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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 30-Jul-2020 21:29
Site No: 1087

Subject No: 10871150
Generated By: | (b) (4)

Form: COHORT SELECTION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

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.

*** Confidential***

1. | Select appropriate response - 24 JUL 2020
Protocol version
2. | Select appropriate response - What | STAGE 3 COHORTS
cohort does the subject belong to?
Page 1 of 365
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Header Text: 4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: MAIN INFORMED CONSENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Informed Consent

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Aug/21/2020

Page 2 of 365

*** Confidential***
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55
Site No: 1087

Subject No: 10871150
Generated By: | (b) (4)

Form: DEMOGRAPHY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Demography

1. | Subject ID [10871150]

2. | Birth Date: (b) (6)/1949

3. | Sex: MALE

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:

*** Confidential***

Page 3 of 365
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871150

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Aug/21/2020
2. | Erroneous Visit
Page 4 of 365

*** Confidential***
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

Form Comments

Inclusion Criteria Not M et

1 Description of Inclusion Criterion | Not Applicable

Not Met

Exclusion Criteria Met

2. Description of Exclusion Not Applicable

Criterion Met

Page 5 of 365

*** Confidential***
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Header Text: 4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: DISPOSITION - SCREENING

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Disposition - Screening

1. | Date of Aug/21/2020
Compl etion/Discontinuation/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: [
Page 6 of 365

*** Confidential***
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Medical History Details

la|l | ine/MH Number:

(1]

Disease/Syndrome/Surgery [ALLERGY TO CODEINE]
/Non-Drug AllergiesDrug

Allergies:

Start Date: UNK/UNK/2010

Ongoing: YES

1b Line/MH Number:

(2]

Disease/Syndrome/Surgery [ALLERGY TO CORTISONE]
/Non-Drug AllergiesDrug

Allergies:

Start Date: UNK/UNK/2010

Ongoing: YES

1¢ || Line/MH Number:

(3]

Disease/Syndrome/Surgery [HYPERCHOLESTEROLEMIA]
/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/2019

Ongoing: YES

1d || Line/MH Number:

(4]

*** Confidential***

Disease/Syndrome/Surgery [NEUROPATHY (BILATERAL LEGS)]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2018
Ongoing: YES
Page 7 of 365
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Le | LineMH Number:

(5]

Disease/Syndrome/Surgery [HYPERTENSION]
/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/2018
Ongoing: YES

L1 Line/MH Number:

(6]

Disease/Syndrome/Surgery [CHRONIC BACK PAIN]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2018
Ongoing: YES

19| Line/MH Number: (7

Disease/Syndrome/Surgery [DEEP VEIN THROMBOSIS]
/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/1994

Ongoing: YES

1h Line/MH Number:

(8]

Disease/Syndrome/Surgery [Chronic Atrial Fibrillation]
/Non-Drug Allergies/Drug

Allergies:

Start Date: Jun/6/2017

Ongoing: YES

Li Line/MH Number:

(9]

Disease/Syndrome/Surgery [Coronary Artery Disease]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Jun/6/2017
Ongoing: YES
Page 8 of 365

*** Confidential***
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Header Text: 4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: VITAL SIGNS - BASELINE

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

*** Confidential***

Vital Signs
1. | Date: Aug/21/2020
2. | Weight: [127.7]
3. | Unit: kg
4. | Height: [182.9]
5. | Unit: cm
6. | Body Mass Index: [38.2]
Vital Signs Details
72 || Record Identifier: 1
Temperature; [98.7]
Unit: F
Temperature L ocation: ORAL CAVITY
Page 9 of 365
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Header Text: 4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: RANDOMIZATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Disposition
1. | Randomization Date : Aug/21/2020
2. | Randomization Number: [236081]
3. | Randomization Group: []
Page 10 of 365

*** Confidential***
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

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

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Aug/21/2020
4. | If no sample was collected or [inadvertently sent 4 sends instead of 3]
sample was not collected according
to protocol, please provide reason:
Aliquot

Please enter barcode for each aliquot.

*** Confidential***

5a|| sample ID [BPLIWP]

5b || sample D [BPLIWS]

5C || sample ID [BPLIWT]

5d || sample 1D [BPHBSH]

5€ || sample ID [BPHBSJ]

51 || sample 1D [BPLIWR]
Page 11 of 365

FDA-CBER-2021-5683-0963565




090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Header Text: 4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

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

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/21/2020
4. | If no sample was collected or [
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample D [BPLIW3]
Page 12 of 365

*** Confidential***
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Vaccination

1. | Wasthere atemporary delay of NO
vaccination?

2. | Treatment Name [BLINDED THERAPY]

3. | Formulation: INJECTION

4. | Dose Date Time: Aug/21/2020 11:14

5. | Anatomical Location: DELTOID MUSCLE

6. | Body Side: LEFT

7. | Route: INTRAMUSCULAR

8. | Actua Dose: [1

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 13 of 365

*** Confidential***
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1087

Subject No: 10871150
Generated By: | (b) (4)

Form: REACTOGENICITY DIARY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Reactogenicity Diary

1. | Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS
SUBJECT

Page 14 of 365

*** Confidential***
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Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871150

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Dateof Visit Sep/9/2020
2. | Erroneous Visit
Page 15 of 365
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Header Text: 4591001

Visit: V2_VAX2_L

Form Version: 21-Aug-2020 02:51
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: VITAL SIGNS - TEMP

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Vital Signs
1. | Date: Sep/9/2020
Vital Signs Details
2. || Record Identifier: 1
Temperature; [36.9]
Unit: C
Temperature L ocation: ORAL CAVITY
Page 16 of 365

*** Confidential***
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Header Text: 4591001

Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:03
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

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

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/9/2020
4. | If no sample was collected or [
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample D [BPBISY]
Page 17 of 365
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Header Text: 4591001

Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:04
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO

vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Sep/9/2020 16:59
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: [1
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 18 of 365

*** Confidential***
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871150

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Dateof Visit Oct/7/2020
2. | Erroneous Visit
Page 19 of 365
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Header Text: 4591001

Visit: V3_MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:03
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

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

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Oct/7/2020
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.
5a|| sample ID [BR24X3]
5b !l sample D [BSJLSF]
5C || sample ID [BSILSR]
Page 20 of 365

*** Confidential***
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Header Text: c4591001

Visit: V4_MONTH6_L

Form Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871150

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Dateof Visit Mar/3/2021
2. | Erroneous Visit
Page 21 of 365
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Header Text: 4591001

Visit: V4_MONTH6_L

Form Version: 22-Apr-2020 21:03
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

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

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin 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.
5a|| sample ID [BMBBH7]
5b !l sample D [BSFRLT]
5C || sample ID [BSFRLM]
Page 22 of 365

*** Confidential***
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Header Text: c4591001

Visit: V5_ MONTH12 L

Form Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871150

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Date of Visit
1. | Date of Visit Il
2. | Erroneous Visit

*** Confidential***

Page 23 of 365
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Header Text: 4591001

Visit: V5_ MONTH12 L

Form Version: 22-Apr-2020 21:03
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

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

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
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.

> Sample ID

[]

Page 24 of 365

*** Confidential***
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Header Text: c4591001

Visit: V6_MONTH24_L

Form Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871150

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Date of Visit
1. | Date of Visit Il
2. | Erroneous Visit

*** Confidential***

Page 25 of 365
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Header Text: 4591001

Visit: V6_MONTH24_L

Form Version: 22-Apr-2020 21:03
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

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

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
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.

> Sample ID

[]

Page 26 of 365

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET

on Aug/25/2020

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Aug/25/2020

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 IllIness Visit: COVID_A

Page 27 of 365

*** Confidential***
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Header Text: 4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
on Aug/25/2020

Form Version: 21-Aug-2020 02:52

Site No: 1087
Subject No: 10871150
Generated By: ' (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Aug/25/2020
2. | Date of First Symptom Started: Aug/24/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Aug/25/2020
Symptoms
4.a|| symptoms: FEVER
Was symptom present? YES
4b || symptoms: NEW OR INCREASED COUGH
Was symptom present? NO
4. Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d Symptoms: CHILLS
Was symptom present? YES
4e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
4f || symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO
4h || symptoms: DIARRHEA
Was symptom present? NO
Page 28 of 365
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

on Aug/25/2020
Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
41 || symptoms: VOMITING
Was symptom present? NO

Symptoms - Other

5. Symptoms - Other Text: [1

Page 29 of 365
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:54
Site No: 1087
Subject No: 10871150

Form: MICROBIOLOGY SPECIMEN

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
# Date Qf Collect | Specimen Ty | Specimen Cpllectlon Loc | Assay Codg and Descri | Device Ty Form I nstance
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

on Aug/25/2020

Form Version: 06-Jul-2020 21:54
Site No: 1087

Subject No: 10871150
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN

Form Status: Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form
Form Comments
eCRF Audit Trail History

Micraobiology Specimen

*** Confidential***

1. | Actua Date of Collection: Not Done Comments
I
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/Findingsy/Details: Not Done Comments
[]
9. | Trade Name Other, Specify: Not Done Comments
[]
Page 31 of 365
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
on Aug/25/2020

Form Version: 22-Apr-2020 21:03
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB_SELF
3. | Sample Collected? YES
Date of Collection:
Aug/25/2020
4. | If no sample was collected or [Nasal self-swab will be shipped to Pfizer lab on 27-Aug-2020]
sample was not collected according
to protocol, please provide reason:
Aliquot

Please enter barcode for each aliquot.

5a

Sample ID

[RW87941]

Page 32 of 365

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
on Aug/25/2020

Form Version: 22-Apr-2020 21:03
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Electronic Sample Tracking

sample was not collected according
to protocol, please provide reason:

1. | DataOrigin SITE

2. | Sample Type NASAL_SWAB

3. | Sample Collected? NO

4. | If no sample was collected or [Sample was collected by subject and documented as such. Visit was a

Telehealth Visit]

Aliquot

Please enter barcode for each aliquot.

5a

Sample D

[RWS87941]

*** Confidential***
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Header Text: 4591001

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

on Aug/25/2020

Form Version: 15-Sep-2020 21:53
Site No: 1087

Subject No: 10871150

Generated By: ' (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Health Care Utilization

1a|| physician or Healthcare SPECIALIST
Professional:
Occurrence of Visits or Contacts: | NO
Lb Physician or Healthcare EMERGENCY ROOM
Professional:
Occurrence of Visits or Contacts. | YES
Number of Visits or Contacts:
(1]
lc Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visits or Contacts. | NO
Ld || physician or Healthcare URGENT CARE
Professional:
Occurrence of Visits or Contacts. | NO
le Physician or Healthcare TELEPHONE CONSULTATION
Professional:
Occurrence of Visits or Contacts. | NO
Lf || physician or Helthcare OTHER
Professional:
Occurrence of Visits or Contacts: | NO
Health Care Utilization Other
2. | Other Type of Practitioner Specify: |[]
Health Care Utilization
3. | Hasthe subject been hospitalized NO
due to potential COVID-19 illness?
Page 34 of 365
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Header Text: 4591001

Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: HOSPITALIZATION DETAILS

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

*** Confidential***

# Hospitalization Category Hospitalization Term | Admission Date Ongoing Form Instance
1. | HOSPITALIZATION STATUS | HOSPITAL Sep/1/2020 NO Repeating Pages
Discharge Date:
Sep/5/2020
Page 35 of 365
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: HOSPITALIZATION DETAILS

on Aug/25/2020

Form Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form
eCRF Audit Trail History
Form Audit Trail

Hospitalization Details

1. | Hospitalization Category: HOSPITALIZATION STATUS
2. | Hospitalization Term: HOSPITAL
3. | Admission Date: Sep/1/2020
4. | Ongoing? NO
Discharge Date:
Sep/5/2020
Page 36 of 365
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: RESPIRATORY TREATMENT
Form Version: 06-Jul-2020 21:53
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Treatment Identifi | Con Non-Drug Treatments Pre-specifi | Treatmen | Treatmen | Start Dat
# Form Instance
er ed t t e
1 Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT
on Aug/25/2020

Form Version: 06-Jul-2020 21:53
Site No: 1087

Subject No: 10871150
Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

Respiratory Treatment

1

What is the treatment Identifier?

Concomitant Non-drug Treatment
Pre-specified:

Treatment:

Treatment:

Start Date:

"

(<20 LI I

Ongoing?

Page 38 of 365
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Header Text: c4591001

on Aug/25/2020

Form Version: 06-Jul-2020 21:52
Site No: 1087

Subject No: 10871150
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS

Form Status. Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

2. | Was adiagnosis obtained for
Potential COVID-19 IlIness?

YES
Respiratory IlIness Diagnosis:
[STREP THROAT]

Date of Diagnosis:
Sep/1/2020

3. | Toxicity Grade:

Comments

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 17-Jul-2020 21:55
Site No: 1087

Subject No: 10871150
Generated By: | (b) (4)

Form: ILLNESS DETAILS - SEVERE

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

# Category of Clinical Even | Subcategory of Clinical Eve | Diagnosis Obtaine | Toxicity Grad Form I nstance
t: nt d e
1 Repesting Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE
on Aug/25/2020

Form Version: 17-Jul-2020 21:55
Site No: 1087

Subject No: 10871150
Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

IlIness Details

1

Category of Clinical Event:

Subcategory of Clinical Event:

Was a diagnosis obtained?

2
3.
4

Toxicity Grade:

*** Confidential***
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Header Text: 4591001

Visit: POT_COVID_ILL 1

Form Version: 21-Aug-2020 02:49
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Category for La | Vendor Na

# b Test me

Collection D | Specimen T Form Instanc

ate:

Lab Result
ype e

Sponsor-Defined Id | Tes | Resul Repeating
entifier t: t: Pages
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Header Text: c4591001

on Aug/25/2020

Form Version: 21-Aug-2020 02:49
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

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

Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

Lab Chemistry Details

1. | Lab Pand:

2. | Laboratory Name and Address

[]

3. | Collection Date:

1

4. | Specimen Type:

*** Confidential***

Lab Result
5. || sponsor 1D: [
Test:
Result: [1
Not Done:
LNMT Low
[]
High
[]
Unit
Page 43 of 365
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 21-Aug-2020 02:51

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Category for L | Vendor Name (DE | Collection | Specimen Form Instanc
# ab Test RIVED) Date: Type Lab Result o
. Sponsor-Defined | | Tes | Resu | | Repeding
dentifier t | It Pages
Page 44 of 365
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Header Text: c4591001

on Aug/25/2020

Form Version: 21-Aug-2020 02:51
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

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

Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

Laboratory Data Hematology

1. | Lab Pand:

2. | Laboratory Name and Address

[]

3. | Collection Date:

1

4. | Specimen Type:

*** Confidential***

Lab Result
5. || sponsor 1D: [
Test:
Result: [1
Not Done:
LNMT Low
[]
High
[]
Unit
Page 45 of 365
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form: VITAL SIGNS- COVID

Form Version: 21-Aug-2020 02:50

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

# Date: Vital Signs Details Form Instance
1o | Sef52020 Record | dentifier: Systolic: Diastolic: Repeating Poges
162 96
Page 46 of 365
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: VITAL SIGNS- COVID

on Aug/25/2020

Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs
1. | Date Sep/5/2020
Vital Signs Details
2.2 || Record Identifier: 1
Systalic: [162]
Diastolic: [96]
Respiratory Rate in [16]
respirations/minute;
Heart Rate in beatsminute: [71]
Page 47 of 365
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 21-Aug-2020 02:51

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

# Date: Vital Signs Details Form Instance
1. |Sep/5/2020 Record I dentifier: Oxygen Saturation Repeating Pages
94.0
Page 48 of 365
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR

on Aug/25/2020

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs
1. | Date Sep/5/2020
Vital Signs Details
2.8 | | Record |dentifier: 1
SPO2 Pulse Oximetry % [94.0]

Page 49 of 365
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

# | Date Time of Assessment

Arterial Blood Gases PaO2 | FiO2 (Fraction of Inhaled Oxygen) | Form Instance

1

Repeating Pages

Page 50 of 365

*** Confidential***
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Header Text: c4591001

on Aug/25/2020

Form Version: 06-Jul-2020 21:52
Site No: 1087

Subject No: 10871150
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: OXYGENATION PARAMETERS

Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment:

2. | Arterial Blood Gases PaO2
(mmHg):

3. | FHO2 (Fraction of Inhaled Oxygen):

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:55

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

# Sponsor-Defined | | Category for Med | Concomitant MedicationsP | Name of Medi | Start D | Form Instanc
dentifier ication re-specified cation ate e
1 Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
on Aug/25/2020

Form Version: 06-Jul-2020 21:55
Site No: 1087

Subject No: 10871150
Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

Concomitant Medications

1. [ What isthe medication identifier? |[]

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. | Medication: [

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

Start Date:

"

Ongoing?

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:53

Site No: 1087

Subject No: 10871150
Generated By: | (b) (4)

Form: IMAGING

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

# Date of Assess | Location of Assess | Imaging Met Overall A ent Form I nstance
ment ment hod
1. | Sep/1/2020 OTHER CT SCAN ABNORMAL Repeating
If other, specify: If abnormal, specify findings: Pages
Cervica Soft Tis Confirmed right tonsillar abscess that wa
sues sdraining.
Page 54 of 365
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Header Text: c4591001

on Aug/25/2020

Form Version: 06-Jul-2020 21:53
Site No: 1087

Subject No: 10871150
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING

Form Status: Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging
1. | Date of Assessment: Sep/1/2020
2. | Location of Assessment: OTHER
If other, specify:
[Cervical Soft Tissues)
3. | Type of Imaging Exam: CT SCAN
4. | Assessment: ABNORMAL

If abnormal, specify findings:

[Confirmed right tonsillar abscess that was draining.]

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET
on Sep/09/2020

Form Version: 22-Apr-2020 21:03

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Sep/9/2020
2. | Erroneous Visit
COVID-19 Illness Visit
3. | COVID-19 llIness Visit: CoviD_B
Page 56 of 365
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Header Text: 4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Sep/09/2020

Form Version: 10-Oct-2020 16:02
Site No: 1087

Subject No: 10871150

Generated By: ' (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19

Form Status: Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Sep/9/2020
2. | Date of First Symptom Started: Sep/1/2020
3. | Symptoms Ongoing? NO

Date of Last Symptom Resolved:
Sep/5/2020

Symptoms

4.a|| symptoms: FEVER
Was symptom present? NO

4b || symptoms: NEW OR INCREASED COUGH
Was symptom present? NO

4. Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO

4d Symptoms: CHILLS
Was symptom present? NO

4e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO

4f || symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO

49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO

4h || symptoms: DIARRHEA
Was symptom present? NO

Page 57 of 365
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

on Sep/09/2020
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
41 || symptoms: VOMITING
Was symptom present? NO

Symptoms - Other

5a|| symptoms - Other Text: [Strep Throat]

090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)
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Site No: 1087

Header Text: c4591001
Visit: POT_COVID_ILL 2
Form Version: 06-Jul-2020 21:54

Form: MICROBIOLOGY SPECIMEN

Site Name: (1087) PMG Research of Wilmington, LLC

*** Confidential***

Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
# Dateof Colle | Specimen | Specimen Collection | Assay Code and Des | Device T | Form Instanc
ction Type L ocation cription ype e
1. DELETED | Not Applicabl | Not Applic | Not Applicable Repeating
e able Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN
on Sep/09/2020

Form Version: 06-Jul-2020 21:54
Site No: 1087

Subject No: 10871150
Generated By: | (b) (4)

Form Status: Data Complete, Deleted, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History

Form Audit Trail

Micraobiology Specimen

1. | Actual Date of Collection: Not Applicable Comments
I
2. | Specimen Type: Not Applicable Comments
3. | Specimen Collection Location: Not Applicable Comments
4. | Assay Code and Description:
5. | Device Type:
6. | Trade Name: Not Applicable Comments
7. | Test Result: Not Applicable Comments
8. | Comments/Findingsy/Details: Not Applicable Comments
[]
9. | Trade Name Other, Specify: [Novant Health PCR]
Page 60 of 365
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
on Sep/09/2020

Form Version: 22-Apr-2020 21:03
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Electronic Sample Tracking

sample was not collected according
to protocol, please provide reason:

1. | DataOrigin SITE

2. | Sample Type NASAL_SWAB_SELF

3. | Sample Collected? NO

4. | If no sample was collected or [Subject did not report sx to site so no illness visit performed and no self swab

collected.]

