 Ross in

(UTC-05:00) Eastern (pfe.pross)

Time (US & Canada)

6. Body Mass Index:

Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 |auto calc | Data Entry: Initial Entry
15:52:51 (autocalc) |33.0

(UTC-05:00) Eastern

Time (US & Canada)

7.a
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:52:51 Ross Record Identifi 1
(UTC-05:00) Eastern (pfe.pross) | er::
Time (US & Canada) Temperature: 97.5
Temperature U F
nit:
Temperature L. FOREH
ocation:: EAD
7.a Record ldentifier:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:52:51 Ross 1
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
7.a Temperature:
Date Location User Value Reason
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Header Text: c4591001

Visit: V1 DAY1 VAXI L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811030 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:52:51 Ross 97.5

(UTC-05:00) Eastern (pfe.pross)

Time (US & Canada)

7.a Unit:

Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:52:51 Ross F

(UTC-05:00) Eastern (pfe.pross)

Time (US & Canada)

7.a Temperature Location:

Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:52:51 Ross FOREHEAD

(UTC-05:00) Eastern (pfe.pross)

Time (US & Canada)
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: VI_DAY1 VAXI L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: RANDOMIZATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Randomization Date :

Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:53:01 Ross Aug/12/2020

(UTC-05:00) Eastern (pfe.pross)

Time (US & Canada)

2. Randomization Number:

Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:53:01 Ross 226846

(UTC-05:00) Eastern (pfe.pross)

Time (US & Canada)
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: ¢c4591001
Visit: VI_DAY1 VAXI L

Form Version: 22-Apr-2020 21:03

Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-12-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

13:29:38 (autocalc) | SITE

(UTC-05:00) Eastern

Time (US & Canada)

2. Sample Type

Date Location User Value Reason

Aug-12-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

13:29:38 (autocalc) | SERUM

(UTC-05:00) Eastern

Time (US & Canada)

3. Sample Collected?

Date Location User Value Reason

Aug-12-2020 ACVOPFEINFP6000 | auto query |Query 1: Deleted Close Auto

13:29:48 (autoquery) Query

(UTC-05:00) Eastern

Time (US & Canada)

Aug-12-2020 ACVOPFEINFP6000 | auto query |Query 1: Candidate 'Sample

13:29:38 (autoquery) Collected?" is

(UTC-05:00) Eastern Yes, however no

Time (US & Canada) barcodes are
entered. Please
review and
correct as
appropriate.

Aug-12-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry

13:29:38 Ebner YES
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAXI L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

(UTC-05:00) Eastern (pfe.tebner) | Date of Collection:
Time (US & Canada)
Aug/12/2020
5.a
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
13:29:48 Ebner Sample ID: BP1J5K
(UTC-05:00) Eastern (pfe.tebner)
Time (US & Canada)
5.a Sample ID
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
13:29:48 Ebner BP1J5K
(UTC-05:00) Eastern (pfe.tebner)
Time (US & Canada)
5.b
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
13:29:58 Ebner Sample ID: BP1J5L
(UTC-05:00) Eastern (pfe.tebner)
Time (US & Canada)
5.b Sample ID
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
13:29:58 Ebner BP1J5L
(UTC-05:00) Eastern (pfe.tebner)
Time (US & Canada)
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAXI L

Form Version: 22-Apr-2020 21:03

Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

5.C
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
13:30:05 Ebner Sample ID: BP1J5M
(UTC-05:00) Eastern (pfe.tebner)
Time (US & Canada)
5.c Sample ID
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
13:30:05 Ebner BP1J5M
(UTC-05:00) Eastern (pfe.tebner)
Time (US & Canada)
5d
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
13:30:14 Ebner Sample ID: BPHZFN
(UTC-05:00) Eastern (pfe.tebner)
Time (US & Canada)
5.d Sample ID
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
13:30:14 Ebner BPHZFN
(UTC-05:00) Eastern (pfe.tebner)
Time (US & Canada)
5.e
Date Location | User | Value Reason
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: VI_DAY1 VAXI L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject No: 10811030 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Aug-12-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry

13:30:37 Ebner Sample ID: BPHZFP

(UTC-05:00) Eastern (pfe.tebner)

Time (US & Canada)

5.e Sample ID

Date Location User Value Reason

Aug-12-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry

13:30:37 Ebner BPHZFP

(UTC-05:00) Eastern (pfe.tebner)

Time (US & Canada)
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: ¢c4591001
Visit: VI_DAY1 VAXI L

Form Version: 22-Apr-2020 21:03

Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

- eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-12-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

15:33:35 (autocalc) | SITE

(UTC-05:00) Eastern

Time (US & Canada)

2. Sample Type

Date Location User Value Reason

Aug-12-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

15:33:35 (autocalc) | NASAL SWAB

(UTC-05:00) Eastern

Time (US & Canada)

3. Sample Collected?

Date Location User Value Reason

Aug-12-2020 ACVOPFEINFP6000 | auto query |Query 1: Deleted Close Auto

15:33:45 (autoquery) Query

(UTC-05:00) Eastern

Time (US & Canada)

Aug-12-2020 ACVOPFEINFP6000 | auto query |Query 1: Candidate 'Sample

15:33:35 (autoquery) Collected?" is

(UTC-05:00) Eastern Yes, however no

Time (US & Canada) barcodes are
entered. Please
review and
correct as
appropriate.

Aug-12-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry

15:33:35 Ebner YES
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAXI L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
- eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.tebner) | Date of Collection:

Aug/12/2020
5.a
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
15:33:45 Ebner Sample ID: BP1J3Y
(UTC-05:00) Eastern (pfe.tebner)
Time (US & Canada)
5.a Sample ID
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
15:33:45 Ebner BP1J3Y
(UTC-05:00) Eastern (pfe.tebner)
Time (US & Canada)
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: VI_DAY1 VAXI L
Form Version: 22-Apr-2020 21:04

Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Was there a temporary delay of vaccination?