Aliquot

Please enter barcode for each aliquot.

5.

Sample D

[]

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
on Sep/09/2020

Form Version: 22-Apr-2020 21:03
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE

2. | Sample Type NASAL_SWAB

3. | Sample Collected? NO

4. | If no sample was collected or [Subject did not report sx to site so no illness visit performed and no self swab

sample was not collected according
to protocol, please provide reason:

collected.]

Aliquot

Please enter barcode for each aliquot.

5.

Sample D

[]

Page 62 of 365
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Header Text: 4591001

on Sep/09/2020

Form Version: 10-Oct-2020 15:59
Site No: 1087

Subject No: 10871150

Generated By: ' (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form: HEALTH CARE UTILIZATION

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Health Care Utilization

1a|| physician or Healthcare SPECIALIST
Professional:
Occurrence of Visits or Contacts: | NO
1b Physician or Healthcare EMERGENCY ROOM
Professional:
Occurrence of Visits or Contacts. | YES
Number of Visits or Contacts:
(1]
lc Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visits or Contacts. | NO
1.d| physician or Healthcare URGENT CARE
Professional:
Occurrence of Visits or Contacts. | NO
le Physician or Healthcare TELEPHONE CONSULTATION
Professional:
Occurrence of Visits or Contacts. | NO
Lf || physician or Healthcare OTHER
Professional:
Occurrence of Visits or Contacts: | NO
Health Care Utilization Other
2. | Other Type of Practitioner Specify: |[]
Health Care Utilization
3. | Hasthe subject been hospitalized | YES
due to potential COVID-19illness? |  Has the subject been in intensive care due to potential COVID-19 illness?
NO

*** Confidential***
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Header Text: 4591001

Visit: POT_COVID_ILL 2

Form Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: HOSPITALIZATION DETAILS

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

# Hospitalization Category Hospitalization Term | Admission Date Ongoing Form Instance
1. | HOSPITALIZATION STATUS | HOSPITAL Sep/1/2020 NO Repeating Pages
Discharge Date:
Sep/5/2020
Page 64 of 365
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Header Text: c4591001

on Sep/09/2020

Form Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: HOSPITALIZATION DETAILS

Form Status: Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form
eCRF Audit Trail History
Form Audit Trail

Hospitalization Details

*** Confidential***

1. | Hospitalization Category: HOSPITALIZATION STATUS
2. | Hospitalization Term: HOSPITAL
3. | Admission Date: Sep/1/2020
4. | Ongoing? NO
Discharge Date:
Sep/5/2020
Page 65 of 365
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Header Text: c4591001

090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Visit: POT_COVID_ILL 2 Form: RESPIRATORY TREATMENT
Form Version: 06-Jul-2020 21:53
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Treatment Identifi | Con Non-Drug Treatments Pre-specifi | Treatmen | Treatmen | Start Dat
# Form Instance
er ed t t e
1 Repeating Pages
Page 66 of 365
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Header Text: c4591001

on Sep/09/2020

Form Version: 06-Jul-2020 21:53
Site No: 1087

Subject No: 10871150
Generated By: | (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: RESPIRATORY TREATMENT

Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

Respiratory Treatment

1. | What isthe treatment |dentifier?

2. | Concomitant Non-drug Treatment
Pre-specified:

Treatment:

Treatment:

Start Date:

"

(<20 LI I

Ongoing?

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ILLNESS DETAILS

on Sep/09/2020

Form Version: 06-Jul-2020 21:52
Site No: 1087

Subject No: 10871150
Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

2. | Was adiagnosis obtained for
Potential COVID-19 IlIness?

YES
Respiratory IlIness Diagnosis:
[Strep Throat]

Date of Diagnosis:
Sep/1/2020

3. | Toxicity Grade:

Page 68 of 365
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 17-Jul-2020 21:55
Site No: 1087

Subject No: 10871150
Generated By: | (b) (4)

Form: ILLNESS DETAILS - SEVERE

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

*** Confidential***

# Category of Clinical Even | Subcategory of Clinical Eve | Diagnosis Obtaine | Toxicity Grad Form I nstance
t: nt d e
1 Repesting Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ILLNESS DETAILS- SEVERE
on Sep/09/2020

Form Version: 17-Jul-2020 21:55
Site No: 1087

Subject No: 10871150
Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

IlIness Details

1

Category of Clinical Event:

Subcategory of Clinical Event:

Was a diagnosis obtained?

2
3.
4

Toxicity Grade:

Page 70 of 365
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Header Text: 4591001

Visit: POT_COVID_ILL 2

Form Version: 21-Aug-2020 02:49
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Category for La | Vendor Na

# b Test me

Collection D | Specimen T Form Instanc

ate:

Lab Result
ype e

Sponsor-Defined Id | Tes | Resul Repeating
entifier t: t: Pages

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

on Sep/09/2020

Form Version: 21-Aug-2020 02:49
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

Lab Chemistry Details

1. | Lab Pand:

2. | Laboratory Name and Address

[]

3. | Collection Date:

1

4. | Specimen Type:

Lab Result
5. || sponsor 1D: [
Test:
Result: [1
Not Done:
LNMT Low
[]
High
[]
Unit
Page 72 of 365
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

*** Confidential***

Category for L | Vendor Name (DE | Collection | Specimen Form Instanc
# ab Test RIVED) Date: Type Lab Result o
. Sponsor-Defined | | Tes | Resu | | Repeding
dentifier t | It Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology

on Sep/09/2020

Form Version: 21-Aug-2020 02:51
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

Laboratory Data Hematology

1. | Lab Pand:

2. | Laboratory Name and Address

[]

3. | Collection Date:

1

4. | Specimen Type:

Lab Result
5. || sponsor 1D: [
Test:
Result: [1
Not Done:
LNMT Low
[]
High
[]
Unit
Page 74 of 365
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: VITAL SIGNS- COVID

Form Version: 21-Aug-2020 02:50

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

*** Confidential***

# Date: Vital Signs Details Form Instance
1 Record I dentifier: systolic: Diastolic: Repeating Pages
Page 75 of 365
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: VITAL SIGNS- COVID

on Sep/09/2020

Form Version: 21-Aug-2020 02:50
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

Vital Signs

1. | Date:

"

Vital Signs Details

2. || Record Identifier:

Systalic:

[]

Diastolic:

[]

Respiratory Ratein
respirations/minute:

[]

Heart Rate in beats/minute:

Page 76 of 365
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 21-Aug-2020 02:51

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

*** Confidential***

# Date: Vital Signs Details Form Instance
L Record | dentifier: Oxygen Saturation Repesting Pages
Page 77 of 365
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR

on Sep/09/2020

Form Version: 21-Aug-2020 02:51
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

Vital Signs

1. | Date:

1

Vital Signs Details

2. || Record Identifier:

SPO2 Pulse Oximetry %
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

# | Date Time of Assessment

Arterial Blood Gases PaO2 | FiO2 (Fraction of Inhaled Oxygen) | Form Instance

1

Repeating Pages

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: OXYGENATION PARAMETERS

on Sep/09/2020

Form Version: 06-Jul-2020 21:52
Site No: 1087

Subject No: 10871150
Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment:

2. | Arterial Blood Gases PaO2
(mmHg):

3. | FHO2 (Fraction of Inhaled Oxygen):

Page 80 of 365
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Header Text: c4591001

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Visit: POT_COVID_ILL 2
Form Version: 06-Jul-2020 21:55

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

*** Confidential***

# Sponsor-Defined | | Category for Med | Concomitant MedicationsP | Name of Medi | Start D | Form Instanc
dentifier ication re-specified cation ate e
1 Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
on Sep/09/2020

Form Version: 06-Jul-2020 21:55
Site No: 1087

Subject No: 10871150
Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

Concomitant Medications

1. [ What isthe medication identifier? |[]

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. | Medication: [

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

Start Date:

"

Ongoing?

Page 82 of 365

*** Confidential***
FDA-CBER-2021-5683-0963636




090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 2

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

# | Date of Assessment

Location of Assessment | Imaging Method

Overall Assessment Form Instance

1

Repeating Pages

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: IMAGING

on Sep/09/2020

Form Version: 06-Jul-2020 21:53
Site No: 1087

Subject No: 10871150
Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

Imaging

Date of Assessment:

1

Location of Assessment:

Type of Imaging Exam:

Alw|Dd| P

Assessment:

Page 84 of 365
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Header Text: c4591001
Visit: POT_COVID_CONVA 1- Unscheduled Form: DATE OF VISIT - ILLNESS CONVALESCENT

Visit on Sep/22/2020

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Sep/22/2020

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 IllIness Visit: COVID_A1

Page 85 of 365
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Visit on Sep/22/2020

Form Version: 22-Apr-2020 21:03
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Sep/22/2020
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.
Sa|| sample D [BMO5YR]
5b || sample D [BRT112]
5 || sample 1D [BRT116]
Page 86 of 365
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Aug/25/2020

Form Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Aug/25/2020

2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Aug/25/2020

Form Version: 22-Apr-2020 21:04
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: UNPLANNED VISIT

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Unplanned Assessments

1. | Assessments

CONTACT OUTCOME
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Aug/25/2020

Form Version: 22-Apr-2020 21:04
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: CONTACT OUTCOME - UNPLANNED

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Contact Outcome

1. | Contact Type: TELEPHONE VISIT
2. | Was contact made? YES
Date of Contact:
Aug/25/2020
Contact Outcome:

VISIT NOT REQUIRED, INVESTIGATOR DECISION

3. | Comments:

[Subject called & reported fever and chills. Pt to collect self-swab and get tested
locally.]

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

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55
Site No: 1087

Subject No: 10871150

Generated By:  (b) (4)

Form: DISPOSITION - TREATMENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Oct/7/2020
Completion/Discontinuation/Death
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: []
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Header Text: ¢4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
Site No: 1087

Subject No: 10871150

Generated By:  (b) (4)

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

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Disposition - Follow-Up

1

Date of
Completion/Discontinuation/Death

1

Phase of Disposition:

Status:

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: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Date of Visit

1. | 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 - New
Unscheduled Visit

Form Version: 10-Oct-2020 15:57

Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Electronic Sample Tracking

Data Origin

Sample Type

Sample Collected?

Al |Dd|PF

If no sample was collected or [
sample was not collected according
to protocol, please provide reason:

Aliquot

Please enter barcode for each aliquot.

S || Ssample 1D [
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Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21:02

Site No: 1087

Subject No: 10871150

Form: ADVERSE EVENT REPORT

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
AE lde Isthe Adverse Even | Form Instan
# Category ntifier Adverse Event Start Date t Still Ongoing ce
1. DELETED Aug/24/2020 |NO Repeating
UNK:UNK End Date Time: Pages
Aug/25/2020 UN
K:UNK
2. DELETED | ADVERSE |2 CHILLS Aug/24/2020 |NO Repeating
EVENT UNK:UNK End Date Time: Pages
Aug/25/2020 UN
K:UNK
3. ADVERSE |3 STREP THROAT Aug/25/2020 |NO Repeating
EVENT UNK:UNK End Date Time: Pages
Sep/5/2020 UNK:
UNK
4. ADVERSE |4 Tonsillar Abscess- Right | Sep/2/2020 U | NO Repeating
EVENT NK:UNK End Date Time: Pages
Sep/5/2020 UNK :
UNK
5. ADVERSE |5 Odynophagia Sep/1/2020 U | NO Repeating
EVENT NK:UNK End Date Time: Pages
Sep/5/2020 UNK :
UNK
6. ADVERSE | 6 Femoral Hernia - Right Sep/1/2020U | YES Repeating
EVENT NK:UNK Pages
7. ADVERSE |7 Hypokalemia Sep/1/2020U | NO Repeating
EVENT NK:UNK End Date Time: Pages
Sep/5/2020 UNK :
UNK
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*** Confidential***

Header Text: c4591001
Visit: Logs Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
AE Ide Isthe Adverse Even | Form Instan
# Category ntifier Adver se Event Start Date t Still Ongoing ce
8. ADVERSE |8 Urinary Frequency Sep/1/2020 U | NO Repeating
EVENT NK:UNK End Date Time; Pages
Sep/5/2020 UNK:
UNK
9. ADVERSE |9 Urinary Tract Infection Sep/1/2020 U | NO Repeating
EVENT NK:UNK End Date Time: Pages
Sep/5/2020 UNK:
UNK
10. ADVERSE | 10 Worsening of Hypertension | Sep/1/2020 U | NO Repeating
EVENT NK:UNK End Date Time: Pages
Sep/3/2020 UNK:
UNK
n. ADVERSE |11 Prominent Reactive Lymph | Sep/1/2020 U | NO Repeating
EVENT nodesin Cervical Area NK:UNK End Date Time: Pages
Sep/5/2020 UNK:
UNK
12. ADVERSE | 12 Right Anterior Cervical Te | Sep/1/2020U | NO Repeating
EVENT nderness NK:UNK End Date Time: Pages
Sep/5/2020 UNK :
UNK
13. ADVERSE | 13 Right Anterior Cervical Sw | Sep/1/2020 U | NO Repeating
EVENT elling NK:UNK End Date Time: Pages
Sep/5/2020 UNK :
UNK
14. ADVERSE | 14 Abdominal Pain Sep/1/2020 U | NO Repeating
EVENT NK:UNK End Date Time: Pages
Sep/5/2020 UNK :
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Header Text: 4591001

Visit: Logs

Form Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

AE lde Isthe Adverse Even | Form Instan
# Category ntifier Adver se Event Start Date t Still Ongoing ce
UNK
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Header Text: 4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1.

Category:

2.

AEID:

[]

3.

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

(]

Start Date Time:

Isthe 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).

Isthis adverse event the result of a
study Medication Error?

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

Isthis event related to study
treatment:

10.

Latest Action Taken with Study
Treatment:

*** Confidential***
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Header Text: 4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

*** THISREPEATING FORM HASBEEN DELETED ***

11. | Was a Concomitant Medication NO
given?
12. | Was aNon-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: 1087

Subject No: 10871150

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Deleted, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1

Category:

2.

AEID:

(2

3.

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

[CHILLS]

Start Date Time:

Isthe adverse event still ongoing?

Toxicity Grade:

Isthe 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).

Isthis adverse event the result of a
study Medication Error?

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

Isthis event related to study
treatment:

10.

Latest Action Taken with Study
Treatment:

*** Confidential***
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Header Text: 4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Deleted, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

*** THISREPEATING FORM HASBEEN DELETED ***

11. | Was a Concomitant Medication NO
given?
12. | Was aNon-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: 1087

Subject No: 10871150

Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1

Category:

ADVERSE EVENT

2.

AEID:

(3]

3.

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

[STREP THROAT]

Start Date Time:

Aug/25/2020 UNK:UNK

Isthe adverse event still ongoing?

NO

End Date Time:
Sep/5/2020 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

Isthis adverse event the result of a
study Medication Error?

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

NO

Isthis event related to study
treatment:

*** Confidential***

NOT RELATED

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

If Other, specify:
[BACTERIAL INFECTION]
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Header Text: 4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication YES
given?
12. | Was aNon-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: 1087

Subject No: 10871150

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

*** Confidential***

1. | Category: ADVERSE EVENT
2. |AEID: [4]
3. | Adverse Event: [Tonsillar Abscess - Right]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Sep/1/2020 UNK:UNK
5. | Isthe adverse event till ongoing? | NO
End Date Time:
Sep/5/2020 UNK:UNK
6. | Toxicity Grade: 3
7. | Isthe adverse event serious? YES
Isthis 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
eX'S.t' ng _hosp| t"?" |za_t|_o " pers St(.ant Did this serious event require or prolong hospitalization?
or significant disability/incapacity; YES
Congenital anomaly/birth defect;
Important medical event (i.e. may id thi ) it . anifi disabilitv/i o
jeopardize subject and may require zlot is serious event result in persistent or significant disability/incapacity?
medical/surgical intervention to
prevent above outcomes).
Isthis serious event life threatening?
NO
Other medically important serious event
NO
8. | Isthisadverse event theresult 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: 4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

9. | Isthisevent related to study
treatment:

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

OTHER
If Other, specify:
[Strep Throat]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication YES
given?
12. | Was aNon-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: [2020352363]
For Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871150

Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1

Category:

ADVERSE EVENT

2.

AEID:

(5]

3.

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

[Odynophagial

Start Date Time:

Sep/1/2020 UNK:UNK

Isthe adverse event still ongoing?

NO

End Date Time:
Sep/5/2020 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

Isthis adverse event the result of a
study Medication Error?

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

NO

Isthis event related to study
treatment:

*** Confidential***

NOT RELATED

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

If Other, specify:
[Tonsillar Abscess]
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Header Text: 4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication NO
given?
12. | Was aNon-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: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [6]
3. | Adverse Event: [Femoral Hernia- Right]

(If possible specify diagnosis, not
individual symptoms)

4. | Start Date Time: Sep/1/2020 UNK:UNK
5. | Isthe adverse event till ongoing? | YES

6. | Toxicity Grade: 2

7. | Isthe adverse event serious? NO

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).

8. | Isthisadverse event theresult of a | NO
study Medication Error?
If Yes, record the type of
medication error on the Medication

Error Log.
9. | Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Idiopathic]

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:

Page 107 of 365
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Header Text: 4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

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

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

11. | Was a Concomitant Medication NO
given?
12. | WasaNon-Drug Treatment given? | NO

13. | What was the outcome of this
adverse event?:

NOT RECOVERED/NOT RESOLVED

14. | Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. | Serious Adverse Event Number:
For Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871150

Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1

Category:

ADVERSE EVENT

2.

AEID:

(7]

3.

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

[Hypokalemia]

Start Date Time:

Sep/1/2020 UNK:UNK

Isthe adverse event still ongoing?

NO

End Date Time:
Sep/5/2020 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

Isthis adverse event the result of a
study Medication Error?

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

NO

Isthis event related to study
treatment:

*** Confidential***

NOT RELATED

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

If Other, specify:
[Urinary Frequency]
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Header Text: 4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication NO
given?
12. | Was aNon-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
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Generated By:
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Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1

Category:

ADVERSE EVENT

2.

AEID:

(8]

3.

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

[Urinary Frequency]

Start Date Time:

Sep/1/2020 UNK:UNK

Isthe adverse event still ongoing?

NO

End Date Time:
Sep/5/2020 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

Isthis adverse event the result of a
study Medication Error?

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

NO

Isthis event related to study
treatment:

*** Confidential***

NOT RELATED

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

If Other, specify:
[Urinary Tract Infection]
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Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication YES
given?
12. | Was aNon-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
Page 112 of 365

*** Confidential***
FDA-CBER-2021-5683-0963666




090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871150

Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1

Category:

ADVERSE EVENT

2.

AEID:

(9

3.

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

[Urinary Tract Infection]

Start Date Time:

Sep/1/2020 UNK:UNK

Isthe adverse event still ongoing?

NO

End Date Time:
Sep/5/2020 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

Isthis adverse event the result of a
study Medication Error?

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

NO

Isthis event related to study
treatment:

*** Confidential***

NOT RELATED

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

If Other, specify:
[Idiopathic]
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Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication YES
given?
12. | Was aNon-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
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Site No: 1087
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Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Queries, Not Verified, Frozen
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1

Category:

ADVERSE EVENT

2.

AEID:

(10]

3.

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

[Worsening of Hypertension]

Start Date Time:

Sep/1/2020 UNK:UNK

Isthe adverse event still ongoing?

NO

End Date Time:
Sep/3/2020 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

Isthis adverse event the result of a
study Medication Error?

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

NO

Isthis event related to study
treatment:

*** Confidential***

NOT RELATED

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

OTHER
If Other, specify:
[Tonsillar Abscess]
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Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Queries, Not Verified, Frozen
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication NO
given?
12. | Was aNon-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
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Generated By:
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Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1

Category:

ADVERSE EVENT

2.

AEID:

(11]

3.

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

[Prominent Reactive Lymph nodesin Cervical Area)

Start Date Time:

Sep/1/2020 UNK:UNK

Isthe adverse event still ongoing?

NO

End Date Time:
Sep/5/2020 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

Isthis adverse event the result of a
study Medication Error?

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

NO

Isthis event related to study
treatment:

*** Confidential***

NOT RELATED

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

If Other, specify:
[Tonsillar Abscess]
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Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication NO
given?
12. | Was aNon-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
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Subject No: 10871150

Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1

Category:

ADVERSE EVENT

2.

AEID:

(12]

3.

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

[Right Anterior Cervical Tenderness)

Start Date Time:

Sep/1/2020 UNK:UNK

Isthe adverse event still ongoing?

NO

End Date Time:
Sep/5/2020 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

Isthis adverse event the result of a
study Medication Error?

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

NO

Isthis event related to study
treatment:

*** Confidential***

NOT RELATED

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

If Other, specify:
[Tonsillar Abscess]
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Subject No: 10871150

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication NO
given?
12. | Was aNon-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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Site No: 1087

Subject No: 10871150

Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1

Category:

ADVERSE EVENT

2.

AEID:

(13]

3.

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

[Right Anterior Cervical Swelling]

Start Date Time:

Sep/1/2020 UNK:UNK

Isthe adverse event still ongoing?

NO

End Date Time:
Sep/5/2020 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

Isthis adverse event the result of a
study Medication Error?

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

NO

Isthis event related to study
treatment:

*** Confidential***

NOT RELATED

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

If Other, specify:
[Tonsillar Abscess]
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Form Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication NO
given?
12. | Was aNon-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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Generated By:
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Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1

Category:

ADVERSE EVENT

2.

AEID:

(14]

3.

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

[Abdominal Pain]

Start Date Time:

Sep/1/2020 UNK:UNK

Isthe adverse event still ongoing?

NO

End Date Time:
Sep/5/2020 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

Isthis adverse event the result of a
study Medication Error?

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

NO

Isthis event related to study
treatment:

*** Confidential***

NOT RELATED

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

If Other, specify:
[Urinary Tract Infection]
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Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication NO
given?
12. | Was aNon-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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Form: MEDICATION ERROR
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Subject Initials: ---
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*** Confidential***

Catego | Medication Er | Start Da | Isthemedication error Still O | Study Medication Errors
# . . Form Instance
ry ror te ngoing Action
1 Repeating
Pages
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Generated By: | (b) (4)

Form: MEDICATION ERROR
Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

Medication Error

1. | Category:

2. | Medication Error (Type of [1
Medication Error):

3. | Start Date: 1

4. | Isthe medication error still
ongoing?

5. | Latest Action Taken with Study
Treatment:

6. | Was a Concomitant Medication

given?

Was a Non-Drug Treatment given?

Did the Medication Error cause the
subject to be discontinued from the
study?

Was this medication error
associated with any adverse
events?

10.

Serious Adverse Event Number:
For Pfizer Use Only
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Visit: Logs
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Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22
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4 Sponsor-Defined | | Category for Med | Concomitant MedicationsP | Name of Medi | Start D | Form Instanc
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Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

Concomitant Medications

1. [ What isthe medication identifier? |[]

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. | Medication: [

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

Date:

"
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Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22
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# Sponsor-Defined | | Category for Me | Concomitant Medications | Name of Medi | Dose Descri | Form Instanc
dentifier dication Pre-specified cation ption e
1 Repeating
Pages
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Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

Concomitant Medications

1. | What isthe 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 nameis
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

5. | Dose: [1

6. | Dose Unit:

7. | Dose Frequency:

8. | Route:

9. | Start Date: 1

10. | Ongoing?
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# Categor | Treatment Identifie | Con Non-Drug Treatments Pre-specifi | Treatmen | Start Dat Form I nstance
y r ed t e

1 Repeating Pages
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Form: RADIATION TREATMENT
Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

Radiation Treatment

1

Category:

2.

What is the treatment Identifier?

—
[—

Concomitant Non-drug Treatment
Pre-specified:

Treatment:

[]

Start Date:

1

Ongoing?
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Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: TRANSFUSIONS

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

# Transfusion Type

Date of Transfusion

Form Instance

Repesating Pages

*** Confidential***
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Header Text: 4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

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: 1087

Subject No: 10871150

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Date of Visit

1. | Date of Visit Il

2. | Erroneous Visit
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Header Text: c4591001

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

Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: VITAL SIGNS - TEMP
Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Vital Signs

1. | Date I

Vital Signs Details

2. || Record Identifier:

Temperature: [

Unit:

Temperature Location:
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Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Dec-2020 02:26
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: VACCINATION

Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Vaccination

1

Was there atemporary delay of
vaccination?

Treatment Name

[]

Formulation:

Dose Date Time:

I

Anatomical Location:

Body Side:

Route:

Actual Dose:

(]

Wl | N ||| WD

Unit:

=
©

Timeframe Subject Was Observed

[EEN
=

Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

*** Confidential***

Page 137 of 365

FDA-CBER-2021-5683-0963691




090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Header Text: c4591001

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

Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [
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Site No: 1087
Subject No: 10871150

Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Oct-2020 16:01

Generated By: | (b) (4)

Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]

*** Confidential***
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090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Header Text: c4591001

Visit: V201 _SURVEIL_CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Date of Visit

1. | Date of Visit

I

2. | Erroneous Visit
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Header Text: c4591001

Visit: V201 _SURVEIL_CONSENT -
Unscheduled

Form Version: 14-Jan-2021 02:29
Site No: 1087

Subject No: 10871150
Generated By: | (b) (4)

Form: INFORMED CONSENT - ASYMPTOMATIC SURVEILLANCE

Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

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: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Electronic Sample Tracking

Data Origin

Sample Type

Sample Collected?

Al |Dd|PF

If no sample was collected or

to protocol, please provide reason:

sample was not collected according

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

[]
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Header Text: c4591001

Visit: V201 _SURVEIL_CONSENT - Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Unscheduled

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

Electronic Sample Tracking

Data Origin

Sample Type

Sample Collected?

Al |Dd|PF

If no sample was collected or [
sample was not collected according
to protocol, please provide reason:

Aliquot

Please enter barcode for each aliquot.

S || Ssample 1D [
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090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Jan/15/2021
2. | Erroneous Visit
Page 144 of 365
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Header Text: c4591001

Visit: Potential ReVax Initia Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: FURTHER VACCINATION CONFIRMATION

Form Status. Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Further Vaccination Confirmation

1. | Select appropriate response - Is
participant willing to return for
Vaccination 3?

Participant iswilling to return for Vaccination 3
Participant is:
eligibleand 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: 1087

Subject No: 10871150

Generated By:  (b) (4)

Form: TREATMENT UNBLINDED

Form Status: Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Treatment Unblinded

1. | Date Treatment Unblinded :

Jan/15/2021

2. | Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: WITHDRAWAL OF CONSENT
Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC

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

10:22

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: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: DEATH DETAILS CODED
Form Status: Not Started

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

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: 1087

Subject No: 10871150

Generated By:  (b) (4)

Form: SUBJECT STATUS
Form Status: Data Complete, Verified

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

*** Confidential***

Subject Status
1. | Subject Status FOLLOW-UP
2. | Subject Status Date Oct/7/2020
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Header Text: c4591001

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

Site No: 1087

Subject No: 10871150

Generated By:  (b) (4)

Form: CASEBOOK SIGNATURE FORM

Form Status: Data Complete, Signed, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

eCRF Audit Trail History

Casebook Signature Form

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

Form Version: 22-Apr-2020 21:04
Site No: 1087

Subject No: 10871150

Generated By:  (b) (4)

Visit: Investigator Signature - Unscheduled

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Form: CASEBOOK SIGNATURE FORM
Form Status. Data Complete, Signed, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Affidavit:

Time (US & Canada)

Audit Trail

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

e CRF_Sign

Name Signature Date Type Action
M eaning

Kevin Cannon | Approved Mar-10-2021 14:42:28 (UTC-05:00) Eastern BOOK Signed

By my dated signature below, |, KevinCannon, verify that al 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, thisisto certify that | intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this| do attest by supplying my user name and password and clicking the button marked Submit below.

*** Confidential***
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090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:29
Site No: 1087

Subject No: 10871150
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

Item | Date User Comment
Form | Aug-21-2020 15:39:09 (UTC-05:00) Eastern | (b) (4), Not Applicable
Time (US & Canada) (b) (6)
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Header Text: c4591001

on Aug/25/2020

Form Version: 06-Jul-2020 21:54
Site No: 1087

Subject No: 10871150
Generated By: | (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

*** Confidential***

[tem | Date User Comment
Form | Sep-22-2020 09:26:00 (UTC-05:00) Eastern |/ (b) (4), Not Done
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Aug/25/2020

090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Item | Date User Comment
1 Sep-22-2020 09:26:00 (UTC-05:00) Eastern (b) (4), Not Done

Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments

on Aug/25/2020
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Item | Date User Comment
2 Sep-22-2020 09:26:00 (UTC-05:00) Eastern (b) (4), Not Done

Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Aug/25/2020

090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Item | Date User Comment
3 Sep-22-2020 09:26:00 (UTC-05:00) Eastern (b) (4), Not Done

Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments

on Aug/25/2020
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Item | Date User Comment
4 Sep-22-2020 09:26:00 (UTC-05:00) Eastern (b) (4), Not Done

Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Aug/25/2020

090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Item | Date User Comment
5 Sep-22-2020 09:26:00 (UTC-05:00) Eastern (b) (4), Not Done

Time (US & Canada) (b) (6)

Page 158 of 365

*** Confidential***
FDA-CBER-2021-5683-0963712




090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments

on Aug/25/2020
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Item | Date User Comment
6 Sep-22-2020 09:26:00 (UTC-05:00) Eastern (b) (4), Not Done

Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Aug/25/2020

090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Item | Date User Comment
7 Sep-22-2020 09:26:00 (UTC-05:00) Eastern (b) (4), Not Done

Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments

on Aug/25/2020
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Item | Date User Comment
8 Sep-22-2020 09:26:00 (UTC-05:00) Eastern (b) (4), Not Done

Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Aug/25/2020

090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Item | Date User Comment
9 Sep-22-2020 09:26:00 (UTC-05:00) Eastern (b) (4), Not Done

Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:52
Site No: 1087

Subject No: 10871150
Generated By: | (b) (4)

Form: ILLNESS DETAILS - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

*** Confidential***

Item | Date User Comment
3 Oct-23-2020 16:48:02 (UTC-05:00) Eastern (b) (4), (b) (6)
Time (US & Canada)
3 Aug-27-2020 12:13:00 (UTC-05:00) Eastern (b) (4), Not Applicable
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments

on Sep/09/2020

Form Version: 06-Jul-2020 21:54

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form Status: Data Complete, Deleted, Verified

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date

User

Comment

1 Nov-23-2020 08:39:40 (UTC-05:00) Eastern (b) (4), (b) (6)

Time (US & Canada)

No mention of COVID testing performed in
hospital records.

Not Applicable
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Header Text: c4591001

on Sep/09/2020

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form Version: 06-Jul-2020 21:54

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Deleted, Verified

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date

User

Comment

Time (US & Canada)

2 Nov-23-2020 08:39:57 (UTC-05:00) Eastern (b) (4), (b) (6)

No mention of COVID testing performed in
hospital records.

Not Applicable

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments

on Sep/09/2020

Form Version: 06-Jul-2020 21:54

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form Status: Data Complete, Deleted, Verified

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date

User

Comment

3 Nov-23-2020 08:40:07 (UTC-05:00) Eastern (b) (4), (b) (6)

Time (US & Canada)

No mention of COVID testing performed in
hospital records.

Not Applicable
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Header Text: c4591001

on Sep/09/2020

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form Version: 06-Jul-2020 21:54

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Deleted, Verified

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date

User

Comment

Time (US & Canada)

6 Nov-23-2020 08:40:19 (UTC-05:00) Eastern (b) (4), (b) (6)

No mention of COVID testing performed in
hospital records.

Not Applicable

*** Confidential***

Page 167 of 365

FDA-CBER-2021-5683-0963721




090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments

on Sep/09/2020

Form Version: 06-Jul-2020 21:54

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form Status: Data Complete, Deleted, Verified

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date

User

Comment

7 Nov-23-2020 08:40:30 (UTC-05:00) Eastern (b) (4), (b) (6)

Time (US & Canada)

No mention of COVID testing performed in
hospital records.

Not Applicable
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Header Text: c4591001

on Sep/09/2020

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form Version: 06-Jul-2020 21:54

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Deleted, Verified

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date

User

Comment

Time (US & Canada)

8 Nov-23-2020 08:40:41 (UTC-05:00) Eastern (b) (4), (b) (6)

No mention of COVID testing performed in
hospital records.

Not Applicable

*** Confidential***
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Header Text: c4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

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

e CRF_Sign
Name Signature Date Type Action
M eaning
Kevin Cannon | Approved Mar-10-2021 14:42:28 (UTC-05:00) Eastern BOOK Signed
Time (US & Canada)
Affidavit:

By my dated signature below, |, KevinCannon, verify that al 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, thisisto certify that | intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this| do attest by supplying my user name and password and clicking the button marked Submit below.

(b) (6) N/A Mar-08-2021 09:03:07 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Kevin Cannon | Approved Mar-05-2021 12:55:43 (UTC-05:00) Eastern BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, |, KevinCannon, verify that al 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, thisisto certify that | intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this| do attest by supplying my user name and password and clicking the button marked Submit below.

(b) (6) N/A Mar-04-2021 16:48:24 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
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Header Text: c4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

Kevin Cannon | Approved Mar-04-2021 11:35:06 (UTC-05:00) Eastern BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, |, KevinCannon, verify that al 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, thisisto certify that | intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this | do attest by supplying my user name and password and clicking the button marked Submit below.

(b) (6) N/A Mar-04-2021 09:57:27 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A

Kevin Cannon | Approved Mar-03-2021 16:53:04 (UTC-05:00) Eastern BOOK

Time (US & Canada)

Signed

Affidavit:
By my dated signature below, |, KevinCannon, 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, thisisto certify that | intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this| do attest by supplying my user name and password and clicking the button marked Submit below.

(b) (6) N/A Jan-26-2021 17:07:15 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A

Kevin Cannon | Approved Jan-26-2021 08:28:21 (UTC-05:00) Eastern BOOK

Time (US & Canada)

Signed
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Header Text: c4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Affidavit:

By my dated signature below, |, KevinCannon, 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, thisisto certify that | intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this| do attest by supplying my user name and password and clicking the button marked Submit below.

(b) (6) N/A Jan-25-2021 15:16:04 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A

Kevin Cannon | Approved Jan-22-2021 16:03:02 (UTC-05:00) Eastern BOOK

Time (US & Canada)

Signed

Affidavit:
By my dated signature below, |, KevinCannon, verify that al 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, thisisto certify that | intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this| do attest by supplying my user name and password and clicking the button marked Submit below.

(b) (6) N/A Nov-23-2020 08:25:00 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A

Kevin Cannon | Approved Nov-17-2020 19:44:34 (UTC-05:00) Eastern BOOK

Time (US & Canada)

Signed
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Header Text: c4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Affidavit:

By my dated signature below, |, KevinCannon, 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, thisisto certify that | intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this| do attest by supplying my user name and password and clicking the button marked Submit below.

(b) (6) N/A Nov-17-2020 16:05:10 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A

Kevin Cannon | Approved Nov-13-2020 14:03:43 (UTC-05:00) Eastern BOOK

Time (US & Canada)

Signed

Affidavit:
By my dated signature below, |, KevinCannon, verify that al 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, thisisto certify that | intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this| do attest by supplying my user name and password and clicking the button marked Submit below.

(b) (6) N/A Nov-09-2020 10:49:44 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A

Kevin Cannon | Approved Nov-04-2020 20:09:42 (UTC-05:00) Eastern BOOK

Time (US & Canada)

Signed
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Header Text: c4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Affidavit:

By my dated signature below, |, KevinCannon, 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, thisisto certify that | intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this| do attest by supplying my user name and password and clicking the button marked Submit below.

(b) (6) N/A Nov-04-2020 12:05:48 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A

Kevin Cannon | Approved Oct-27-2020 17:51:07 (UTC-05:00) Eastern BOOK

Time (US & Canada)

Signed

Affidavit:
By my dated signature below, |, KevinCannon, verify that al 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, thisisto certify that | intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this| do attest by supplying my user name and password and clicking the button marked Submit below.

(b) (6) N/A Oct-27-2020 17:21:46 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A

Kevin Cannon | Approved Oct-23-2020 17:51:35 (UTC-05:00) Eastern BOOK

Time (US & Canada)

Signed
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Header Text: c4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Affidavit:

By my dated signature below, |, KevinCannon, 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, thisisto certify that | intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this| do attest by supplying my user name and password and clicking the button marked Submit below.

(b) (6) N/A Oct-23-2020 16:48:02 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A

Kevin Cannon | Approved Oct-21-2020 18:13:52 (UTC-05:00) Eastern BOOK

Time (US & Canada)

Signed

Affidavit:
By my dated signature below, |, KevinCannon, verify that al 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, thisisto certify that | intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this| 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-2020 21:29

Site No: 1087
Subject No: 10871150
Generated By:

(b) (4)

Form: COHORT SELECTION - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Select appropriate response - Protocol version

Date L ocation User Value Reason
Aug-21-2020 15:38:27 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 24 JUL 2020
Time (US & Canada)
2. Select appropriate response - What cohort does the subject belong to?
Date L ocation User Value Reason
Aug-21-2020 15:38:27 | ACVOPFEINFPE000 (/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) STAGE 3 COHORTS
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: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

Subject No: 10871150 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Consent Was.
Date L ocation User Value Reason
Aug-21-2020 15:38:36 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) OBTAINED
Time (US & Canada) Date Written Consent Obtai
ned
Aug/21/2020
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55

Site No: 1087
Subject No: 10871150
Generated By:

(b) (4)

Form: DEMOGRAPHY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Subject ID

Date L ocation User Value Reason

Sep-15-2020 05:55:40 | ACVOPFEINFPE000 || (b) (4), Query 1: Closed event entered in AE CRF

(UTC-05:00) Eastern (b) (6)

Time (US & Canada)

Sep-11-2020 06:32:18 | ACVOPFEINFPE000 || (b) (4), Query 1: Opened SAE

(UTC-05:00) Eastern (b) (6) RECON:AER#2020352363

Time (US & Canada) strep throat(onset
date:01Sep2020)was
reported as seriousin
Safety database but missing
in AE CRF. Please confirm
and update CRF. If safety
updateis required, submit a
follow-up SAE Form.