FDA-CBER-2021-5683-0003823

Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:53:23 Ross NO
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
2. Treatment Name
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:53:23 (autocalc) | BLINDED THERAPY
(UTC-05:00) Eastern
Time (US & Canada)
3. Formulation:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:53:23 (autocalc) | INJECTION
(UTC-05:00) Eastern
Time (US & Canada)
4. Dose Date Time:
Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:53:23 Ross Aug/12/2020 13:57
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
5. Anatomical Location:
Date Location | User ‘ Value Reason
Page 123 of 175
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Header Text: c4591001

Visit: VI_DAY1 VAXI L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811030 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11
Aug-12-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:53:23 (autocalc) | DELTOID MUSCLE

(UTC-05:00) Eastern
Time (US & Canada)

6. Body Side:

Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:53:23 Ross LEFT

(UTC-05:00) Eastern (pfe.pross)

Time (US & Canada)

7. Route:

Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:53:23 (autocalc) [ INTRAMUSCULAR

(UTC-05:00) Eastern
Time (US & Canada)

10. Timeframe Subject Was Observed

Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:53:23 (autocalc) | THE PROTOCOL SPECIFI

(UTC-05:00) Eastern ED OBSERVATION PERI

Time (US & Canada) OD

11. Was the subject observed for at least the protocol specified observation period after investigational
product administration?

090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:53:23 Ross YES

(UTC-05:00) Eastern (pfe.pross)

Time (US & Canada)
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: ¢c4591001
Visit: VI_DAY1 VAXI1

Site No: 1081
Subject No: 10811030

Form Version: 06-Jul-2020 21:53

Generated By: pfe.levissc

L Form: REACTOGENICITY DIARY - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Time (US & Canada)

Date Location User Value Reason
Aug-12-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
15:53:31 Ross YES - REACTOGENICIT

(UTC-05:00) Eastern (pfe.pross) | Y E-DIARY COLLECTED

FOR THIS SUBJECT

***Confidential ***
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Visit

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:22 Ross Sep/1/2020

(UTC-05:00) Eastern (pfe.pross)

Time (US & Canada)
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: V2 VAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject No: 10811030 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross NO

(UTC-05:00) Eastern (pfe.pross)

Time (US & Canada)

2.a
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross Symptom:: FE
(UTC-05:00) Eastern (pfe.pross) \Y4
Time (US & Canada) E
R

Were fever or systemi N

¢ symptoms present o O

n the last day the Sub

ject Diary was compl

eted?:
2.a Symptom:
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross FEVER
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2
Site No: 1081
Subject No: 10811030

Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

020 21:30

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross NO
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
2.b
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross Symptom:: FA
(UTC-05:00) Eastern (pfe.pross) TI
Time (US & Canada) GU
E

Were fever or system NO

ic symptoms present

on the last day the Su

bject Diary was com

pleted?:
2.b Symptom:
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross FATIGUE
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross NO
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
2.C
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Site No: 1081
Subject No: 10811030

Form Version: 30-Jul-2020 21:30

Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross Symptom:: HE
(UTC-05:00) Eastern (pfe.pross) AD
Time (US & Canada) AC
HE

Were fever or syste NO

mic symptoms prese

nt on the last day the

Subject Diary was c

ompleted?:
2.c Symptom:
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross HEADACHE
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross NO

(UTC-05:00) Eastern (pfe.pross)

Time (US & Canada)

2d

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross Symptom:: C

(UTC-05:00) Eastern (pfe.pross) HI

Time (US & Canada) LL
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

S

Were fever or systemi N

¢ symptoms present o O

n the last day the Sub

ject Diary was compl

eted?:
2.d Symptom:
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross CHILLS
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross NO
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
2e
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross Symptom:: VO
(UTC-05:00) Eastern (pfe.pross) MI
Time (US & Canada) TIN

G

Were fever or syste NO

mic symptoms prese

nt on the last day th

e Subject Diary was

completed?:
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Visit: V2 VAX2 L

Site No: 1081

Header Text: c4591001

Form Version: 30-Jul-2020 21:30

Subject No: 10811030
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Were fever or system NO
ic symptoms present

on the last day the S
ubject Diary was co
mpleted?:

2.e Symptom:
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross VOMITING
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross NO
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
2.f
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross Symptom:: DI
(UTC-05:00) Eastern (pfe.pross) AR
Time (US & Canada) RH

EA
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

2.f Symptom:
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross DIARRHEA
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross NO
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
2.9
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross Symptom:: NEW O
(UTC-05:00) Eastern (pfe.pross) R WOR
Time (US & Canada) SENED
MUSCL
E PAIN

Were fever or sy NO

stemic symptom

s present on the

last day the Subj

ect Diary was co

mpleted?:
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Visit: V2 VAX2 L

Site No: 1081

Header Text: c4591001

Form Version: 30-Jul-2020 21:30

Subject No: 10811030
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Were fever or sy NO
stemic symptoms
present on the la

st day the Subjec

t Diary was com
pleted?:

2.9 Symptom:
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross NEW OR WORSENED M
(UTC-05:00) Eastern (pfe.pross) | USCLE PAIN
Time (US & Canada)
2.9 Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross NO
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
2.h
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross Symptom:: NEW O
(UTC-05:00) Eastern (pfe.pross) R WOR
Time (US & Canada) SENED

JOINT

PAIN
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

2.h Symptom:
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross NEW OR WORSENED JO
(UTC-05:00) Eastern (pfe.pross) | INT PAIN
Time (US & Canada)
2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross NO
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
3. Injection Site Location:
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
14:04:39 (autocalc) | DELTOID MUSCLE
(UTC-05:00) Eastern
Time (US & Canada)
4. Injection Site Body Side:
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross LEFT
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
5.4
Date Location | User | Value Reason
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Site No: 1081
Subject No: 10811030