Aug-21-2020 15:38:20 | ACVOPFEINFP6000 | auto calc Data Entry: Item copied from previous

(UTC-05:00) Eastern (autocalc) | 10871150 form

Time (US & Canada)

2. Birth Date:

Date L ocation User Value Reason

Aug-21-2020 15:38:17 ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment Entry

(UTC-05:00) Eastern (autocalc) |(b) (6)/1949

Time (US & Canada)

3. Sex:

Date L ocation User Value Reason

Aug-21-2020 15:38:55 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) MALE

Time (US & Canada)

4. Ethnicity:

Date L ocation User Value Reason

Aug-21-2020 15:38:55 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) NOT HISPANIC OR LATIN

Time (US & Canada) O(A) OR OF SPANISH ORI
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Header Text: 4591001
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: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

GIN

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

Date L ocation User Value Reason
Aug-21-2020 15:38:55 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) BLACK OR AFRICAN AM
Time (US & Canada) ERICAN

Page 179 of 365

*** Confidential***

FDA-CBER-2021-5683-0963733



090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150

Generated By:  (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Aug-21-2020 15:39:03 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Aug/21/2020
Time (US & Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: DISPOSITION - SCREENING - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Date of Completion/Discontinuation/Death

Date L ocation User Value Reason
Aug-21-2020 15:39:19 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Aug/21/2020
Time (US & Canada)
2. Phase of Disposition:
Date L ocation User Value Reason
Aug-21-2020 15:39:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SCREENING
Time (US & Canada)
3. Status:
Date L ocation User Value Reason
Aug-21-2020 15:39:19 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) COMPLETED
Time (US & Canada)
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Header Text: 4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

la
Date L ocation User Value Reason
Aug-21-2020 15:46:32 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Num 1
Time (US & Canada) ber:

Medical Histor ALLERGY TO

y Term: CODEINE

Start Date: UNK/UNK/2010

Ongoing: YES
l.aLineg/MH Number:
Date L ocation User Value Reason
Aug-21-2020 15:46:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |1
Time (US & Canada)
1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-21-2020 15:46:32 | ACVOPFEINFPE000 (/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) ALLERGY TO CODEINE
Time (US & Canada)
1l.a Start Date:
Date L ocation User Value Reason
Aug-21-2020 15:46:32 | ACVOPFEINFPE000 (/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/2010
Time (US & Canada)
1.a Ongoing:
Date L ocation User Value Reason
Aug-21-2020 15:46:32 | ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
1b
Date L ocation User Value Reason
Aug-21-2020 15:46:50 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Nu 2
Time (US & Canada) mber:

Medical Histo ALLERGY TOC

ry Term: ORTISONE

Start Date:  UNK/UNK/2010

Ongoing: YES
1.bLine/MH Number:
Date L ocation User Value Reason
Aug-21-2020 15:46:50 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |2
Time (US & Canada)
1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-21-2020 15:46:50 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) ALLERGY TO CORTISONE
Time (US & Canada)
1.b Start Date:
Date L ocation User Value Reason
Aug-21-2020 15:46:50 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/2010
Time (US & Canada)
1.b Ongoing:
Date L ocation User Value Reason
Aug-21-2020 15:46:50 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
lc
Date L ocation |User |Val ue Reason
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Aug-21-2020 15:47:03 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Nu 3
Time (US & Canada) mber:

Medical Hist HYPERCHOLES

ory Term: TEROLEMIA

Start Date: UNK/UNK/2019

Ongoing: YES
1.cLine/MH Number:
Date L ocation User Value Reason
Aug-21-2020 15:47:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |3
Time (US & Canada)
1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-21-2020 15:47:03 | ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) HYPERCHOLESTEROLEM
Time (US & Canada) 1A
1.c Start Date:
Date L ocation User Value Reason
Aug-21-2020 15:47:03 | ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/2019
Time (US & Canada)
1.c Ongoing:
Date L ocation User Value Reason
Aug-21-2020 15:47:03 | ACVOPFEINFPE000 (/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
1d
Date L ocation User Value Reason
Aug-21-2020 15:47:27 | ACVOPFEINFPG000 | (b) (4), Data Entry: Transcription Error
(UTC-05:00) Eastern (b) (6) LineMH 4
Time (US & Canada) Number:
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

Medical NEUROPATHY

History T (BILATERAL L

erm: EGS)

Start Date UNK/UNK/201

: 8

Ongoing: YES
Aug-21-2020 15:47:15 | ACVOPFEINFP6000 | auto calc (autocalc) | Data Entry: Initial Entry
(UTC-05:00) Eastern LingMH Num 4
Time (US & Canada) ber:

Medical Histor NEUROPA

y Term: THY

Start Date: UNK/UN

K/2018
Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

1.d Line/MH Number:

Date L ocation User Value Reason
Aug-21-2020 15:47:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |4
Time (US & Canada)
1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-21-2020 15:47:27 | ACVOPFEINFPG000 |/ (b) (4), Data Entry: Transcription Error
(UTC-05:00) Eastern (b) (6) NEUROPATHY (BILATER
Time (US & Canada) AL LEGS)
Aug-21-2020 15:47:15 | ACVOPFEINFPG000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NEUROPATHY
Time (US & Canada)
1.d Start Date:
Date L ocation User Value Reason
Aug-21-2020 15:47:15 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/2018
Time (US & Canada)
1.d Ongoing:
Date L ocation User Value Reason
Aug-21-2020 15:47:15 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
le
Date L ocation User Value Reason
Aug-21-2020 15:47:39 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Numbe 5
Time (US & Canada) r:

Medical History HYPERTENS

Term: ION

Start Date: UNK/UNK/2

018
Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

l.eLine/MH Number:

Date L ocation User Value Reason
Aug-21-2020 15:47:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |5
Time (US & Canada)
1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-21-2020 15:47:39 | ACVOPFEINFPE000 (/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) HYPERTENSION
Time (US & Canada)
1l.e Start Date:
Date L ocation User Value Reason
Aug-21-2020 15:47:39 | ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/2018
Time (US & Canada)
1.e Ongoing:
Date L ocation User Value Reason
Aug-21-2020 15:47:39 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
1f
Date L ocation User Value Reason
Aug-21-2020 15:47:50 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Num 6
Time (US & Canada) ber:

Medical Histor CHRONIC BAC

y Term: K PAIN

Start Date: UNK/UNK/201

8
Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

1.f Line/MH Number:

Date L ocation User Value Reason
Aug-21-2020 15:47:50 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 6
Time (US & Canada)
1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-21-2020 15:47:50 | ACVOPFEINFPE000 (/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) CHRONIC BACK PAIN
Time (US & Canada)
1.f Start Date:
Date L ocation User Value Reason
Aug-21-2020 15:47:50 | ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/2018
Time (US & Canada)
1.f Ongoing:
Date L ocation User Value Reason
Aug-21-2020 15:47:50 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
19
Date L ocation User Value Reason
Aug-21-2020 15:48:07 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Nu 7
Time (US & Canada) mber:

Medical Histo DEEP VEIN THR

ry Term: OMBOSIS

Start Date: UNK/UNK/1994

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

1.gLine/MH Number:

Date L ocation User Value Reason
Aug-21-2020 15:48:07 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |7
Time (US & Canada)
1.9 Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-21-2020 15:48:07 | ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) DEEP VEIN THROMBOSIS
Time (US & Canada)
1.g Start Date:
Date L ocation User Value Reason
Aug-21-2020 15:48:07 | ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/1994
Time (US & Canada)
1.9 Ongoing:
Date L ocation User Value Reason
Aug-21-2020 15:48:07 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
1h
Date L ocation User Value Reason
Mar-08-2021 12:47:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Num 8
Time (US & Canada) ber:

Medical Histor Chronic Atria Fi

y Term: brillation

Start Date: Jun/6/2017

Ongoing: YES
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

1.h Line/MH Number:

Date L ocation User Value Reason
Mar-08-2021 12:47:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |8

Time (US & Canada)

1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date L ocation User Value Reason
Mar-08-2021 12:47:12 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()“%é Chronic Atrial Fibrillation
Time (US & Canada)
1.h Start Date:
Date L ocation User Value Reason
Mar-08-2021 12:47:12 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()“%é Jun/6/2017
Time (US & Canada)
1.h Ongoing:
Date L ocation User Value Reason
Mar-08-2021 12:47:12 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()“)(é) YES
Time (US & Canada)
li
Date L ocation User Value Reason
Mar-08-2021 12:47:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Ling/MH Num 9
Time (US & Canada) ber:

Medical Histor Coronary Artery

y Term: Disease

Start Date: Jun/6/2017

Ongoing: YES
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Header Text: 4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

1.i Line/MH Number:

Time (US & Canada)

() ()

Date L ocation User Value Reason
Mar-08-2021 12:47:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |9

Time (US & Canada)

1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date L ocation User Value Reason
Mar-08-2021 12:47:38 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()4)(é Coronary Artery Disease

Time (US & Canada)

1.i Start Date:

Date L ocation User Value Reason
Mar-08-2021 12:47:38 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()“%é Jun/6/2017

Time (US & Canada)

1.i Ongoing:

Date L ocation User Value Reason
Mar-08-2021 12:47:38 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern “) YES

*** Confidential***
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Header Text: 4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Date:
Date L ocation User Value Reason
Aug-21-2020 15:39:59 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Aug/21/2020
Time (US & Canada)
2. Weight:
Date L ocation User Value Reason
Aug-21-2020 15:39:59 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 127.7
Time (US & Canada)
3. Unit:
Date L ocation User Value Reason
Aug-21-2020 15:39:59 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) kg
Time (US & Canada)
4. Height:
Date L ocation User Value Reason
Aug-21-2020 15:39:59 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 182.9
Time (US & Canada)
5. Unit:
Date L ocation User Value Reason
Aug-21-2020 15:39:59 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) cm
Time (US & Canada)
6. Body Mass | ndex:
Date L ocation User Value Reason
Aug-21-2020 15:39:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 38.2
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Site No: 1087
Subject No: 10871150

Header Text: 4591001
Visit: V1_DAY1 VAX1 L
Form Version: 21-Aug-2020 02:51

Generated By: | (b) (4)

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Time (US & Canada)

*** Confidential***

FDA-CBER-2021-5683-0963747

7.a
Date L ocation User Value Reason
Aug-21-2020 15:39:59 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Record Identifi 1
Time (US & Canada) er:

Temperature:  98.7

TemperatureU F

nit:

TemperatureL. ORAL CA

ocation:: VITY
7.a Record | dentifier:
Date L ocation User Value Reason
Aug-21-2020 15:39:59 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 1
Time (US & Canada)
7.a Temperature:
Date L ocation User Value Reason
Aug-21-2020 15:39:59 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 98.7
Time (US & Canada)
7.a Unit:
Date L ocation User Value Reason
Aug-21-2020 15:39:59 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) F
Time (US & Canada)
7.a Temperature Location:
Date L ocation User Value Reason
Aug-21-2020 15:39:59 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) ORAL CAVITY
Time (US & Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: RANDOMIZATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Randomization Date :

Date L ocation User Value Reason
Aug-21-2020 15:40:19 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Aug/21/2020
Time (US & Canada)
2. Randomization Number:
Date L ocation User Value Reason
Aug-21-2020 15:40:19 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 236081
Time (US & Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1087
Subject No: 10871150
Generated By:

(b) (4)

eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Data Origin

Date L ocation User Value Reason

Aug-21-2020 15:44:06 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Aug-21-2020 15:44:06 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SERUM

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Aug-22-2020 14:45:10 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Aug-22-2020 10:35:57 | ACVOPFEINFP6000 |Balaji Prabu R Query 1: Opened ‘Sample

(UTC-05:00) Eastern (b) (4) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-21-2020 15:44:06 | ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample

(UTC-05:00) Eastern (autoquery) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-21-2020 15:44:06 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) YES

Time (US & Canada) Date of Collection:

Aug/21/2020
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

Date L ocation User Value Reason

Aug-28-2020 10:24:15 | ACVOPFEINFPE000 | (b) Data Entry: Transcription Error

(UTC-05:00) Eastern 4, inadvertently sent 4 sendsinste

Time (US & Canada) (b) (6) ad of 3

Aug-28-2020 10:23:54 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Aug-28-2020 10:23:54 | ACVOPFEINFPE000 | (b) Data Entry: Transcription Error

(UTC-05:00) Eastern (4), inadvertently sent 4 sendsinste

Time (US & Canada) (b) (6) ad of 3 retains

Aug-28-2020 10:22:30 | ACVOPFEINFPE000 | auto query Query 1: Opened Entered text has

(UTC-05:00) Eastern (autoquery) either acarriage

Time (US & Canada) return (line break)
or extra spaces at
the end of the text
or between words.
Please correct by
removing al datain
thefield and
re-enter without
adding extra spaces
or using enter or tab
keys.

Aug-28-2020 10:22:30 | ACVOPFEINFPE000 || (b) Data Entry: Initial Entry

(UTC-05:00) Eastern 4, inadvertently sent 4 sendsinste

Time (US & Canada) (b) (6 ad of 3retains.

5a

Date L ocation User Value Reason

Aug-22-2020 14:45:10 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (tf)"'zé Sample |D: BPLWP

Time (US & Canada)

5.aSample|D

Date L ocation User Value Reason

Aug-22-2020 14:45:10 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern ®)®) BPLIWP
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1087
Subject No: 10871150

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Time (US & Canada) (b) (4), (b) (6)
5.b
Date L ocation User Value Reason
Aug-22-2020 14:45:21 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Ay Sample D: BPLIWS
Time (US & Canada)
5.b Sample D
Date L ocation User Value Reason
Aug-22-2020 14:45:21 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()‘% BPLIWS
Time (US & Canada)
5.c
Date L ocation User Value Reason
Aug-22-2020 14:45:30 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()4)(é) Sample 1D BPLWT
Time (US & Canada)
5.c Sample D
Date L ocation User Value Reason
Aug-22-2020 14:45:30 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()“'%é BPLIWT
Time (US & Canada)
5.d
Date L ocation User Value Reason
Aug-22-2020 14:46:05 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (tf)“)(é Sample |D: BPHBSH
Time (US & Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

5.d Sample|D
Date L ocation User Value Reason
Aug-22-2020 14:46:05 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é)“)(é BPHBSH
Time (US & Canada)
5.e
Date L ocation User Value Reason
Aug-22-2020 14:46:19 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (tf)‘l)(é Sample |D: BPHBS]
Time (US & Canada)
5.eSample|D
Date L ocation User Value Reason
Aug-22-2020 14:46:19 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()“)('s) BPHBSJ
Time (US & Canada)
5.f
Date L ocation User Value Reason
Aug-28-2020 10:00:20 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), Sample |D: BPLIWR
Time (US & Canada) (b) (6)
5.f Sample 1D
Date L ocation User Value Reason
Aug-28-2020 10:00:20 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BPLJWR
Time (US & Canada) (b) (6
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1087
Subject No: 10871150
Generated By:

(b) (4)

Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Data Origin

Date L ocation User Value Reason

Aug-21-2020 15:44:12 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Aug-21-2020 15:44:12 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | NASAL_SWAB

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Aug-22-2020 14:46:44 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Aug-22-2020 10:50:54 | ACVOPFEINFP6000 |Balaji Prabu R Query 1: Opened ‘Sample

(UTC-05:00) Eastern (b) (4) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-21-2020 15:44:12 | ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample

(UTC-05:00) Eastern (autoquery) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-21-2020 15:44:12 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) YES

Time (US & Canada) Date of Collection:

Aug/21/2020
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

5a
Date L ocation User Value Reason
Aug-22-2020 14:46:44 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (tf)"'%'e Sample |D: BPLIW3
Time (US & Canada)
5.aSample!|D
Date L ocation User Value Reason
Aug-22-2020 14:46:44 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (tf)‘l)(é BPLIW3
Time (US & Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04

Site No: 1087
Subject No: 10871150
Generated By:

(b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason
Aug-21-2020 15:45:45 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
2. Treatment Name
Date L ocation User Value Reason
Aug-21-2020 15:45:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | BLINDED THERAPY
Time (US & Canada)
3. Formulation:
Date L ocation User Value Reason
Aug-21-2020 15:45:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INJECTION
Time (US & Canada)
4. Dose Date Time:
Date L ocation User Value Reason
Aug-21-2020 15:45:45 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Aug/21/2020 11:14
Time (US & Canada)
5. Anatomical Location:
Date L ocation User Value Reason
Aug-21-2020 15:45:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE
Time (US & Canada)
6. Body Side:
Date L ocation User Value Reason
Aug-21-2020 15:45:45 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) LEFT
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04

Site No: 1087
Subject No: 10871150
Generated By:

(b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Time (US & Canada)

(b) (4), (b) (6)

7. Route:

Date L ocation User Value Reason
Aug-21-2020 15:45:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INTRAMUSCULAR

Time (US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Aug-21-2020 15:45:45 ACVOPFEINFP6000 |autocalc |DataEntry: 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 L ocation User Value Reason
Aug-21-2020 15:45:45 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
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Header Text: c4591001

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Visit: V1 DAY1 VAX1 L
Form Version: 06-Jul-2020 21:53

Form: REACTOGENICITY DIARY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Time (US & Canada)

-DIARY NOT COLLECTED
FOR THIS SUBJECT

Date L ocation User Value Reason
Aug-21-2020 15:44:17 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO - REACTOGENICITY E
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150
Generated By:  (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Sep-10-2020 20:17:18 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sep/9/2020
Time (US & Canada)
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Header Text: c4591001
Visit: V2 VAX2 L

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form Version: 21-Aug-2020 02:51

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

*** Confidential***

FDA-CBER-2021-5683-0963759

1. Date:
Date L ocation User Value Reason
Sep-10-2020 20:18:02 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sep/9/2020
Time (US & Canada)
2a
Date L ocation User Value Reason
Sep-10-2020 20:18:02 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Record Identifi 1
Time (US & Canada) er::

Temperature:  36.9

TemperatureU C

nit:

TemperatureL ORAL CA

ocation:: VITY
2.a Record | dentifier:
Date L ocation User Value Reason
Sep-10-2020 20:18:02 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 1
Time (US & Canada)
2.a Temperature:
Date L ocation User Value Reason
Sep-10-2020 20:18:02 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 36.9
Time (US & Canada)
2.a Unit:
Date L ocation User Value Reason
Sep-10-2020 20:18:02 | ACVOPFEINFPG000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) C
Time (US & Canada)
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:51

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

2.a Temperature Location:

Date L ocation User Value Reason
Sep-10-2020 20:18:02 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) ORAL CAVITY
Time (US & Canada)
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Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:03

Site No: 1087

Subject No: 10871150
(b) (4)

Generated By:

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Data Origin

Date L ocation User Value Reason

Sep-10-2020 20:18:16 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Sep-10-2020 20:18:16 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | NASAL_SWAB

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Sep-12-2020 13:12:59 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-11-2020 00:51:35 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Opened ‘Sample

(UTC-05:00) Eastern Collected? is Yes,

Time (US & Canada) however no
barcodes are

entered. Please
review and correct

as appropriate.
Sep-10-2020 20:18:16 | ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample
(UTC-05:00) Eastern (autoquery) Collected? is Yes,
Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.
Sep-10-2020 20:18:16 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada) Date of Collection:
Sep/9/2020
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Header Text: c4591001

Visit: V2_VAX2_L

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1087

Subject No: 10871150
Generated By: | (b) (4)

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

5.a
Date Location User Value Reason
Sep-12-2020 13:12:59 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sample | D: BP8ISY
Time (US & Canada)
5.aSample!|D
Date Location User Value Reason
Sep-12-2020 13:12:59 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) BP89SY
Time (US & Canada)
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Header Text: c4591001

Visit: V2_VAX2_L

Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04

Site No: 1087
Subject No: 10871150
Generated By:

(b) (4)

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason
Sep-10-2020 20:18:44 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
2. Treatment Name
Date L ocation User Value Reason
Sep-10-2020 20:18:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | BLINDED THERAPY
Time (US & Canada)
3. Formulation:
Date L ocation User Value Reason
Sep-10-2020 20:18:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INJECTION
Time (US & Canada)
4. Dose Date Time:
Date L ocation User Value Reason
Sep-10-2020 20:18:44 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sep/9/2020 16:59
Time (US & Canada)
5. Anatomical Location:
Date L ocation User Value Reason
Sep-10-2020 20:18:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE
Time (US & Canada)
6. Body Side:
Date L ocation User Value Reason
Sep-10-2020 20:18:44 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) LEFT
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

Time (US & Canada) (b) (4), (b) (6)

7. Route:

Date L ocation User Value Reason
Sep-10-2020 20:18:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INTRAMUSCULAR

Time (US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Sep-10-2020 20:18:44 ACVOPFEINFP6000 |autocalc |DataEntry: 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 L ocation User Value Reason
Sep-10-2020 20:18:44 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES

Time (US & Canada)

090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)
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Header Text: c4591001

Site No: 1087
Subject No: 10871150
Generated By:  (b) (4)

Visit: V3_MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:02

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Date of Visit

*** Confidential***

Date L ocation User Value Reason
Oct-12-2020 14:02:02 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Oct/7/2020
Time (US & Canada)
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Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1087

Subject No: 10871150
(b) (4)

Generated By:

eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Data Origin

Date L ocation User Value Reason

Oct-12-2020 14:02:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Oct-12-2020 14:02:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SERUM

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Oct-12-2020 16:49:37 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Oct-12-2020 14:02:10 | ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample

(UTC-05:00) Eastern (autoquery) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-12-2020 14:02:10 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) YES

Time (US & Canada) Date of Collection:

Oct/7/2020

5a

Date L ocation User Value Reason

Oct-12-2020 16:49:37 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Sample |D: BR24X3

Time (US & Canada)
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Header Text: c4591001

Visit: V3 MONTH1 _POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1087

Subject No: 10871150
Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

5.aSample|D
Date L ocation User Value Reason
Oct-12-2020 16:49:37 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) BR24X3
Time (US & Canada)
5b
Date L ocation User Value Reason
Oct-12-2020 16:50:09 | ACVOPFEINFPG000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sample |D: BSJLSF
Time (US & Canada)
5.b Sample D
Date L ocation User Value Reason
Oct-12-2020 16:50:09 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) BSJ1SF
Time (US & Canada)
5.c
Date L ocation User Value Reason
Oct-12-2020 16:50:33 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sample | D: BSJISR
Time (US & Canada)
5.c Sample D
Date L ocation User Value Reason
Oct-12-2020 16:50:33 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) BSJ1SR
Time (US & Canada)
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Header Text: c4591001

Visit: V4_MONTH6_L

Form Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871150

Generated By:  (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Mar-04-2021 09:57:27 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Mar/3/2021
Time (US & Canada)
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Header Text: c4591001
Visit: V4 MONTH6_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status. Data Complete, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Back to Form

1. Data Origin

Date L ocation User Value Reason

Mar-04-2021 09:57:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) |SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Mar-04-2021 09:57:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SERUM

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Mar-04-2021 09:57:53 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Mar-04-2021 09:57:37 | ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample

(UTC-05:00) Eastern (autoquery) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Mar-04-2021 09:57:37 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) YES

Time (US & Canada) Date of Collection:

Mar/3/2021

5a

Date L ocation User Value Reason

Mar-04-2021 09:57:53 | ACVOPFEINFPGE000 |/ (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Sample 1D: BMBBH?7

Time (US & Canada)
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090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Header Text: c4591001
Visit: V4 MONTH6_L

Form Version: 22-Apr-2020 21:03
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

5.aSample|D
Date L ocation User Value Reason
Mar-04-2021 09:57:53 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) BMBBH7
Time (US & Canada)
5b
Date Location User Value Reason
Mar-04-2021 09:58:04 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) SampleD: BSFRLT
Time (US & Canada)
5.b Sample D
Date L ocation User Value Reason
Mar-04-2021 09:58:04 | ACVOPFEINFPGE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) BSFRLT
Time (US & Canada)
5.c
Date L ocation User Value Reason
Mar-04-2021 09:58:14 | ACVOPFEINFPGE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sample | D: BSFRLM
Time (US & Canada)
5.c Sample D
Date L ocation User Value Reason
Mar-04-2021 09:58:14 | ACVOPFEINFPG000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) () BSFRLM
Time (US & Canada)
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090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

on Aug/25/2020

Form Version: 22-Apr-2020 21:03

Site No: 1087
Subject No: 10871150

Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Jan-27-2021 08:40:18 | ACVOPFEINFP6000 | (b) (4), (b) (6) Query 4: Closed per updated data
(UTC-05:00) Eastern

Time (US & Canada)

Jan-26-2021 17:16:08 | ACVOPFEINFPG000 |(b) (4), (b) (6) Query 4: Answered Changed data per
(UTC-05:00) Eastern query

Time (US & Canada)

Dec-15-2020 07:11:09 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 4: Opened DM: Kindly review
(UTC-05:00) Eastern and complete
Time (US & Canada) ‘Hospitalization
Detailsform' at this
visit. Thank you.
Oct-07-2020 15:36:39 | ACVOPFEINFP6000 Query 3: Closed Response satisfies

(UTC-05:00) Eastern
Time (US & Canada)

(b) (4), (b)
(6)

query

Oct-07-2020 13:14:55
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4). (b) (6)

Query 3: Answered

DATA UPDATED
PER QUERY

Sep-28-2020 06:39:26 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 3: Opened DM Query: Kindly

(UTC-05:00) Eastern review and

Time (US & Canada) complete ‘Health
Care Utilization
form' at thisvisit.
Thank you.

Aug-27-2020 12:14:37 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Aug-27-2020 12:12:08 | ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Aug-27-2020 12:11:27 | ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis

(UTC-05:00) Eastern (autoquery) completed but Date

Time (US & Canada) of Assessment in
the Signsand
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090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/25/2020

Form Version: 22-Apr-2020 21:03

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Symptomsformis
missing. Please
review and update
as appropriate.

Aug-27-2020 12:11:27 | ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visitis

(UTC-05:00) Eastern (autoquery) completed but Date

Time (US & Canada) of Collectionin
both Nasal Swab
Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Aug-27-2020 12:11:27 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Aug/25/2020

Time (US & Canada)

3. COVID-19 llIness Visit:

Date L ocation User Value Reason

Aug-27-2020 12:11:27 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(autocalc) | COVID_A
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Aug/25/2020 Audit Trail History

Form Version: 21-Aug-2020 02:52 Form Status. Data Complete, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Aug-27-2020 12:12:08 | ACVOPFEINFPE000 (/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Aug/25/2020

Time (US & Canada)

2. Date of First Symptom Started:

Date L ocation User Value Reason
Aug-27-2020 12:12:08 | ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Aug/24/2020

Time (US & Canada)

3. Symptoms Ongoing?

Date L ocation User Value Reason
Aug-27-2020 12:12:08 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada) Date of Last Symptom Reso

Ived:

Aug/25/2020

4a
Date L ocation User Value Reason
Aug-27-2020 12:12:08 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Symptoms: FEVER
Time (US & Canada) Symptom Present: YES

4.a Symptoms:

Date L ocation User Value Reason
Aug-27-2020 12:12:08 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) FEVER

Time (US & Canada)

4.a Was symptom present?
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Aug/25/2020

Form Version: 21-Aug-2020 02:52

Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Date L ocation User Value Reason
Aug-27-2020 12:12:08 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
4b
Date L ocation User Value Reason
Aug-27-2020 12:12:08 | ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Symptom NEW OR INCRE
Time (US & Canada) s ASED COUGH

Symptom NO

Present:
4.b Symptoms:
Date L ocation User Value Reason
Aug-27-2020 12:12:08 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NEW OR INCREASED CO
Time (US & Canada) UGH
4.b Was symptom present?
Date L ocation User Value Reason
Aug-27-2020 12:12:08 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
4.c
Date L ocation User Value Reason
Aug-27-2020 12:12:08 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sympto NEW OR INCREA
Time (US & Canada) ms.  SED SHORTNESS

OF BREATH

Sympto NO

m Pres

ent:
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
on Aug/25/2020 Audit Trail History

090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Form Version: 21-Aug-2020 02:52

Form Status: Data Complete, Frozen, Verified

*** Confidential***

FDA-CBER-2021-5683-0963775

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
4.c Symptoms:
Date L ocation User Value Reason
Aug-27-2020 12:12:08 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NEW OR INCREASED SHO
Time (US & Canada) RTNESS OF BREATH
4.c Was symptom present?
Date L ocation User Value Reason
Aug-27-2020 12:12:08 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
4d
Date L ocation User Value Reason
Aug-27-2020 12:12:08 | ACVOPFEINFPE000 (/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Symptoms: CHILLS
Time (US & Canada) Symptom Present: YES
4.d Symptoms:
Date L ocation User Value Reason
Aug-27-2020 12:12:08 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) CHILLS
Time (US & Canada)
4.d Was symptom present?
Date L ocation User Value Reason
Aug-27-2020 12:12:08 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
4e
Date L ocation User Value Reason
Aug-27-2020 12:12:08 | ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(l_JTC-OS:OO) Eastern (b) (6) Sympto NEW OR INCRE
Time (US & Canada) ms. ASED MUSCLE P
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Aug/25/2020 Audit Trail History
Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
AIN

Sympto NO

m Prese

nt:
4.e Symptoms:
Date L ocation User Value Reason
Aug-27-2020 12:12:08 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NEW OR INCREASED MU
Time (US & Canada) SCLE PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Aug-27-2020 12:12:08 | ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
4f
Date L ocation User Value Reason
Aug-27-2020 12:12:08 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sympto NEW LOSSOF T
Time (US & Canada) ms; ASTE OR SMEL

L

Sympto NO

m Presen

t:

090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)
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Header Text: c4591001

on Aug/25/2020

Form Version: 21-Aug-2020 02:52

Audit Trail History
Form Status: Data Complete, Frozen, Verified

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

*** Confidential***

FDA-CBER-2021-5683-0963777

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
4.f Symptoms:
Date L ocation User Value Reason
Aug-27-2020 12:12:08 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NEW LOSS OF TASTE OR
Time (US & Canada) SMELL
4.f Was symptom present?
Date L ocation User Value Reason
Aug-27-2020 12:12:08 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
49
Date L ocation User Value Reason
Aug-27-2020 12:12:08 | ACVOPFEINFPE000 (/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sympto NEW OR INCRE
Time (US & Canada) ms: ASED SORE THR
OAT

Sympto NO

m Prese

nt:
4.9 Symptoms;
Date L ocation User Value Reason
Aug-27-2020 12:12:08 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NEW OR INCREASED SOR
Time (US & Canada) E THROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Aug-27-2020 12:12:08 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
4.h
Date L ocation User Value Reason
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090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Aug/25/2020 Audit Trail History
Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Aug-27-2020 12:12:08 | ACVOPFEINFPE000 (/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Symptoms: DIARRHE
Time (US & Canada) A

Symptom Prese NO

nt:
4.h Symptoms:
Date L ocation User Value Reason
Aug-27-2020 12:12:08 | ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) DIARRHEA
Time (US & Canada)
4.h Was symptom present?
Date L ocation User Value Reason
Aug-27-2020 12:12:08 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
4.
Date L ocation User Value Reason
Aug-27-2020 12:12:08 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Symptoms: VOMITIN
Time (US & Canada) G

Symptom Prese NO

nt:
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090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
on Aug/25/2020 Audit Trail History

Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

Subject No: 10871150 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

4.i Symptoms:

Date L ocation User Value Reason
Aug-27-2020 12:12:08 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) VOMITING

Time (US & Canada)

4.i Was symptom present?

Date L ocation User Value Reason
Aug-27-2020 12:12:08 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO

Time (US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL
on Aug/25/2020

1 - Unscheduled Visit

Form Version: 06-Jul-2020 21:54

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason

Sep-22-2020 09:26:00 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Not Done

Time (US & Canada)

2. Specimen Type:

Date L ocation User Value Reason

Sep-22-2020 09:26:00 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Not Done

Time (US & Canada)

3. Specimen Caollection Location:

Date L ocation User Value Reason

Sep-22-2020 09:26:00 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Not Done

Time (US & Canada)

4. Assay Code and Description:

Date L ocation User Value Reason

Sep-22-2020 09:26:00 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Not Done

Time (US & Canada)

5. Device Type:

Date L ocation User Value Reason

Sep-22-2020 09:26:00 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Not Done

Time (US & Canada)

6. Trade Name:

Date L ocation User Value Reason
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on Aug/25/2020

Site No: 1087

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 06-Jul-2020 21:54

Subject No: 10871150
Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

*** Confidential***

Sep-22-2020 09:26:00 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Not Done
Time (US & Canada)
7. Test Result:
Date L ocation User Value Reason
Sep-22-2020 09:26:00 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Not Done
Time (US & Canada)
8. Comments/Findings/Details:
Date L ocation User Value Reason
Sep-22-2020 09:26:00 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Not Done
Time (US & Canada)
9. Trade Name Other, Specify:
Date L ocation User Value Reason
Sep-22-2020 09:26:00 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Not Done
Time (US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/25/2020

Form Version: 22-Apr-2020 21:03

Site No: 1087
Subject No: 10871150

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Data Origin

Date L ocation User Value Reason
Aug-27-2020 12:14:37 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason
Aug-27-2020 12:14:37 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | NASAL_SWAB_SELF

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Sep-02-2020 14:07:23 | ACVOPFEINFPE000 | (b) (4), (b) Query 2: Closed Response satisfies

(UTC-05:00) Eastern
Time (US & Canada)

6

query

Sep-01-2020 12:44:59 | ACVOPFEINFP6000 |(b) (4), (b) Query 2: Answered Updated per visit
(UTC-05:00) Eastern (6) source document
Time (US & Canada)

Sep-01-2020 02:41:22 | ACVOPFEINFP6000 || (b) (4), (b) (6) Query 1: Closed another query
(UTC-05:00) Eastern present for missing
Time (US & Canada) barcode
Aug-31-2020 18:05:16 | ACVOPFEINFP6000 |/ (b) (4), (b) Query 2: Opened DM: Barcode
(UTC-05:00) Eastern (6) RW87941 was

Time (US & Canada)

received by thelab
however missing in
inform. Please
correct or confirm

as appropriate.
Aug-28-2020 08:48:27 | ACVOPFEINFPE000 |/ (b) (4), Query 1: Answered Nasal self-swab
(UTC-05:00) Eastern (b) (6) will be shipped to
Time (US & Canada) Pfizer 1ab on
27-Aug-2020
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/25/2020

Form Version: 22-Apr-2020 21:03

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Aug-28-2020 05:48:43
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 1: Opened

‘Sample
Collected? is Yes,
however no
barcodes are
entered. Please
review and correct

as appropriate.
Aug-27-2020 12:14:37 | ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample
(UTC-05:00) Eastern (autoquery) Collected? is Yes,
Time (US & Canada) however no

barcodes are

entered. Please

review and correct

as appropriate.
Aug-27-2020 12:14:37 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES

Time (US & Canada)

Aug/25/2020

Date of Collection:

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

Date L ocation User Value Reason
Aug-27-2020 12:15:15 | ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Nasal self-swab will be shipp
Time (US & Canada) ed to Pfizer lab on 27-Aug-20

20
5a
Date L ocation User Value Reason
Sep-01-2020 12:44:04 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()4%é Sample 1D: RW87941
Time (US & Canada)
5.aSample D
Date L ocation User Value |Reason
Sep-04-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | Auto closed by
14:21:04 (b) (4) 1: Clo | Validation Check:
(UTC-05:00) sed |VC _BEETRKO001 01
Eastern Time

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/25/2020
Form Version: 22-Apr-2020 21:03

Site No: 1087

Subject No: 10871150

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

(Us&

Canada)

Sep-04-2020 | ACVOPFEINFPE000 (b) (4), Query | Correct as entered.

13:04:12 (b) (6) 1: An | Reconciled duplicate

(UTC-05:00) swere | barcode on other

Eastern Time d eCRF.

(Us&

Canada)

Sep-02-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW4518471;This

14:46:59 (b) (4) 1: Op |Barcodeisalready

(UTC-05:00) ened | recorded more than

Eastern Time once (for the same

(Us& subject). Please

Canada) review and update as
appropriate.

Sep-01-2020 | ACVOPFEINFPE000 (b) (4), (b) Data | Initia Entry

12:44:04 (6) Entr

(UTC-05:00) M

Eastern Time Rw87

(Us& 941

Canada)
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Header Text: c4591001

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

on Aug/25/2020 Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status. Data Complete, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

Subject No: 10871150

Generated By: | (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Data Origin
Date L ocation User Value Reason
Sep-02-2020 07:43:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(autocalc) | SITE

2. Sample Type
Date L ocation User Value Reason
Sep-02-2020 07:43:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(autocalc) | NASAL_SWAB

3. Sample Collected?

Date L ocation User Value Reason
Sep-08-2020 09:53:04 | ACVOPFEINFPE000 | auto query Query 4: Closed Close Auto Query
(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-08-2020 09:52:13 | ACVOPFEINFP6000 | auto query Query 4: Opened 'Sample Collected?
(UTC-05:00) Eastern (autoquery) ismarked as No

Time (US & Canada)

and 'lf no sample
was collected or
sample was not
collected according
to protocol, please
provide reason' is
missing. Please
review and update

as appropriate.

Sep-08-2020 09:52:13 | ACVOPFEINFP6000 | auto query Query 3: Closed Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Sep-08-2020 09:52:13 | ACVOPFEINFPE000 |/(b) (4), (b) Data Entry: Transcription Error
(UTC-05:00) Eastern (6) NO
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Aug/25/2020

Form Version: 22-Apr-2020 21:03
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Sep-07-2020 00:40:52 | ACVOPFEINFP6000 |(b) (4), Query 3: Opened 'Sample Collected?

(UTC-05:00) Eastern (b) (6) is Yes, however no

Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.

Sep-04-2020 13:03:41 | ACVOPFEINFPE000 | auto query Query 3: 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 07:44:21 | ACVOPFEINFPE000 | auto query Query 2: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-02-2020 07:44:21 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-02-2020 07:44:21 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Transcription Error

(UTC-05:00) Eastern (b) (6) YES

Time (US & Canada) Date of Collection:

Aug/25/2020

Sep-02-2020 07:44:01 ACVOPFEINFP6000 | auto query Query 2: Opened Response to

(UTC-05:00) Eastern (autoquery) "Sample

Time (US & Canada) Collected?" is No,
but Barcodes are
present on the page.