Form Version: 30-Jul-2020 21:30

Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Time (US & Canada)

Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross Injection Site Reacti RE
(UTC-05:00) Eastern (pfe.pross) | on:: DN
Time (US & Canada) ES
S

Were injection site re NO

actions present on th

e last day the Subject

Diary was completed

2.
5.a Injection Site Reaction:
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross REDNESS
(UTC-05:00) Eastern (pfe.pross)

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross NO

(UTC-05:00) Eastern (pfe.pross)

Time (US & Canada)

5.b

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross Injection Site Reacti SW

(UTC-05:00) Eastern (pfe.pross) | on:: ELL

Time (US & Canada) ING
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Were injection site r NO
eactions present on t

he last day the Subj

ect Diary was compl

eted?:
5.b Injection Site Reaction:
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross SWELLING
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross NO
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
5.C
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross Injection Site Rea PAIN
(UTC-05:00) Eastern (pfe.pross) | ction:: AT IN
Time (US & Canada) JECTI

ON SI

TE

Were injection sit NO
e reactions presen

t on the last day t

he Subject Diary

was completed?:
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

5.c Injection Site Reaction:

(UTC-05:00) Eastern
Time (US & Canada)

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross PAIN AT INJECTION SIT

(pfe.pross) | E

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Time (US & Canada)

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:39 Ross NO

(UTC-05:00) Eastern (pfe.pross)
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: ¢c4591001

Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:51

Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date:
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:55 Ross Sep/1/2020
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
2.a
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:55 Ross Record Identif 1
(UTC-05:00) Eastern (pfe.pross) | ier::
Time (US & Canada) Temperature: 97.7

Temperature F

Unit:

Temperature ORAL CA

Location:: VITY
2.a Record ldentifier:
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:55 Ross 1
(UTC-05:00) Eastern (pfe.pross)
Time (US & Canada)
2.a Temperature:
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:55 Ross 97.7
(UTC-05:00) Eastern (pfe.pross)
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: V2 VAX2 L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811030 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Time (US & Canada) | |

2.a Unit:

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:55 Ross F

(UTC-05:00) Eastern (pfe.pross)

Time (US & Canada)

2.a Temperature Location:

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:04:55 Ross ORAL CAVITY

(UTC-05:00) Eastern (pfe.pross)

Time (US & Canada)
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: ¢c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
- eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Data Origin
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
14:42:00 (autocalc) | SITE
(UTC-05:00) Eastern
Time (US & Canada)
2. Sample Type
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
14:42:00 (autocalc) | NASAL SWAB
(UTC-05:00) Eastern
Time (US & Canada)
3. Sample Collected?
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |auto query |Query 1: Deleted Close Auto
14:42:12 (autoquery) Query
(UTC-05:00) Eastern
Time (US & Canada)
Sep-01-2020 ACVOPFEINFP6000 |auto query | Query 1: Candidate 'Sample
14:42:00 (autoquery) Collected?' is
(UTC-05:00) Eastern Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and
correct as
appropriate.
Sep-01-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
14:42:00 Ebner YES
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
- eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

(UTC-05:00) Eastern (pfe.tebner) | Date of Collection:
Time (US & Canada)
Sep/1/2020
5.a
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
14:42:12 Ebner Sample ID: BP97LK
(UTC-05:00) Eastern (pfe.tebner)
Time (US & Canada)
5.a Sample ID
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
14:42:12 Ebner BP97LK
(UTC-05:00) Eastern (pfe.tebner)
Time (US & Canada)
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: ¢c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04

Site No: 1081
Subject No: 10811030

Generated By: pfe.levissc

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:05:18 Ross NO

(UTC-05:00) Eastern (pfe.pross)

Time (US & Canada)

2. Treatment Name

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
14:05:18 (autocalc) | BLINDED THERAPY

(UTC-05:00) Eastern

Time (US & Canada)

3. Formulation:

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
14:05:18 (autocalc) | INJECTION

(UTC-05:00) Eastern

Time (US & Canada)

4. Dose Date Time:

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:05:18 Ross Sep/1/2020 13:11

(UTC-05:00) Eastern (pfe.pross)

Time (US & Canada)

5. Anatomical Location:

Date Location | User | Value Reason
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Site No: 1081
Subject No: 10811030

Form Version: 22-Apr-2020 21:04

Generated By: pfe.levissc

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Sep-01-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
14:05:18 (autocalc) | DELTOID MUSCLE

(UTC-05:00) Eastern

Time (US & Canada)

6. Body Side:

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:05:18 Ross LEFT

(UTC-05:00) Eastern (pfe.pross)

Time (US & Canada)

7. Route:

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
14:05:18 (autocalc) | INTRAMUSCULAR

(UTC-05:00) Eastern

Time (US & Canada)

10. Timeframe Subject Was Observed

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
14:05:18 (autocalc) | THE PROTOCOL SPECIFI

(UTC-05:00) Eastern ED OBSERVATION PERIO

Time (US & Canada) D

11. Was the subject observed for at least the protocol specified observation period after investigational
product administration?

Time (US & Canada)

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Phillip Data Entry: Initial Entry
14:05:18 Ross YES

(UTC-05:00) Eastern (pfe.pross)
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: V3 MONTHI1 POSTVAX2 L
Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Visit

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
12:37:19 Ebner Sep/29/2020

(UTC-05:00) Eastern (pfe.tebner)

Time (US & Canada)
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c459100

Form Version: 30-Jul-
Site No: 1081
Subject No: 10811030

Visit: V3_ MONTH1_POSTVAX2 L

Generated By: pfe.levissc

1

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

RESOLVED DATES - eCRF Audit Trail History

2020 21:30

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

(UTC-05:00) Eastern

Time (US & Canada)

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
13:45:27 (pfe.Imorris) [ NO
(UTC-05:00) Eastern
Time (US & Canada)
2.a
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Lora Morris | Data Entry: Initial Entry
13:45:27 (pfelmorrls) Symptom:: FE
(UTC-05:00) Eastern \Y4
Time (US & Canada) E
R

Were fever or syste N

mic symptoms prese O

nt on the last day the

Subject Diary was co

mpleted?:
2.a Symptom:
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Lora Morris |Data Entry: Initial Entry
13:45:27 (pfe.lmorris) | FEVER

2.a Were fever or syste

mic symptoms present on the last day the Subject Diary was completed?