Sep-02-2020 07:43:41 | ACVOPFEINFPE000 | auto query Query 1: Opened ‘Sample Collected?

(UTC-05:00) Eastern (autoquery) ismarked as No

Time (US & Canada) and 'lf no sample
was collected or
sample was not
collected according
to protocol, please
provide reason' is
missing. Please
review and update
as appropriate.

Sep-02-2020 07:43:41 | ACVOPFEINFPe000 | (B) (4), (B) (8) | pata Entry: Initial Entry
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Header Text: c4591001

on Aug/25/2020

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Audit Trail History

Form Version: 22-Apr-2020 21:03

Form Status: Data Complete, Frozen, Verified

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

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

(UTC-05:00) Eastern
Time (US & Canada)

(b) (4),
(b) (6)

NO

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

Date L ocation User Value Reason

Sep-08-2020 09:53:04 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (é)"')(é) Sample was collected by subject an

Time (US & Canada) d documented as such. Visit was a

Telehedlth Visit

5.a

Date L ocation User Value Reason

Sep-04-2020 13:03:41 | ACVOPFEINFP6000 | (b) (4), Data Entry: Dataentry error.

(UTC-05:00) Eastern (b) (6) Sample | D: RW87941 This barcode

Time (US & Canada) correspondsto
Nasal SELF swab
and is entered on
the appropriate
eCRF.
(DELETED)

Sep-02-2020 07:44:01 | ACVOPFEINFPE000 | (b) (4), (b) (6) Data Entry: Initial Entry

(UTC-05:00) Eastern Sample |D: RW87941

Time (US & Canada)

5.aSample|D

Date L ocation User Value |Reason

Sep-08-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Query | Closed by DM: (b)

05:40:29 1: Clos (6)

(UTC-05:00) ed

Eastern Time

(US&

Canada)

Sep-07-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Query | Closed by DM: (b)

14:23:30 2: Clos (6)

(UTC-05:00) ed

Eastern Time

(US&

Canada)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
on Aug/25/2020

Form Version: 22-Apr-2020 21:03

Site No: 1087

Subject No: 10871150

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Sep-04-2020 | ACVOPFEINFPE000 (b) (4), Data E | Dataentry error.
13:03:41 (b) (6) ntry: | Thisbarcode
(UTC-05:00) RWS87 | correspondsto
Eastern Time 941 Nasal SELF swab
(Us& and is entered on
Canada) the appropriate
eCRF.
(DELETED)
Sep-04-2020 | ACVOPFEINFP6000 auto query Query | Dataentry error.
13:03:41 (autoquery) 2: Ans | Thisbarcode
(UTC-05:00) wered | corresponds to
Eastern Time Nasal SELF swab
(Us& and is entered on
Canada) the appropriate
eCRF.
Sep-04-2020 | ACVOPFEINFPG000 auto query Query [ Answer Auto Query
13:03:41 (autoquery) 1: Ans
(UTC-05:00) wered
Eastern Time
(Us&
Canada)
Sep-02-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW4518470;This
14:46:59 (b) (4) 2: Ope |Barcodeisalready
(UTC-05:00) ned recorded more than
Eastern Time once (for the same
(Us& subject). Please
Canada) review and update
as appropriate.
Sep-02-2020 | ACVOPFEINFP6000 (b) (4), Query | DM: Barcode
14:09:13 (b) (6) 1: Reis | RW87941 has been
(UTC-05:00) sued:O | entered on both
Eastern Time pened | Nasal Swab and
(Us& Nasal Swab Self
Canada) CRFs. Please
review and update
accordingly or
clarify
Sep-02-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | PER BARCODE
07:45:31 1: Ans | THISISTHE
(UTC-05:00) wered | CORRECT
Eastern Time SAMPLE ID
(Us&
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
on Aug/25/2020 Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

Subject No: 10871150 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

Canada)

Sep-02-2020 | ACVOPFEINFP6000 auto query Query | Barcodeisnot 6
07:44:.01 (autoquery) 1: Ope | charactersin length.
(UTC-05:00) ned Please review and
Eastern Time correct as

(Us& appropriate.
Canada)

Sep-02-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data E | Initial Entry
07:44:01 ntry:

(UTC-05:00) RwW87

Eastern Time 941

(Us&

Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/25/2020

Form Version: 15-Sep-2020 21:53

Site No: 1087
Subject No: 10871150

Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

la
Date L ocation User Value Reason
Oct-07-2020 13:14:31 ACVOPFEINFPG000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Type of Practitioner: SPECIA
Time (US & Canada) LIST

Occurrenceof Visits NO

or Contacts:
1l.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Oct-07-2020 13:14:31 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) SPECIALIST
Time (US & Canada)
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Oct-07-2020 13:14:31 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
1b
Date L ocation User Value Reason
Oct-07-2020 13:14:31 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Type of Practit EMERGENCY
Time (US & Canada) ioner: ROOM

Occurrenceof YES

Visitsor Conta Number of Vis

cts: itsor Contact

S
1
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/25/2020

Form Version: 15-Sep-2020 21:53

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

1.b Physician or Healthcare Professional:

Date L ocation User Value Reason
Oct-07-2020 13:14:31 ACVOPFEINFPE000 || (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) EMERGENCY ROOM
Time (US & Canada)
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Oct-07-2020 13:14:31 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada) Number of Misits or Contacts:
1
1.c
Date L ocation User Value Reason
Oct-07-2020 13:14:31 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Type of Practiti PRIMARY CA
Time (US & Canada) oner: RE PHYSICIA
N

Occurrenceof NO

Visitsor Conta

cts:
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Oct-07-2020 13:14:31 ACVOPFEINFPE000 || (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) PRIMARY CARE PHYSICIAN
Time (US & Canada)
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Oct-07-2020 13:14:31 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/25/2020

Form Version: 15-Sep-2020 21:53

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
1d
Date Location User Value Reason
Oct-07-2020 13:14:31 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Type of Practitione URGENT
Time (US & Canada) r: CARE

Occurrence of Visit NO

sor Contacts:
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Oct-07-2020 13:14:31 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) URGENT CARE
Time (US & Canada)
1.d Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Oct-07-2020 13:14:31 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
le
Date L ocation User Value Reason
Oct-07-2020 13:14:31 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Type of Practit TELEPHONE
Time (US & Canada) ioner: CONSULTATI

ON

Occurrenceof NO
Visitsor Conta
cts:
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Header Text: c4591001

on Aug/25/2020

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 15-Sep-2020 21:53

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

1.e Physician or Healthcare Professional:

*** Confidential***

Date L ocation User Value Reason
Oct-07-2020 13:14:31 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) TELEPHONE CONSULTATIO
Time (US & Canada) N
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Oct-07-2020 13:14:31 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
1f
Date L ocation User Value Reason
Oct-07-2020 13:14:40 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Typeof Practitioner: ~ OTH
Time (US & Canada) ER

Occurrence of Visitsor NO

Contacts:
Oct-07-2020 13:14:31 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Typeof Practitioner:  OTH
Time (US & Canada) ER

Occurrence of Visits or

Contacts:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/25/2020

Form Version: 15-Sep-2020 21:53

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials:

Generated Time (GMT): 29-Mar-2021 10:22

1.f Physician or Healthcare Professional:

Date L ocation User Value Reason
Oct-07-2020 13:14:31 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) OTHER
Time (US & Canada)
1.f Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Oct-07-2020 13:14:40 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
3. Has the subject been hospitalized due to potential COVID-19 illness?
Date L ocation User Value Reason
Oct-07-2020 13:14:31 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HOSPITALIZATION DETAILS - Audit Trail

on Aug/25/2020
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Date L ocation User Value Reason
Jan-26-2021 17:07:15 ACVOPFEINFP6000 || (b) Form Created
(UTC-05:00) Eastern (4),
Time (US & Canada) (b) (6)
Page 241 of 365

*** Confidential***
FDA-CBER-2021-5683-0963795



090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/25/2020

Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150
Generated By:

(b) (4)

Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Hospitalization Category:

Date L ocation User Value Reason

Jan-26-2021 17:07:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | HOSPITALIZATION STATUS

Time (US & Canada)

2. Hospitalization Term:

Date L ocation User Value Reason

Jan-26-2021 17:07:15 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), HOSPITAL

Time (US & Canada) (b) (6

3. Admission Date:

Date L ocation User Value Reason

Feb-25-2021 09:05:24 | ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response satisfies

(UTC-05:00) Eastern (b) (6) query

Time (US & Canada)

Feb-24-2021 16:47:20 | ACVOPFEINFP6000 | (b) Query 1: Answered All pertinent

(UTC-05:00) Eastern (b()42'6) information has

Time (US & Canada) been entered. The
subject did not
receive respiratory
treatment.

Jan-29-2021 15:29:36 ACVOPFEINFPE000 | (b) (4), Query 1: Opened CLIQUERY:

(UTC-05:00) Eastern (b) (6) Hospitalization:

Time (US & Canada) This subject had
COVID-19 lliness
and was
hospitalized. Please
enter any available
information (vital
signs, pulse oxymet,
respiratory
treatment, lab
results, imaging...).
Please make every
effort to obtain these
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Header Text: c4591001

on Aug/25/2020

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 22-Apr-2020 21:02

Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

information.
Jan-26-2021 17:07:15 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Sep/1/2020
Time (US & Canada)
4. Ongoing?
Date Location User Value Reason
Jan-26-2021 17:07:15 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), NO
Time (US & Canada) (b) (6 Discharge Date:

Sep/5/2020

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/25/2020

Form Version: 06-Jul-2020 21:52

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Aug-27-2020 12:12:54 ACVOPFEINFPE000 |autocac |DataEntry: 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 L ocation User Value Reason

Nov-17-2020 17:09:15 | ACVOPFEINFP6E000 | Salim Query 1: Closed Response satisfies

(UTC-05:00) Eastern Bouguermouh query

Time (US & Canada) (b) (4)

Nov-17-2020 16:23:46 | ACVOPFEINFPG000 |(b) (4), (b) (6) Query 1: Answered Changed data per

(UTC-05:00) Eastern query

Time (US & Canada)

Nov-16-2020 19:39:16 | ACVOPFEINFP6000 | Salim Query 1: Reissued:Opened | Clin: Please Create

(UTC-05:00) Eastern Bouguermouh a2nd COV Visit to

Time (US & Canada) (b) (4) enter this event, and
keep AE entry of
same on the AE
CRF form.

Nov-16-2020 17:21:34 | ACVOPFEINFP6000 | (b) (4), Query 1: Answered Event of STREP

(UTC-05:00) Eastern (b) (6) THROAT is

Time (US & Canada) currently reported
onan AE eCRF. A
2nd Potential
COVID lllness
Visit was not
performed for
STREP THROAT
due to unclear
guidance given to
Site. Create a 2nd
COV Visit to enter
this event, and keep
AE entry of same?
Please clarify.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - eCRF Audit Trail History

on Aug/25/2020

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

Subject No: 10871150 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

Nov-15-2020 15:51:29 | ACVOPFEINFPE000 | Salim Query 1: Reissued:Opened | Clin: query open

(UTC-05:00) Eastern Bouguermouh until resolution

Time (US & Canada) (b) (4)

Nov-13-2020 16:19:57 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answered In communication

(UTC-05:00) Eastern with CRA. Will

Time (US & Canada) update once we
receive guidance.

Nov-13-2020 01:05:22 | ACVOPFEINFPE000 | Salim Query 1: Reissued:Opened | Medical monitor:

(UTC-05:00) Eastern Bouguermouh Please STREP

Time (US & Canada) (b) (4) THROAT should be
reported on a
second potential
COVID-19illness
visit since the start
date is 01Sep2020
more than 4 days
after the resolution
of FEVER and
CHILLSON
25Aug2020

Nov-12-2020 15:55:43 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answered In communication

(UTC-05:00) Eastern with CRA. Will

Time (US & Canada) update once we
receive guidance.

Nov-11-2020 01:49:13 | ACVOPFEINFP6000 | Salim Query 1: Opened Clin: Please STREP

(UTC-05:00) Eastern Bouguermouh THROAT should be

Time (US & Canada) (b) (4) reported on a
second potential
COVID-19illness
visit since the start
date is 01Sep2020
more than 4 days
after the resolution
of FEVER and
CHILLSON
25Aug2020

Nov-04-2020 12:05:48 | ACVOPFEINFPG000 | (b) (4), (b) (6) Data Entry: Changed

(UTC-05:00) Eastern YES Information

Time (US & Canada) Respiratory Illness Diagno

sis:
STREP THROAT
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/25/2020

Form Version: 06-Jul-2020 21:52

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Date of Diagnosis:

Sep/1/2020
Aug-27-2020 12:12:54 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
3. Toxicity Grade:
Date L ocation User Value Reason
Dec-10-2020 10:36:04 | ACVOPFEINFPE000 |/(b) (4), (b) (6) Query 2: Closed Response satisfies

(UTC-05:00) Eastern
Time (US & Canada)

query

Dec-09-2020 10:24:34
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 2: Answered

Transcription Error

Dec-09-2020 10:24:34 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error

(UTC-05:00) Eastern 3

Time (US & Canada)

Dec-07-2020 12:40:52 | ACVOPFEINFPE000 |/(b) (4), (b) (6) Query 2: Opened As per Source

(UTC-05:00) Eastern (AE) Strep Throat

Time (US & Canada) Toxicity Grade
states 3 however;
per EDC, the
Toxicity Gradeis
noted as 2. Please
confirm and
change
accordingly.
Thanks!

Oct-23-2020 23:56:03 | ACVOPFEINFP6000 | Rupa N Shah Query 1: Closed Response satisfies

(UTC-05:00) Eastern (b) (4) query

Time (US & Canada)

Oct-23-2020 16:48:19 | ACVOPFEINFP6000 | auto query Query 1: Answered Initial Entry

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Oct-23-2020 16:48:19 | ACVOPFEINFP6000 |/(b) (4), (b) (6) Data Entry: Initial Entry

(UTC-05:00) Eastern 2
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - eCRF Audit Trail History

on Aug/25/2020

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

Subject No: 10871150 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

Time (US & Canada)

Oct-23-2020 16:48:02 | ACVOPFEINFP6000 |/(b) (4), (b) (6) Data Entry: Initial Entry

(UTC-05:00) Eastern

Time (US & Canada)

Sep-25-2020 03:18:59 | ACVOPFEINFP6000 | Rupa N Shah Query 1: Opened CLIQUERY:

(UTC-05:00) Eastern (b) (4) Toxicity gradeis

Time (US & Canada) not expected to be
"not applicable' if
the subject has
reported
symptoms. Please
provide toxicity
grade between 1-5
based on
symptoms reported
in SOD CRF
within this visit
even if diagnosisis
not available.

Aug-27-2020 12:13:00 | ACVOPFEINFPG000 |/ (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Not Applicable

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS- COVID - Audit Trail
on Aug/25/2020

090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Form Version: 21-Aug-2020 02:50 Form Status:
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Date L ocation User Value Reason
Jan-26-2021 17:12:13 ACVOPFEINFP6000 || (b) Form Created
(UTC-05:00) Eastern (4),
Time (US & Canada) (b) (6)
Page 248 of 365

*** Confidential***
FDA-CBER-2021-5683-0963802




090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/25/2020

Form Version: 21-Aug-2020 02:50

Site No: 1087
Subject No: 10871150
Generated By:

(b) (4)

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Date:
Date L ocation User Value Reason
Jan-26-2021 17:12:13 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sep/5/2020
Time (US & Canada) (b) (6)
2.a
Date L ocation User Value Reason
Jan-26-2021 17:12:13 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), Record I dentifier:: 1
Time (US & Canada) (b) (6 systolic:: 16
2

Diastalic:: 96

Respiratory Ratein respir 16

ationsg/minute:

Heart Ratein beat¥minute 71
2.a Record I dentifier:
Date L ocation User Value Reason
Jan-26-2021 17:12:13 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 1
Time (US & Canada) (b) (6
2.a Systalic:
Date L ocation User Value Reason
Jan-27-2021 08:50:57 ACVOPFEINFP6000 || (b) Query 1: Closed Response satisfies
(UTC-05:00) Eastern (b()42'6) query
Time (US & Canada)
Jan-26-2021 17:13:11 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Answered Original valueis
(UTC-05:00) Eastern correct
Time (US & Canada)
Jan-26-2021 17:12:13 ACVOPFEINFP6000 | auto query Query 1: Opened Systolic BP 162 is
(UTC-05:00) Eastern (autoquery) outside of Normal
Time (US & Canada) Range 90 - 140.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS- COVID - eCRF Audit Trail History

on Aug/25/2020

Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

Subject No: 10871150 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

Jan-26-2021 17:12:13 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-05:00) Eastern 162

Time (US & Canada)

2.aDiastalic:

Date L ocation User Value Reason

Feb-25-2021 12:05:22 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Closed data confirmed to

(UTC-05:00) Eastern be entered as AE

Time (US & Canada)

Feb-24-2021 16:42:00 ACVOPFEINFP6000 || (b) Query 1: Answered Yesthisis

(UTC-05:00) Eastern (é)“%e) clinically

Time (US & Canada) significant. Will
record as ae

Jan-27-2021 02:56:11
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (), (b) (6)

Query 1: Reissued:Opened

Please confirm if
resultisclinically
significant.

Jan-26-2021 17:13:19
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 1: Answered

Origina valueis
correct

Jan-26-2021 17:12:13 ACVOPFEINFP6000 | auto query Query 1: Opened DiastolicBP 96 is
(UTC-05:00) Eastern (autoquery) outside of Normal
Time (US & Canada) Range 60 - 90.
Jan-26-2021 17:12:13 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern 96
Time (US & Canada)
2.a Respiratory Rate in respirationgminute;
Date L ocation User Value Reason
Jan-26-2021 17:12:13 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 16
Time (US & Canada) (b) (6
2.aHeart Ratein beatsminute:
Date L ocation User Value Reason
Jan-26-2021 17:12:13 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 71
Time (US & Canada) (b) (6)
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Header Text: c4591001

on Aug/25/2020

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:51

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Form Status:

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

*** Confidential***

Date L ocation User Value Reason
Jan-26-2021 17:13:35 ACVOPFEINFP6000 | (b) Form Created
(UTC-05:00) Eastern 4,
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/25/2020

Form Version: 21-Aug-2020 02:51

Site No: 1087
Subject No: 10871150
Generated By:

(b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail

History

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Date:

Date L ocation User Value Reason
Jan-26-2021 17:13:35 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sep/5/2020

Time (US & Canada) (b) (6)

2.a

Date L ocation User Value Reason
Jan-26-2021 17:13:35 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()426 Record Identifier:: 1

Time (US & Canada) Oxygen Saturation: 94.0

2.a Record | dentifier:

Date L ocation User Value Reason
Jan-26-2021 17:13:35 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 1

Time (US & Canada) (b) (6

2.a SPO2 Pulse Oximetry %

Date L ocation User Value Reason
Mar-03-2021 07:31:11 | ACVOPFEINFP6000 |/(b) (4), Query 1: Closed Hospital record
(UTC-05:00) Eastern (b) (6) unavailable. CRA

Time (US & Canada)

f/u on-site; pending
verification.