Date

Location

User

Value

Reason
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: V3 MONTHI POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Sep-29-2020 ACVOPFEINFP6000 | Lora Morris |Data Entry: Initial Entry
13:45:27 (pfe.lmorris) | NO
(UTC-05:00) Eastern
Time (US & Canada)
2.b
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
13:45:27 (pfelmOITlS) Symptom:: FA
(UTC-05:00) Eastern TI
Time (US & Canada) G
UE

Were fever or syste N

mic symptoms prese O

nt on the last day th

e Subject Diary was

completed?:
2.b Symptom:
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
13:45:27 (pfe.lmorris) | FATIGUE

(UTC-05:00) Eastern
Time (US & Canada)

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Lora Morris | Data Entry: Initial Entry
13:45:27 (pfe.lmorris) | NO
(UTC-05:00) Eastern
Time (US & Canada)
2.c
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Site No: 1081

Form Version: 30-Jul-2020 21:30

Subject No: 10811030
Generated By: pfe.levissc

Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

(UTC-05:00) Eastern
Time (US & Canada)

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
13:45:27 (pfelrnorrls) Symptom:: HE
(UTC-05:00) Eastern AD
Time (US & Canada) AC
HE

Were fever or syste NO

mic symptoms pres

ent on the last day t

he Subject Diary w

as completed?:
2.c Symptom:
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Lora Morris |Data Entry: Initial Entry
13:45:27 (pfe.lmorris) | HEADACHE

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Lora Morris |Data Entry: Initial Entry
13:45:27 (pfe.lmorris) | NO

(UTC-05:00) Eastern

Time (US & Canada)

2d

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Lora Morris |Data Entry: Initial Entry
13:45:27 (pfe.Imorris) | Symptom:: C

(UTC-05:00) Eastern HI

Time (US & Canada) LL

***Confidential ***

Page 147 of 175

FDA-CBER-2021-5683-0003847




090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: V3 MONTHI POSTVAX2 L

Form Version: 30-Jul-
Site No: 1081
Subject No: 10811030

Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

RESOLVED DATES - eCRF Audit Trail History

2020 21:30

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

S

Were fever or syste N
mic symptoms prese O

nt on the last day the

Subject Diary was c

ompleted?:
2.d Symptom:
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Lora Morris |Data Entry: Initial Entry
13:45:27 (pfe.lmorris) | CHILLS

(UTC-05:00) Eastern
Time (US & Canada)

2.d Were fever or syste

mic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Lora Morris |Data Entry: Initial Entry
13:45:27 (pfe.lmorris) | NO
(UTC-05:00) Eastern
Time (US & Canada)
2e
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Lora Morris |Data Entry: Initial Entry
13:45:27 (pfe.Imorris) | Symptom:: VO
(UTC-05:00) Eastern MI
Time (US & Canada) TIN
G

Were fever or syste NO

mic symptoms pres

ent on the last day t

he Subject Diary w

as completed?:
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Site No: 1081

Form Version: 30-Jul-2020 21:30

Subject No: 10811030
Generated By: pfe.levissc

Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

(UTC-05:00) Eastern
Time (US & Canada)

2.e Symptom:

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Lora Morris |Data Entry: Initial Entry
13:45:27 (pfe.lmorris) | VOMITING

2.e Were fever or syste

mic symptoms present on the last day the Subject Diary was completed?

Were fever or syste NO
mic symptoms pres

ent on the last day t

he Subject Diary w

as completed?:

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Lora Morris |Data Entry: Initial Entry
13:45:27 (pfe.lmorris) | NO
(UTC-05:00) Eastern
Time (US & Canada)
2.f
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
13:45:27 (pfe.Imorris) | Symptom:: DI
(UTC-05:00) Eastern AR
Time (US & Canada) RH

EA
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Header Text: c4591001

Visit: V3 MONTHI POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

2.f Symptom:
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Lora Morris |Data Entry: Initial Entry
13:45:27 (pfe.lmorris) | DIARRHEA
(UTC-05:00) Eastern
Time (US & Canada)
2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Lora Morris |Data Entry: Initial Entry
13:45:27 (pfe.lmorris) | NO
(UTC-05:00) Eastern
Time (US & Canada)
2.9
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
13:45:27 (pfe.Imorris) | Symptom:: NEW O
(UTC-05:00) Eastern R WOR
Time (US & Canada) SENED
MUSC
LE PAI
N
Were fever or s NO
ystemic sympto
ms present on t
he last day the
Subject Diary w
as completed?:
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Site No: 1081
Subject No: 10811030
Generated By: pfe.lev

Form Version: 30-Jul-

Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

RESOLVED DATES - eCRF Audit Trail History

2020 21:30

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

1SSC

Generated Time (GMT): 29-Mar-2021 10:11

Time (US & Canada)

2.9 Symptom:

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Lora Morris |Data Entry: Initial Entry
13:45:27 (pfe.lmorris) | NEW OR WORSENED M

(UTC-05:00) Eastern USCLE PAIN

2.9 Were fever or syste

mic symptoms present on the last day the Subject Diary was completed?

stemic symptom
s present on the
last day the Sub
ject Diary was ¢
ompleted?:

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Lora Morris |Data Entry: Initial Entry
13:45:27 (pfe.lmorris) | NO
(UTC-05:00) Eastern
Time (US & Canada)
2.h
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
13:45:27 (pfe.Imorris) | Symptom:: NEW
(UTC-05:00) Eastern OR W
Time (US & Canada) ORSE