Feb-24-2021 16:45:32
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b)
@),
(b) (6)

Query 1: Answered

Thisisfrom
hospital record.

Feb-13-2021 12:30:33 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Opened Please provide
(UTC-05:00) Eastern source to support
Time (US & Canada) thisvalue
Jan-26-2021 17:13:35 ACVOPFEINFP6000 |(b) (4), (b) (6) |[DataEntry: Initial Entry
(UTC-05:00) Eastern 94.0

Time (US & Canada)
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Header Text: c4591001

on Aug/25/2020

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 06-Jul-2020 21:53

Form: IMAGING - Audit Trail

Form Status:

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

*** Confidential***

Date L ocation User Value Reason
Jan-26-2021 17:15:35 ACVOPFEINFP6000 | (b) Form Created
(UTC-05:00) Eastern 4,
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/25/2020

Form Version: 06-Jul-2020 21:53

Site No: 1087
Subject No: 10871150
Generated By:

(b) (4)

Form: IMAGING - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Date of Assessment:

Date

L ocation

User

Value

Reason

Mar-03-2021 07:31:46
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4).
(b) (6)

Query 1: Closed

Hospital record

unavailable. CRA
f/u on-site; pending
verification.

Feb-24-2021 16:48:27
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b)
4)

(b) (6)

Query 1: Answered

Thisisfroma
hospital record.

Feb-13-2021 12:31:13 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Opened Please provide
(UTC-05:00) Eastern source to support
Time (US & Canada) this entry
Jan-26-2021 17:15:35 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Sep/1/2020
Time (US & Canada)
2. Location of Assessment:
Date L ocation User Value Reason
Jan-26-2021 17:15:35 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), OTHER
Time (US & Canada) (b) (6 If other, specify:
Cervical Soft Tissues

3. Type of Imaging Exam:
Date L ocation User Value Reason
Jan-26-2021 17:15:35 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), CT SCAN
Time (US & Canada) (b) (6
4. Assessment:
Date L ocation User Value Reason
Jan-26-2021 17:15:35 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), ABNORMAL
Time (US & Canada) (b) (6) If abnormal, specify findings:
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Header Text: c4591001

on Aug/25/2020

Form Version: 06-Jul-2020 21:53
Site No: 1087

Subject No: 10871150
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: IMAGING - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Confirmed right tonsillar absc
ess that was draining.

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Sep/09/2020

Form Version: 22-Apr-2020 21:03

Site No: 1087
Subject No: 10871150

Generated By: | (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Mar-09-2021 04:59:05 | ACVOPFEINFP6000 | (b) (4), Query 3: Closed Response satisfies

(UTC-05:00) Eastern (b) (6) query

Time (US & Canada)

Mar-03-2021 16:32:04 | ACVOPFEINFP6000 | (b) Query 3: Answered The site did not

(UTC-05:00) Eastern (é)"')('e) perform a Pot Cov

Time (US & Canada) B llIness visit. We
were asked to
complete one by
data mngt, thus no
convalescent visit
was done.

Mar-01-2021 10:38:32 | ACVOPFEINFP6000 | (b) (4), Query 3: Opened Convalescent visit

(UTC-05:00) Eastern (b) (6) is expected 28-35

Time (US & Canada) days after illness
visit, but no
convalescent visit is
entered. Please
conduct a
convalescent visit
and complete data
entry or respond
with reason visit is
not expected. If
scheduled, please
provide date
expected

Nov-20-2020 07:22:57 | ACVOPFEINFP6000 | (b) (4). Query 1: Deleted As per responsein

(UTC-05:00) Eastern (b) (6) #4.in Swab form

Time (US & Canada)

Nov-17-2020 16:06:57 | ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Nov-17-2020 16:06:09 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error

(UTC-05:00) Eastern Sep/9/2020

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

on Sep/09/2020

Form Version: 22-Apr-2020 21:03

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Nov-17-2020 16:05:09 | ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis

(UTC-05:00) Eastern (autoquery) completed but Date

Time (US & Canada) of Assessment in
the Signs and
Symptoms formis
missing. Please
review and update
as appropriate.

Nov-17-2020 16:05:09 | ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visitis

(UTC-05:00) Eastern (autoquery) completed but Date

Time (US & Canada) of Collectionin
both Nasal Swab
Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Nov-17-2020 16:05:09 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-05:00) Eastern Sep/1/2020

Time (US & Canada)

3. COVID-19 llIness Visit:

Date L ocation User Value Reason

Nov-17-2020 16:05:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | COVID_B

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

on Sep/09/2020

Form Version: 10-Oct-2020 16:02

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Nov-17-2020 16:07:16 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Nov-17-2020 16:06:57 | ACVOPFEINFP6000 | auto query Query 1: Opened All symptoms are
(UTC-05:00) Eastern (autoquery) reported as Not
Time (US & Canada) Present and thereis
no Other Symptom
reported. Please
review and update
as appropriate.
Nov-17-2020 16:06:57 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sep/9/2020
Time (US & Canada) (b) (6
2. Date of First Symptom Started:
Date L ocation User Value Reason
Nov-17-2020 16:06:57 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), Sep/1/2020
Time (US & Canada) (b) (6)
3. Symptoms Ongoing?
Date L ocation User Value Reason
Nov-17-2020 16:06:57 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6 Date of Last Symptom Resolve
d:
Sep/5/2020
4.a
Date L ocation User Value Reason
Nov-17-2020 16:06:57 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

*** Confidential***

FDA-CBER-2021-5683-0963813

on Sep/09/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Time (US & Canada) (b) (4). (b) (6) | symptoms: FEVER

Symptom Present: NO
4.a Symptoms;
Date L ocation User Value Reason
Nov-17-2020 16:06:57 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), FEVER
Time (US & Canada) (b) (6
4.a Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 16:06:57 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6
4b
Date L ocation User Value Reason
Nov-17-2020 16:06:57 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), Symptoms NEW OR INCREA
Time (US & Canada) e : SED COUGH

Symptom NO

Present:
4.b Symptoms:
Date L ocation User Value Reason
Nov-17-2020 16:06:57 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NEW OR INCREASED COUG
Time (US & Canada) (b) (6) H
4.b Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 16:06:57 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), NO
Time (US & Canada) (b) (6
4.c
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Sep/09/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Date L ocation User Value Reason
Nov-17-2020 16:06:57 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), Sympto NEW OR INCREASE
Time (US & Canada) (b) (6) ms. D SHORTNESSOF B
REATH

Sympto NO

m Prese

nt:
4.c Symptoms:
Date L ocation User Value Reason
Nov-17-2020 16:06:57 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern @, NEW OR INCREASED SHORT
Time (US & Canada) (b) (6 NESS OF BREATH
4.c Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 16:06:57 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO
Time (US & Canada) (b) (6
4d
Date L ocation User Value Reason
Nov-17-2020 16:06:57 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (kf)426 Symptoms: CHILLS
Time (US & Canada) Symptom Present: NO

090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)
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Header Text: c4591001

on Sep/09/2020

Form Version: 10-Oct-2020 16:02

Audit Trail History
Form Status: Data Complete, Frozen, Verified

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

*** Confidential***

FDA-CBER-2021-5683-0963815

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
4.d Symptoms:
Date L ocation User Value Reason
Nov-17-2020 16:06:57 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, CHILLS
Time (US & Canada) (b) (6)
4.d Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 16:06:57 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO
Time (US & Canada) (b) (6
4e
Date L ocation User Value Reason
Nov-17-2020 16:06:57 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Symptom NEW OR INCREAS
Time (US & Canada) (b) (6 s ED MUSCLE PAIN

Symptom NO

Present:
4.e Symptoms:
Date L ocation User Value Reason
Nov-17-2020 16:06:57 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), NEW OR INCREASED MUSC
Time (US & Canada) (b) (6) LE PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 16:06:57 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6
4f
Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Sep/09/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Nov-17-2020 16:06:57 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), Symptoms NEW LOSS OF TA
Time (US & Canada) (b) (6) ; STE OR SMELL

Symptom NO

Present:
4.f Symptoms:
Date L ocation User Value Reason
Nov-17-2020 16:06:57 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NEW LOSS OF TASTE OR SM
Time (US & Canada) (b) (6 ELL
4.f Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 16:06:57 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO
Time (US & Canada) (b) (6
49
Date L ocation User Value Reason
Nov-17-2020 16:06:57 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), Symptom NEW OR INCREAS
Time (US & Canada) o s ED SORE THROAT

Symptom NO

Present:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Sep/09/2020

Form Version: 10-Oct-2020 16:02

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

4.g Symptoms:
Date L ocation User Value Reason
Nov-17-2020 16:06:57 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NEW OR INCREASED SORE
Time (US & Canada) (b) (6) THROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 16:06:57 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO
Time (US & Canada) (b) (6
4.h
Date L ocation User Value Reason
Nov-17-2020 16:06:57 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Symptoms: DIARRHE
Time (US & Canada) (b) (6 A
Symptom Present NO

4.h Symptoms:
Date L ocation User Value Reason
Nov-17-2020 16:06:57 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), DIARRHEA
Time (US & Canada) (b) (6)
4.h Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 16:06:57 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6
4.
Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

on Sep/09/2020

Form Version: 10-Oct-2020 16:02

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Nov-17-2020 16:06:57 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), Symptoms; VOMITIN
Time (US & Canada) (b) (6) G
Symptom Present NO

4.i Symptoms:
Date L ocation User Value Reason
Nov-17-2020 16:06:57 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), VOMITING
Time (US & Canada) (b) (6
4.i Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 16:06:57 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO
Time (US & Canada) (b) (6
5a
Date L ocation User Value Reason
Nov-17-2020 16:07:16 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), Symptoms - Other Strep Throa
Time (US & Canada) (b) (6 : t
5.a Symptoms - Other Text:
Date L ocation User Value Reason
Nov-17-2020 16:07:16 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), Strep Throat
Time (US & Canada) (b) (6
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Header Text: c4591001

on Sep/09/2020

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form Version: 06-Jul-2020 21:54

Form Status:

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Audit Trail

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

(UTC-05:00) Eastern
Time (US & Canada)

(4),
(b) (6

Date L ocation User Value Reason
Nov-23-2020 08:29:57 ACVOPFEINFP6000 | (b) Form Deleted Changed
(UTC-05:00) Eastern (4), Information
Time (US & Canada) (b) (6)

Nov-17-2020 16:17:16 ACVOPFEINFPG6000 | (b) Form Created

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

on Sep/09/2020

Form Version: 06-Jul-2020 21:54

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form Status: Data Complete, Deleted, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Nov-23-2020 08:39:40 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Not Applicable
Time (US & Canada) (b) (6)
Nov-23-2020 08:25:00 ACVOPFEINFP6000 (b) Data Entry: Changed
(UTC-05:00) Eastern (4), Information
Time (US & Canada) (b) (6
Nov-17-2020 16:17:16 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sep/1/2020
Time (US & Canada) (b) (6
2. Specimen Type:
Date L ocation User Value Reason
Nov-23-2020 08:39:57 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Not Applicable
Time (US & Canada) (b) (6
Nov-23-2020 08:29:09 ACVOPFEINFP6000 (b) Data Entry: Changed
(UTC-05:00) Eastern (4), Information
Time (US & Canada) (b) (6
Nov-17-2020 16:17:16 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), SWABBED MATERIAL
Time (US & Canada) (b) (6
3. Specimen Collection Location:
Date L ocation User Value Reason
Nov-23-2020 08:40:07 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Not Applicable
Time (US & Canada) (b) (6
Nov-23-2020 08:29:20 ACVOPFEINFP6000 (b) Data Entry: Changed
(UTC-05:00) Eastern 4, Information
Time (US & Canada) (b) (6
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

on Sep/09/2020

Form Version: 06-Jul-2020 21:54

Form Status: Data Complete, Deleted, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

*** THISREPEATING FORM HASBEEN DELETED ***

Nov-17-2020 16:17:16 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), NASOPHARYNX

Time (US & Canada) (b) (6)

4. Assay Code and Description:

Date L ocation User Value Reason

Nov-23-2020 08:25:00 ACVOPFEINFP6000 |autocalc |DataEntry: Changed

(UTC-05:00) Eastern (autocalc) Information

Time (US & Canada)

Nov-17-2020 16:17:16 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SEVERE ACUTE RESP SYNDR

Time (US & Canada) OME CORONAVIRUS 2

5. Device Type:

Date L ocation User Value Reason

Nov-23-2020 08:25:00 ACVOPFEINFPE000 |autocalc |DataEntry: Changed

(UTC-05:00) Eastern (autocalc) Information

Time (US & Canada)

Nov-17-2020 16:17:16 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SARS-COV-2 DIAGNOSTIC TE

Time (US & Canada) ST

6. Trade Name:

Date L ocation User Value Reason

Nov-23-2020 08:40:19 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), Not Applicable

Time (US & Canada) (b) (6)

Nov-23-2020 08:29:29 | ACVOPFEINFP6000 | (b) Data Entry: Changed

(UTC-05:00) Eastern (4), Information

Time (US & Canada) (b) (6)

Nov-17-2020 16:18:02 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Nov-17-2020 16:17:16 | ACVOPFEINFP6000 | auto query Query 1: Opened Trade Nameis

(UTC-05:00) Eastern (autoquery) Other, however
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

on Sep/09/2020

Form Version: 06-Jul-2020 21:54

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form Status: Data Complete, Deleted, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

*** THISREPEATING FORM HASBEEN DELETED ***

Time (US & Canada)

Trade Name Other,
Specify is not
completed. Please
update.

Nov-17-2020 16:17:16 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), OTHER

Time (US & Canada) (b) (6

7. Test Result:

Date L ocation User Value Reason
Nov-23-2020 08:40:30 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Not Applicable

Time (US & Canada) (b) (6)

Nov-23-2020 08:29:36 ACVOPFEINFP6000 (b) Data Entry: Changed
(UTC-05:00) Eastern (4), Information
Time (US & Canada) (b) (6

Nov-17-2020 16:17:16 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NEGATIVE

Time (US & Canada) (b) (6

8. Comments/Findings/Details:

Date L ocation User Value Reason
Nov-23-2020 08:40:41 ACVOPFEINFP6000 (b) Data Entry: Initia Entry
(UTC-05:00) Eastern (4), Not Applicable

Time (US & Canada) (b) (6)

Nov-23-2020 08:29:45 ACVOPFEINFP6000 (b) Data Entry: Changed
(UTC-05:00) Eastern (4), Information
Time (US & Canada) (b) (6

Nov-17-2020 16:17:16 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), Test done at hospital, waiting on

Time (US & Canada) (b) (6 detail records.

9. Trade Name Other, Specify:

Date L ocation User Value Reason
Nov-24-2020 | ACVOPFEINFPS000 (b) (4), (b) (6) Query 1: | Not Applicable
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Header Text: c4591001

on Sep/09/2020

Form Version: 06-Jul-2020 21:54
Site No: 1087

Subject No: 10871150
Generated By: | (b) (4)

Form Status: Data Complete, Deleted, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

*** THISREPEATING FORM HASBEEN DELETED ***

01:17:31 (b) (4), (b) (6) Closed ismarked on

(UTC-05:00) CRF

Eastern Time

(Us&

Canada)

Nov-23-2020 | ACVOPFEINFP6000 auto query Query 1: | Changed

08:29:57 (autoquery) Answere | Information

(UTC-05:00) d

Eastern Time

(Us&

Canada)

Nov-23-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Query 1: | DM: As per the

07:16:40 Reissued: | previous

(UTC-05:00) Opened | response,

Eastern Time "Trade Name

(Us& Other, Specify"

Canada) field will be
updated on the
availability of
medical
records,
however data
is till not
updated, please
review and
update as
appropriate,
else clarify,
thank you.

Nov-20-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Query 1: | to befollowed

02:19:19 Reissued: | up: Waiting on

(UTC-05:00) Candidat | medical

Eastern Time e records. Will

(Us& update as soon

Canada) asthose
records are
obtained.

Nov-19-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: | Waiting on

10:41:23 Answere | medica

(UTC-05:00) d records. Will

Eastern Time update as soon

*** Confidential***

Page 269 of 365

FDA-CBER-2021-5683-0963823




090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

on Sep/09/2020

Form Version: 06-Jul-2020 21:54
Site No: 1087

Subject No: 10871150
Generated By: | (b) (4)

Form Status: Data Complete, Deleted, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

*** THISREPEATING FORM HASBEEN DELETED ***

(Us& asthose

Canada) records are
obtained.

Nov-18-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 1: | novant health

06:23:55 (b) (4) Opened | perisnot

(UTC-05:00) indicated on

Eastern Time the

(Us& FDA-cleared

Canada) (including
Emergency
Use
Authorization)
diagnostic list
and is not
indicated as
'CLIA-certified
lab' or '1SO
15189
accredited lab'
. Please verify
and update as
appropriate.
Otherwise,
please provide
clarification.

(b) (4)

Nov-17-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) DataEnt | Initial Entry

16:18:02 ry:

(UTC-05:00) Novant H

Eastern Time eadth PC

(Us& R

Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Sep/09/2020

eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1087
Subject No: 10871150
Generated By:

(b) (4)

Form Status. Data Complete, Frozen, Verified

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Data Origin

Date L ocation User Value Reason
Nov-17-2020 16:20:29 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason
Nov-17-2020 16:20:29 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | NASAL_SWAB_SELF

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Nov-17-2020 16:20:29 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO

Time (US & Canada) (b) (6)

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

Date L ocation User Value Reason
Nov-17-2020 16:21:12 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Nov-17-2020 16:21:12 ACVOPFEINFP6000 (b) Data Entry: Transcription Error
(UTC-05:00) Eastern 4, Subject did not report sx to site
Time (US & Canada) (b) (6) so noillness visit performed and
no self swab collected.
Nov-17-2020 16:20:29 | ACVOPFEINFP6000 | auto query Query 1: Opened Entered text has
(UTC-05:00) Eastern (autoquery) either acarriage
Time (US & Canada) return (line break)
or extra spaces at
the end of the text
or between words.
Please correct by
removing al datain
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Sep/09/2020

Form Version: 22-Apr-2020 21:03

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

thefield and
re-enter without
adding extra spaces
or using enter or tab
keys.

Nov-17-2020 16:20:29
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 | (b)
4),
(b) (6

Data Entry:

Subject did not report sx to site
so noillness visit performed and
no self swab collected.