NEDJ

OINT P

AIN

Were fever or sy NO
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: V3 MONTHI POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

2.h Symptom:

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Lora Morris |Data Entry: Initial Entry
13:45:27 (pfe.lmorris) | NEW OR WORSENED J

(UTC-05:00) Eastern OINT PAIN

Time (US & Canada)

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Lora Morris |Data Entry: Initial Entry
13:45:27 (pfe.lmorris) | NO
(UTC-05:00) Eastern
Time (US & Canada)
3. Injection Site Location:
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
13:45:27 (autocalc) | DELTOID MUSCLE
(UTC-05:00) Eastern
Time (US & Canada)
4. Injection Site Body Side:
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Lora Morris |Data Entry: Initial Entry
13:45:27 (pfe.Imorris) | LEFT
(UTC-05:00) Eastern
Time (US & Canada)
5.4a
Date Location User Value Reason
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Site No: 1081

Form Version: 30-Jul-2020 21:30

Subject No: 10811030
Generated By: pfe.levissc

Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

(UTC-05:00) Eastern
Time (US & Canada)

Sep-29-2020 ACVOPFEINFP6000 | Lora Morris |Data Entry: Initial Entry
13:45:27 (pfe.lmorris) | Injection Site Reacti RE
(UTC-05:00) Eastern on:: DN
Time (US & Canada) ES
S

Were injection site r NO

eactions present on

the last day the Sub

ject Diary was comp

leted?:
5.a Injection Site Reaction:
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Lora Morris |Data Entry: Initial Entry
13:45:27 (pfe.lmorris) | REDNESS

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
13:45:27 (pfe.lmorris) | NO
(UTC-05:00) Eastern
Time (US & Canada)
5b
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
13:45:27 (pfe.Imorris) | Injection Site React SW
(UTC-05:00) Eastern ion:: EL
Time (US & Canada) LIN

G

***Confidential ***

Page 153 of 175

FDA-CBER-2021-5683-0003853




090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: V3 MONTHI POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Were injection site NO
reactions present o

n the last day the S
ubject Diary was co

mpleted?:

5.b Injection Site Reaction:

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Lora Morris |Data Entry: Initial Entry
13:45:27 (pfe.Imorris) [ SWELLING

(UTC-05:00) Eastern
Time (US & Canada)

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Lora Morris |Data Entry: Initial Entry
13:45:27 (pfe.lmorris) [ NO
(UTC-05:00) Eastern
Time (US & Canada)
5.C
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Lora Morris |Data Entry: Initial Entry
13:45:27 (pfe.lmorris) | Injection Site Re PAIN
(UTC-05:00) Eastern action:: AT IN
Time (US & Canada) JECTI
ON SI
TE

Were injection sit NO

e reactions prese

nt on the last day

the Subject Diary

was completed?:
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811030 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

5.c Injection Site Reaction:

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Lora Morris |Data Entry: Initial Entry
13:45:27 (pfe.lmorris) | PAIN AT INJECTION SIT

(UTC-05:00) Eastern E

Time (US & Canada)

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Lora Morris |Data Entry: Initial Entry
13:45:27 (pfe.lmorris) | NO

(UTC-05:00) Eastern
Time (US & Canada)
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: ¢c4591001
Visit: V3_ MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Data Origin
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
12:37:42 (autocalc) | SITE
(UTC-05:00) Eastern
Time (US & Canada)
2. Sample Type
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
12:37:42 (autocalc) | SERUM
(UTC-05:00) Eastern
Time (US & Canada)
3. Sample Collected?
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |auto query |Query 1: Deleted Close Auto
12:37:51 (autoquery) Query
(UTC-05:00) Eastern
Time (US & Canada)
Sep-29-2020 ACVOPFEINFP6000 |auto query | Query 1: Candidate 'Sample
12:37:42 (autoquery) Collected?' is
(UTC-05:00) Eastern Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and
correct as
appropriate.
Sep-29-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
12:37:42 Ebner YES
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

(UTC-05:00) Eastern (pfe.tebner) | Date of Collection:
Time (US & Canada)

Sep/29/2020
5.a
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
12:37:51 Ebner Sample ID: BRTXPH
(UTC-05:00) Eastern (pfe.tebner)
Time (US & Canada)
5.a Sample ID
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
12:37:51 Ebner BRTXPH
(UTC-05:00) Eastern (pfe.tebner)
Time (US & Canada)
5.b
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
12:38:20 Ebner Sample ID: BRTXPJ
(UTC-05:00) Eastern (pfe.tebner)
Time (US & Canada)
5.b Sample ID
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
12:38:20 Ebner BRTXPJ
(UTC-05:00) Eastern (pfe.tebner)
Time (US & Canada)
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: V3 MONTHI POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

5.C
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
12:38:38 Ebner Sample ID: BP1HSD
(UTC-05:00) Eastern (pfe.tebner)
Time (US & Canada)
5.c Sample ID
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
12:38:38 Ebner BP1HSD
(UTC-05:00) Eastern (pfe.tebner)
Time (US & Canada)
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Site No: 1081

Header Text: c4591001
Visit: V4 MONTH6 L
Form Version: 22-Apr-2020 21:02

Subject No: 10811030
Generated By: pfe.levissc

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Visit

Time (US & Canada)

Date Location User Value Reason
Mar-02-2021 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
13:30:14 Ebner Mar/2/2021

(UTC-05:00) Eastern (pfe.tebner)
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: ¢c4591001
Visit: V4 MONTH6 L

Form Version: 22-Apr-2020 21:03

Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Data Origin
Date Location User Value Reason
Mar-02-2021 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
13:30:33 (autocalc) | SITE
(UTC-05:00) Eastern
Time (US & Canada)
2. Sample Type
Date Location User Value Reason
Mar-02-2021 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
13:30:33 (autocalc) | SERUM
(UTC-05:00) Eastern
Time (US & Canada)
3. Sample Collected?
Date Location User Value Reason
Mar-02-2021 ACVOPFEINFP6000 |auto query |Query 1: Deleted Close Auto
13:30:46 (autoquery) Query
(UTC-05:00) Eastern
Time (US & Canada)
Mar-02-2021 ACVOPFEINFP6000 |auto query |Query 1: Candidate 'Sample
13:30:33 (autoquery) Collected?' is
(UTC-05:00) Eastern Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and
correct as
appropriate.
Mar-02-2021 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
13:30:33 Ebner YES
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: V4 MONTH6 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

(UTC-05:00) Eastern (pfe.tebner) | Date of Collection:
Time (US & Canada)

Mar/2/2021
5.a
Date Location User Value Reason
Mar-02-2021 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
13:30:46 Ebner Sample ID: BRM4LV
(UTC-05:00) Eastern (pfe.tebner)
Time (US & Canada)
5.a Sample ID
Date Location User Value Reason
Mar-02-2021 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
13:30:46 Ebner BRMA4LV
(UTC-05:00) Eastern (pfe.tebner)
Time (US & Canada)
5.b
Date Location User Value Reason
Mar-02-2021 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
13:30:59 Ebner Sample ID: BRM4LW
(UTC-05:00) Eastern (pfe.tebner)
Time (US & Canada)
5.b Sample ID
Date Location User Value Reason
Mar-02-2021 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
13:30:59 Ebner BRM4LW
(UTC-05:00) Eastern (pfe.tebner)
Time (US & Canada)
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: V4 MONTH6 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

5.C
Date Location User Value Reason
Mar-02-2021 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
13:31:12 Ebner Sample ID: BKZ4C6
(UTC-05:00) Eastern (pfe.tebner)
Time (US & Canada)
5.c Sample ID
Date Location User Value Reason
Mar-02-2021 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
13:31:12 Ebner BKZ4C6
(UTC-05:00) Eastern (pfe.tebner)
Time (US & Canada)
5d
Date Location User Value Reason
Mar-02-2021 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
13:31:25 Ebner Sample ID: BKZ4C7
(UTC-05:00) Eastern (pfe.tebner)
Time (US & Canada)
5.d Sample ID
Date Location User Value Reason
Mar-02-2021 ACVOPFEINFP6000 | Tawnyn Data Entry: Initial Entry
13:31:25 Ebner BKZ4C7
(UTC-05:00) Eastern (pfe.tebner)
Time (US & Canada)
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: End of Treatment - Unscheduled

Form Version: 15-Sep-2020 21:55
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: DISPOSITION - TREATMENT - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Completion/Discontinuation/Death :

(UTC-05:00) Eastern
Time (US & Canada)

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Lora Morris |Data Entry: Initial Entry
13:47:49 (pfe.lmorris) | Sep/29/2020

2. Phase of Disposition:

(UTC-05:00) Eastern
Time (US & Canada)

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
13:47:49 (autocalc) | VACCINATION

3. Status:

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Lora Morris |Data Entry: Initial Entry
13:47:49 (pfe.lmorris) | COMPLETED

(UTC-05:00) Eastern

Time (US & Canada)
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Date Location User Value Reason
Mar-05-2021 ACVOPFEINFP6000 | Lora Morris | Form Created

14:40:16 (pfe.lmorris)

(UTC-05:00) Eastern

Time (US & Canada)
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

History

Form Status: Data Complete, Queries

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Category:

Date Location User Value Reason

Mar-05-2021 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

14:40:16 (autocalc) | ADVERSE EVENT

(UTC-05:00) Eastern

Time (US & Canada)

2. AE ID:

Date Location User Value Reason

Mar-05-2021 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

14:40:16 (autocalc) |1

(UTC-05:00) Eastern

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Mar-10-2021 ACVOPFEINFP6000 | Kathryn Query 1: Opened Clinical SAE

13:23:11 Sewell report also

(UTC-05:00) (pfe.sewelk02) includes a

Eastern Time (US & diagnosis of

Canada) "metastases to
bladder'; please
review for
safety and
severity, and
report as either
AE or SAE (this
is prior to Visit
3).

Mar-05-2021 ACVOPFEINFP6000 | Lora Morris Data Entry: Initial Entry

14:40:16 (pfe.lmorris) Prostate Cancer
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

History

Form Status: Data Complete, Queries

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

(UTC-05:00)
Eastern Time (US &
Canada)

4, Start Date Time:

Date Location User Value Reason
Mar-05-2021 ACVOPFEINFP6000 | Lora Morris | Data Entry: Transcription
14:41:54 (pfe.lmorris) | Sep/10/2020 UNK:UNK | Error
(UTC-05:00)
Eastern Time (US &
Canada)
Mar-05-2021 ACVOPFEINFP6000 |Lora Morris | Data Entry: Initial Entry
14:40:16 (pfe.lmorris) | Feb/10/2021 UNK:UNK
(UTC-05:00)
Eastern Time (US &
Canada)
5. Is the adverse event still ongoing?
Date Location User Value Reason
Mar-05-2021 ACVOPFEINFP6000 |Lora Morris | Data Entry: Initial Entry
14:40:16 (pfe.lmorris) | YES
(UTC-05:00) Eastern
Time (US & Canada)
6. Toxicity Grade:
Date Location User Value Reason
Mar-05-2021 ACVOPFEINFP6000 |Lora Morris | Data Entry: Initial Entry
14:40:16 (pfe.lmorris) |3
(UTC-05:00) Eastern
Time (US & Canada)
7. Is the adverse event serious?
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Queries

Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject No: 10811030 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent
or significant disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may
jeopardize subject and may require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason
Mar-08-2021 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto
04:29:57 (autoquery) Query

(UTC-05:00) Eastern
Time (US & Canada)

Mar-05-2021 ACVOPFEINFP6000 |auto query | Query 1: Candidate For AE Prostate

14:40:16 (autoquery) Cancer:

(UTC-05:00) Eastern Response to "Is

Time (US & Canada) the adverse
event serious?"
is 'Yes' but
"Serious
Adverse Event
Number" is
blank.

Mar-05-2021 ACVOPFEINFP6000 | Lora Morris |Data Entry: Initial Entry

14:40:16 (pfe.Imorris) | YES

(UTC-05:00) Eastern Is this serious event asso

Time (US & Canada) ciated with congenital an

omaly or birth defect?
NO

Did this serious event re
sult in death?

NO
Did this serious event re

quire or prolong hospital
ization?
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status: Data Complete, Queries

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

NO

Did this serious event re
sult in persistent or signi
ficant disability/incapaci
ty?

NO

Is this serious event life t
hreatening?

NO

Other medically importa
nt serious event

YES

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason
Mar-05-2021 ACVOPFEINFP6000 |Lora Morris | Data Entry: Initial Entry
14:40:16 (pfe.lmorris) | NO

(UTC-05:00) Eastern
Time (US & Canada)

9. Is this event related to study treatment:

Date Location User Value Reason
Mar-05-2021 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
14:40:16 (pfe.Imorris) | NOT RELATED

(UTC-05:00) Eastern
Time (US & Canada)

If Not Related to study tr
eatment(s), this event is d
ue to:
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1081
Subject No: 10811030

Generated By: pfe.levissc

History

Form Status: Data Complete, Queries

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

OTHER
If Other, specify:
Unknown
10. Latest Action Taken with Study Treatment:
Date Location User Value Reason
Mar-05-2021 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
14:40:16 (pfe.lmorris) | NOT APPLICABLE
(UTC-05:00) Eastern
Time (US & Canada)
11. Was a Concomitant Medication given?
Date Location User Value Reason
Mar-05-2021 ACVOPFEINFP6000 |Lora Morris | Data Entry: Initial Entry
14:40:16 (pfe.lmorris) [ NO
(UTC-05:00) Eastern
Time (US & Canada)
12. Was a Non-Drug Treatment given?
Date Location User Value Reason
Mar-05-2021 ACVOPFEINFP6000 |Lora Morris | Data Entry: Initial Entry
14:40:16 (pfe.lmorris) | YES
(UTC-05:00) Eastern
Time (US & Canada)
13. What was the outcome of this adverse event?:
Date Location User Value Reason
Mar-05-2021 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
14:40:16 (pfe.lmorris) | RECOVERING/RESOLVI
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1081

Subject No: 10811030
Generated By: pfe.levissc

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status: Data Complete, Queries

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

(UTC-05:00) Eastern
Time (US & Canada)

NG

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason
Mar-05-2021 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
14:40:16 (pfe.lmorris) | NO
(UTC-05:00) Eastern
Time (US & Canada)
15. Serious Adverse Event Number: For Pfizer Use Only
Date Location User Value Reason
Mar-08-2021 ACVOPFEINFP6000 |Ricell Ann | Data Entry: Initial Entry
04:29:57 Piojo 2021247314
(UTC-05:00) Eastern (pfe.quitor)
Time (US & Canada)
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090177e196ae3f00\Final\Final On: 01-Apr-2021 05:06 (GMT)

Unscheduled

Site No: 1081

Form Version: 22-Apr-2020 21:02

Subject No: 10811030
Generated By: pfe.levissc

Header Text: c4591001
Visit: Potential ReVax Initial Contact -

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Visit

(UTC-05:00) Eastern
Time (US & Canada)

Date Location User Value Reason
Jan-22-2021 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
07:29:42 (pfe.lmorris) | Jan/20/2021
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Header Text: ¢c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: FURTHER VACCINATION CONFIRMATION - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason
Jan-22-2021 ACVOPFEINFP6000 |auto query [ Query 1: Deleted Close Auto
07:30:27 (autoquery) Query
(UTC-05:00)
Eastern Time (US &
Canada)
Jan-22-2021 ACVOPFEINFP6000 | auto query [ Query 1: Candidate The response
07:30:13 (autoquery) indicates
(UTC-05:00) participant was
Eastern Time (US & unblinded,
Canada) however the
TREATMENT
UNBLINDED
date is missing in
the DISP visit.
Please complete
this date.
Jan-22-2021 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
07:30:13 (pfe.lmorris) | Participant is willing to r
(UTC-05:00) eturn for Vaccination 3
Eastern Time (US & Participant is:
Canada)
eligible and NOT conf
irmed to have receive
d only placebo at Vacc
ination 1/2
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject No: 10811030 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason
Jan-22-2021 ACVOPFEINFP6000 | Lora Morris | Data Entry: Initial Entry
07:30:27 (pfe.lmorris) | Jan/20/2021

(UTC-05:00) Eastern
Time (US & Canada)

2. Primary Reason for Unblinding:

Date Location User Value Reason
Jan-22-2021 ACVOPFEINFP6000 | Lora Morris |Data Entry: Initial Entry
07:30:27 (pfe.lmorris) | ASSESS ELIGIBILITY F

(UTC-05:00) Eastern OR ADDITIONAL VACC

Time (US & Canada) INATION
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Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811030

Generated By: pfe.levissc

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Subject Status

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
13:47:49 (autocalc) | FOLLOW-UP
(UTC-05:00) Eastern
Time (US & Canada)
Aug-12-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:53:01 (autocalc) | ENROLLED/RANDOMIZ
(UTC-05:00) Eastern ED
Time (US & Canada)
Aug-12-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
13:29:15 (autocalc) | SCREENED
(UTC-05:00) Eastern
Time (US & Canada)
2. Subject Status Date
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |auto calc | Data Entry: Initial Entry
13:47:49 (autocalc) | Sep/29/2020
(UTC-05:00) Eastern
Time (US & Canada)
Aug-12-2020 ACVOPFEINFP6000 |auto calc | Data Entry: Initial Entry
15:53:01 (autocalc) | Aug/12/2020
(UTC-05:00) Eastern
Time (US & Canada)
Aug-12-2020 ACVOPFEINFP6000 |auto calc | Data Entry: Initial Entry
13:29:15 (autocalc) | Aug/12/2020
(UTC-05:00) Eastern
Time (US & Canada)
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Unscheduled

Site No: 1081
Subject No: 10811030

Header Text: c4591001

Visit: Investigator Signature -

Form Version: 22-Apr-2020 21:04

Generated By: pfe.levissc

History

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail

Form Status: Data Complete, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Casebook Signature

Date Location User Value Reason
Sep-14-2020 16:04:03 | ACVOPFEINFP6000 | James Data Entry: Initial Entry
(UTC-05:00) Eastern Fry Click Here to Enable

Time (US & Canada) (pfe.jfry)
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Header Text: c4591001

Visit: COHORT SELECTION
Form Version: 30-Jul-2020 21:29
Site No: 1081

Subject No: 10811036
Generated By: pfe.levissc

Form: COHORT SELECTION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5,
STAGE 3 option is equivalent to PHASE 2/3.

1. | Select appropriate response -
Protocol version

24 JUL 2020

2. | Select appropriate response - What
cohort does the subject belong to?

STAGE 3 COHORTS

***Confidential ***

Page 1 of 248

FDA-CBER-2021-5683-0003876




090177e196ae3f0b\Final\Final On: 01-Apr-2021 05:07 (GMT)

Header Text: c4591001

Visit: COHORT _SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811036

Generated By: pfe.levissc

Form: MAIN INFORMED CONSENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Informed Consent

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Aug/13/2020
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Header Text: c4591001

Visit: COHORT _SELECTION
Form Version: 06-Jul-2020 21:55
Site No: 1081

Subject No: 10811036
Generated By: pfe.levissc

Form: DEMOGRAPHY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Demography

1. | Subject ID [10811036]

2. | Birth Date: (b) (6) /1968

3. | Sex: FEMALE

4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that apply): BLACK OR AFRICAN AMERICAN

6. | Racial Designation:

Page 3 of 248
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Header Text: c4591001

Visit: VI_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1081

Subject No: 10811036

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Aug/13/2020
2. | Erroneous Visit
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Header Text: ¢4591001

Visit: VI_DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811036 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Form Comments

Inclusion Criteria Not Met

L Description of Inclusion Criterion | Not Done

Not Met

Exclusion Criteria Met

2. Description of Exclusion Not Done
Criterion Met
Page 5 of 248
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Header Text: c4591001

Visit: VI_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811036

Generated By: pfe.levissc

Form: DISPOSITION - SCREENING

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Disposition - Screening

1. | Date of Aug/13/2020
Completion/Discontinuation/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
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Header Text: c4591001

Visit: VI_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811036

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Medical History Details

La || [ine/MH Number:

(1]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug

[Asthma-Stable, No change within 6 weeks of screening]

Allergies:
Start Date: UNK/UNK/1980
Ongoing: YES

1.0 || Line/MH Number: [2]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug

[Seasonal Allergies]

Allergies:
Start Date: UNK/UNK/1980
Ongoing: YES

L.¢ || Line/MH Number: [3]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug

[Bilateral Tubal Ligation]

Allergies:
Start Date: UNK/UNK/1991
Ongoing: NO
End Date:
UNK/UNK/1991

l.d Line/MH Number:

(4]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug

[C-Section]

Allergies:
Start Date: UNK/UNK/1991
Ongoing: NO
End Date:
UNK/UNK/1991
Page 7 of 248
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811036

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

le

Line/MH Number: [5]
Disease/Syndrome/Surgery [COPD]
/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/2018
Ongoing: YES
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Header Text: c4591001
Visit: VI_DAY1 VAXI1 L
Form Version: 30-Jul-2020 21:28
Site No: 1081

Subject No: 10811036
Generated By: pfe.levissc

Form: VITAL SIGNS - BASELINE

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

***Confidential ***

Vital Signs
1. | Date: Aug/13/2020
2. | Weight: [160.2]
3. | Unit: LB
4. | Height: [62.5]
5. | Unit: in
6. | Body Mass Index: [28.8]
Vital Signs Details
7.2 || Record Identifier: 1
Temperature: [98.2]
Unit: F
Temperature Location: FOREHEAD
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Header Text: c4591001

Visit: VI_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1081

Subject No: 10811036
Generated By: pfe.levissc

Form: LAB URINALYSIS - PREGNANCY TEST
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Lab Urinalysis

1. | Lab Panel: URINALYSIS

2. | Lab Sub-Panel: PREGNANCY

3. | Collection Date: Aug/13/2020

4. | Laboratory Name and Address [STUDY SITE]

(Derived)

5. | Specimen Type: URINE

Lab Result

6-a || Sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result:
Not Done: NOT DONE
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Header Text: c4591001

Visit: VI_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811036

Generated By: pfe.levissc

Form: RANDOMIZATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Disposition
1. | Randomization Date : Aug/13/2020
2. | Randomization Number: [47787]

3. | Randomization Group:

[]

***Confidential ***
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Header Text: c4591001

Visit: VI_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811036

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Aug/13/2020
4. | If no sample was collected or []
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
52 || Sample ID [BP1J6N]
5b || Sample ID [BP1J6P]
3¢ || Sample ID [BP1J6R]
5.d || Sample ID [BPHZG4]
5.¢ || sample ID [BPHZGS]
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Header Text: c4591001

Visit: VI_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1081

Subject No: 10811036

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type NASAL SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/13/2020
4. | If no sample was collected or []
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
52 || Sample ID [BP1J5Y]
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Header Text: c4591001

Visit: VI_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
Site No: 1081

Subject No: 10811036

Generated By: pfe.levissc

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail Hi