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

on Sep/09/2020

Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1087
Subject No: 10871150

Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Data Origin
Date L ocation User Value Reason
Nov-17-2020 16:21:26 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Nov-17-2020 16:21:26 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | NASAL_SWAB
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Nov-17-2020 16:21:26 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6)
4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:
Date L ocation User Value Reason
Nov-17-2020 16:21:26 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Subject did not report sx to site' s
Time (US & Canada) (b) (6) onoillnessvisit performed and n
0 self swab collected.
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Sep/09/2020

Form Version: 10-Oct-2020 15:59

Site No: 1087
Subject No: 10871150

Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

la
Date L ocation User Value Reason
Nov-17-2020 16:22:11 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Type of Practitioner: SPECIA
Time (US & Canada) (b) (6) LIST

Occurrence of Visits NO

or Contacts:
1l.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-17-2020 16:22:11 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, SPECIALIST
Time (US & Canada) (b) (6
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-17-2020 16:22:11 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6
1b
Date L ocation User Value Reason
Nov-17-2020 16:22:11 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), Type of Practit EMERGENCY
Time (US & Canada) ON© ioner: ROOM

Occurrenceof YES

Visitsor Conta Number of Vis

cts: its or Contact

S
1
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Sep/09/2020

Form Version: 10-Oct-2020 15:59

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

1.b Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-17-2020 16:22:11 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), EMERGENCY ROOM
Time (US & Canada) (b) (6)
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-17-2020 16:22:11 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), YES
Time (US & Canada) (b) (6 Number of Misits or Contacts:
1
1.c
Date L ocation User Value Reason
Nov-17-2020 16:22:11 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), Typeof Practit PRIMARY CA
Time (US & Canada) (B)6) ioner: RE PHYSICIA
N

Occurrenceof NO

Visitsor Conta

cts.
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-17-2020 16:22:11 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), PRIMARY CARE PHYSICIAN
Time (US & Canada) (b) (6)
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-17-2020 16:22:11 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Sep/09/2020

Form Version: 10-Oct-2020 15:59

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

1d
Date L ocation User Value Reason
Nov-17-2020 16:22:11 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Type of Practitione URGENT
Time (US & Canada) (b) (6) re CARE

Occurrence of Visit NO

sor Contacts:
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-17-2020 16:22:11 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), URGENT CARE
Time (US & Canada) (b) (6
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-17-2020 16:22:11 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6
le
Date L ocation User Value Reason
Nov-17-2020 16:22:11 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (), Type of Practit TELEPHONE
Time (US & Canada) (0)(6) ioner: CONSULTATI

ON

Occurrenceof NO

Visitsor Conta

cts:
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Header Text: c4591001

on Sep/09/2020

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 10-Oct-2020 15:59

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

1.e Physician or Healthcare Professional:

*** Confidential***

Date L ocation User Value Reason
Nov-17-2020 16:22:11 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), TELEPHONE CONSULTATIO
Time (US & Canada) (b) (6) N
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-17-2020 16:22:11 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), NO
Time (US & Canada) (b) (6
1f
Date L ocation User Value Reason
Nov-17-2020 16:22:11 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Typeof Practitioner:  OTH
Time (US & Canada) (b) (6 ER

Occurrence of Visitsor NO

Contacts:
1.f Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-17-2020 16:22:11 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), OTHER
Time (US & Canada) (b) (6)
1.f Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Nov-17-2020 16:22:11 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6)
3. Hasthe subject been hospitalized due to potential COVID-19 illness?
Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Sep/09/2020

Form Version: 10-Oct-2020 15:59

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Nov-17-2020 16:22:11
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 || (b)
4),
(b) (6)

Data Entry:
YES

Has the subject been in intensiv
e care due to potential COVID-
19illness?

NO

Initial Entry

Page 278 of 365

*** Confidential***
FDA-CBER-2021-5683-0963832




090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: HOSPITALIZATION DETAILS - Audit Trail

on Sep/09/2020
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Date L ocation User Value Reason
Nov-17-2020 16:22:38 ACVOPFEINFP6000 || (b) Form Created
(UTC-05:00) Eastern (4),
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Sep/09/2020

Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

Back to Form

1. Hospitalization Category:

Date L ocation User Value Reason
Nov-17-2020 16:22:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | HOSPITALIZATION STATUS

Time (US & Canada)

2. Hospitalization Term:

Date L ocation User Value Reason
Mar-04-2021 12:08:21 | ACVOPFEINFP6000 | Rupa N Shah | Query 1: Closed Response satisfies
(UTC-05:00) Eastern (b) (4) query

Time (US & Canada)

Mar-03-2021 12:17:06
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 | (b)

(4),
(b) (6)

Query 1: Answered

pending records.

Jan-29-2021 14:24:45
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Rupal N Shah
(b) (4)

Query 1: Reissued:Opened

CLIQUERY:
Unclear what has
changed. This
subject was
hospitalized. Please
enter on the CRF
form any available
information (vital
signs, pulse oxymet,
respiratory
treatment, lab
results, imaging...).
Please make every
effort to obtain
these information

Jan-26-2021 17:16:30
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 | (b)

(4),
(b) (6)

Query 1: Answered

Changed data per
query

Nov-29-2020 11:46:25 | ACVOPFEINFP6000 | Rupa N Shah | Query 1: Opened CLIQUERY: This
(UTC-05:00) Eastern (b) (4) subject was
Time (US & Canada) hospitalized. Please
enter on the CRF
form any available
information (vital
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Sep/09/2020

Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

signs, pulse oxymet,
respiratory
treatment, lab
results, imaging...).
Please make every
effort to obtain
these information

Nov-17-2020 16:22:38 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), HOSPITAL

Time (US & Canada) (b) (6

3. Admission Date:

Date L ocation User Value Reason

Nov-17-2020 16:22:38 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), Sep/1/2020

Time (US & Canada) (b) (6

4. Ongoing?

Date L ocation User Value Reason

Nov-17-2020 16:22:38 ACVOPFEINFP6000 (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), NO

Time (US & Canada) (b) (6) Discharge Date:

Sep/5/2020
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Sep/09/2020

Form Version: 06-Jul-2020 21:52

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified

Form: ILLNESS DETAILS - eCRF Audit Trail History

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Nov-17-2020 16:23:07 ACVOPFEINFP6000 |autocalc |DataEntry: 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 L ocation User Value Reason
Nov-17-2020 16:23:07 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES
Time (US & Canada) (b) (6) Respiratory IlIness Diagnosis:

Strep Throat

Date of Diagnosis:

Sep/1/2020
3. Toxicity Grade:
Date L ocation User Value Reason
Nov-17-2020 16:23:07 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 3
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: POT_COVID_CONVA 1- Unscheduled Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit

Visit on Sep/22/2020 Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Sep-23-2020 15:38:16 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (tf)‘% Sep/22/2020

Time (US & Canada)

3. COVID-19 llIness Visit:

Date Location User Value Reason
Sep-23-2020 15:38:16 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (tf;)(é COVID_A1l
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled

Visit on Sep/22/2020

Form Version: 22-Apr-2020 21:03

Site No: 1087
Subject No: 10871150
Generated By:

(b) (4)

eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Form Status. Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Data Origin
Date L ocation User Value Reason
Sep-23-2020 15:46:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Sep-23-2020 15:46:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Sep-23-2020 15:47:15 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-05:00) Eastern (b()42'6) YES
Time (US & Canada) Date of Collection:
Sep/22/2020
Sep-23-2020 15:46:59 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Sep-23-2020 15:46:39 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-23-2020 15:46:39 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()42’6 YES
Time (US & Canada)
5a
Date L ocation User Value Reason
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Header Text: c4591001

Visit on Sep/22/2020

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form Version: 22-Apr-2020 21:03

Visit: POT_COVID_CONVA 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

(UTC-05:00) Eastern
Time (US & Canada)

Sep-23-2020 15:46:59 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()4)(é) Sample ID: BM95YR

Time (US & Canada)

5.aSampleID

Date L ocation User Value Reason
Sep-23-2020 15:46:59 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()4)(é BMO5YR

Time (US & Canada)

5b

Date L ocation User Value Reason
Sep-23-2020 15:47:41 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

4

(b) (’6) Sample|D: BRT112

*** Confidential***

5.b Sample D
Date L ocation User Value Reason
Sep-23-2020 15:47:41 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (tf)“%e BRT112
Time (US & Canada)
5.c
Date L ocation User Value Reason
Sep-23-2020 15:47:58 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()“)('e Sample ID: BRT116
Time (US & Canada)
5.c Sample 1D
Date L ocation User Value Reason
Sep-23-2020 15:47:58 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (:)()4)(6 BRT116
Time (US & Canada)
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on

Aug/25/2020

Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150

Generated By: | (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Aug-27-2020 12:06:17 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Aug/25/2020
Time (US & Canada)
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on Form: UNPLANNED VISIT - eCRF Audit Trail History
Aug/25/2020

Form Version: 22-Apr-2020 21:04 Form Status. Data Complete, Locked, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Assessments

Date L ocation User Value Reason

Aug-27-2020 12:09:12 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Aug-27-2020 12:06:22 | ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Contact Outcome

(UTC-05:00) Eastern (autoquery) isticked however

Time (US & Canada) 'CONTACT
OUTCOME' form
is not entered.
Please review and
update as
appropriate.

Aug-27-2020 12:06:22 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) CONTACT OUTCOME

Time (US & Canada)
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on

Aug/25/2020

History

Form Version: 22-Apr-2020 21:04

Site No: 1087
Subject No: 10871150
Generated By:

(b) (4)

Form: CONTACT OUTCOME - UNPLANNED - eCRF Audit Trail

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Contact Type:

Date L ocation User Value Reason
Aug-27-2020 12:09:12 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | TELEPHONE VISIT
Time (US & Canada)
2. Was contact made?
Date L ocation User Value Reason
Aug-27-2020 12:09:12 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada) Date of Contact:

Aug/25/2020

Contact Outcome:

VISIT NOT REQUIRED,

INVESTIGATOR DECIS|

ON
3. Comments:
Date L ocation User Value Reason
Aug-27-2020 12:09:12 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Subject called & reported fev
Time (US & Canada) er and chills. Pt to collect self

-swab and get tested locally.
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55

Site No: 1087
Subject No: 10871150
Generated By:

(b) (4)

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Oct-12-2020 14:02:23 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Oct/7/2020
Time (US & Canada)
2. Phase of Disposition:
Date L ocation User Value Reason
Oct-12-2020 14:02:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | VACCINATION
Time (US & Canada)
3. Status:
Date L ocation User Value Reason
Oct-12-2020 14:02:23 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) COMPLETED
Time (US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150
Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - Audit Trall

Form Status:

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date L ocation User Value Reason

Nov-09-2020 10:50:19 | ACVOPFEINFP6000 |(b) (4), (b) (6) Form Deleted Deleted per

(UTC-05:00) Eastern query.

Time (US & Canada)

Oct-27-2020 17:21:46 | ACVOPFEINFP6000 |(b) (4), (b) (6) Form Undeleted Transcription

(UTC-05:00) Eastern Error

Time (US & Canada)

Oct-21-2020 13:52:25 | ACVOPFEINFPG000 | (b) (4), Form Deleted Confirming this

(UTC-05:00) Eastern (b) (6) event of

Time (US & Canada) FEVER s
recorded in the
SOD eCRF for
COVID A visit
completed on
25-Aug-2020.
AE deleted per
query
instructions.

Sep-14-2020 11:29:00 | ACVOPFEINFPE000 | (b) (4), Form Created

(UTC-05:00) Eastern (b) (6)

Time (US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date L ocation User Value Reason

Nov-09-2020 10:50:53 | ACVOPFEINFP6000 |(b) (4), (b) (6) Form Deleted Deleted per

(UTC-05:00) Eastern query.

Time (US & Canada)

Oct-27-2020 17:26:39 | ACVOPFEINFP6000 |/(b) (4), (b) (6) Form Undeleted New

(UTC-05:00) Eastern Information

Time (US & Canada)

Oct-21-2020 13:55:53 | ACVOPFEINFP6000 | (b) (4), Form Deleted Confirming this

(UTC-05:00) Eastern (b) (6) event of

Time (US & Canada) CHILLSIs
recorded in the
SOD eCRF for
COVID A visit
completed on
25-Aug-2020.
ThisAE
deleted per
query
instructions.

Sep-14-2020 11:31:11 | ACVOPFEINFP6000 | (b) (4), Form Created

(UTC-05:00) Eastern (b) (6)

Time (US & Canada)

Page 291 of 365

*** Confidential***

FDA-CBER-2021-5683-0963845




090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

Date L ocation User Value Reason
Sep-14-2020 11:32:54 | ACVOPFEINFP6000 | (b) (4), Form Created
(UTC-05:00) Eastern (b) (6)
Time (US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Date L ocation User Value Reason
Mar-04-2021 16:48:24 ACVOPFEINFP6000 || (b) Form Created
(UTC-05:00) Eastern Time (b()4)(’6)
(US & Canada)
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Header Text: c4591001

090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Date L ocation User Value Reason
Mar-04-2021 16:51:15 ACVOPFEINFP6000 || (b) Form Created
(UTC-05:00) Eastern Time (b()4)(’6)
(US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Date L ocation User Value Reason
Mar-04-2021 16:53:55 ACVOPFEINFP6000 || (b) Form Created
(UTC-05:00) Eastern Time (b()4)(’6)
(US & Canada)
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Header Text: c4591001

090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Date L ocation User Value Reason
Mar-04-2021 16:55:39 ACVOPFEINFP6000 || (b) Form Created
(UTC-05:00) Eastern Time (b()4)(’6)
(US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Date L ocation User Value Reason
Mar-04-2021 16:57:18 ACVOPFEINFP6000 || (b) Form Created
(UTC-05:00) Eastern Time (b()4)(’6)
(US & Canada)
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Header Text: c4591001

090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Date L ocation User Value Reason
Mar-04-2021 16:58:55 ACVOPFEINFP6000 || (b) Form Created
(UTC-05:00) Eastern Time (b()4)(’6)
(US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Date L ocation User Value Reason
Mar-04-2021 17:01:00 ACVOPFEINFP6000 || (b) Form Created
(UTC-05:00) Eastern Time (b()4)(’6)
(US & Canada)
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Header Text: c4591001

090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Date L ocation User Value Reason
Mar-04-2021 17:05:48 ACVOPFEINFP6000 || (b) Form Created
(UTC-05:00) Eastern Time (b()4)(’6)
(US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Date L ocation User Value Reason
Mar-04-2021 17:08:14 ACVOPFEINFP6000 || (b) Form Created
(UTC-05:00) Eastern Time (b()4)(’6)
(US & Canada)
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Header Text: c4591001

090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Date L ocation User Value Reason
Mar-04-2021 17:09:55 ACVOPFEINFP6000 || (b) Form Created
(UTC-05:00) Eastern Time (b()4)(’6)
(US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Date L ocation User Value Reason
Mar-04-2021 17:11:18 ACVOPFEINFP6000 || (b) Form Created
(UTC-05:00) Eastern Time (b()4)(’6)
(US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150
Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Category:

Date L ocation User Value Reason

Nov-09-2020 10:49:44 ACVOPFEINFP6000 |autocalc |DataEntry: deleted per query.

(UTC-05:00) Eastern (autocalc)

Time (US & Canada)

Sep-14-2020 11:29:00 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT

Time (US & Canada)

2.AEID:

Date L ocation User Value Reason

Nov-09-2020 10:49:44 ACVOPFEINFP6000 |autocalc |DataEntry: deleted per query.

(UTC-05:00) Eastern (autocalc)

Time (US & Canada)

Sep-14-2020 11:29:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) |1

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Nov-11-2020 01:51:13 | ACVOPFEINFP6000 | Salim Query 2: Closed Response satisfies

(UTC-05:00) Eastern Bouguermouh query

Time (US & Canada) (b) (4)

Nov-09-2020 10:49:44 | ACVOPFEINFP6000 | auto query Query 2: Answered deleted per query.

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Nov-09-2020 10:49:44 | ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: deleted per query.

(UTC-05:00) Eastern

Time (US & Canada)

Nov-06-2020 21:15:12 | ACVOPFEINFP6000 | Salim Query 2: Reissued:Opened Clin: Per Prot Sect

(UTC-05:00) Eastern Bouguermouh 8.3.7., potential

Time (US & Canada) (b) (4) COVID-19related
FEVER does not
qualify as AE and
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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: Incomplete, Data Complete, Deleted, Verified

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

*** THISREPEATING FORM HASBEEN DELETED ***

please should be
documented only
on the COVID
IlIness CRF SOD
form and should
not be captured on
the AE CRF page.

Nov-04-2020 17:07:35 | ACVOPFEINFP6000 |(b) (4); (b) (6) Query 2: Answered AS SUBJECT'S

(UTC-05:00) Eastern
Time (US & Canada)

SYMPTOMS
STARTED OVER
72 HOURS
AFTER
VACCINE, PI
FELTIT
PRUDENT THAT
HE COLLECT A
SWAB

Nov-03-2020 02:21:21 | ACVOPFEINFPE000 ||(b) (4), (b) Query 2: Opened During the 7 days

(UTC-05:00) Eastern
Time (US & Canada)

(6) following each
vaccination,
potential
COVID-19
symptoms that
overlap with
specific systemic
events should not
trigger a potential
COVID-19 visit
unless, in the
investigator's
opinion, the
clinical pictureis
more indicative of
COVID-19

Nov-02-2020 19:47:03 | ACVOPFEINFPE000 | Salim Query 2: Candidate During the 7 days

(UTC-05:00) Eastern
Time (US & Canada)

Bouguermouh following each
(b) (4) vaccination,
potential
COVID-19
symptoms that
overlap with
specific systemic
events should not
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Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

*** THISREPEATING FORM HASBEEN DELETED ***

trigger a potential
COVID-19 visit
unless, in the
investigator's
opinion, the
clinical pictureis
more indicative of
COVID-19

Oct-21-2020 14:50:03
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 1: Closed

Response satisfies
query

Oct-21-2020 13:52:04
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

(b) (4),
(b) (6)

Query 1: Answered

Confirming this
event of FEVER is
recorded in the
SOD eCRF for
COVID A visit
completed on
25-Aug-2020. This
AE will be deleted
per query
instructions.

Oct-15-2020 06:57:02
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4),
(b) (6)

Query 1. Opened

Clin: Per protocol
section 8.1.,
COVID-19 listed
symptom FEVER,
not a solicited
systemic event,
should have please
triggered a
potential COVID
IlIness Visit and
documented ONLY
onthe COVID
IlIness SOD CRF
form and not on the
AE CRF form.

Oct-08-2020 13:08:11
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 1: Candidate

Clin: Per protocol
section 8.1.,
COVID-19 listed
symptom FEVER,
not a solicited
systemic event,
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Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

*** THISREPEATING FORM HASBEEN DELETED ***

should have please

triggered a
potential COVID
IlIness Visit and
documented ONLY
onthe COVID
IlIness SOD CRF
form and not on the
AE CRF form.
Sep-14-2020 11:29:00 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) FEVER
Time (US & Canada)
4. Start Date Time:
Date Location User Value Reason
Sep-14-2020 11:29:00 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Aug/24/2020 UNK:UNK
Time (US & Canada)
5. Isthe adverse event still ongoing?
Date Location User Value Reason
Sep-14-2020 11:29:00 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada) End Date Time;
Aug/25/2020 UNK:UNK
6. Toxicity Grade:
Date L ocation User Value Reason
Sep-14-2020 11:29:00 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 2
Time (US & Canada)

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

*** THISREPEATING FORM HASBEEN DELETED ***

require medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason
Sep-14-2020 11:29:00 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Sep-14-2020 11:29:00 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Sep-14-2020 11:29:00 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) RELATED
Time (US & Canada)
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Sep-14-2020 11:29:00 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NOT APPLICABLE
Time (US & Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Sep-14-2020 11:29:00 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Sep-14-2020 11:29:00 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
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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: Incomplete, Data Complete, Deleted, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

Subject No: 10871150 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

*** THISREPEATING FORM HASBEEN DELETED ***

Time (US & Canada) (b) (4), (b) (6)

13. What was the outcome of this adverse event?:

Date L ocation User Value Reason
Sep-14-2020 11:29:00 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initia Entry
(UTC-05:00) Eastern (b) (6) RECOVERED/RESOLVED

Time (US & Canada)

14. Did the adverse event cause the subject to be discontinued from the study?

Date L ocation User Value Reason
Sep-14-2020 11:29:00 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO

Time (US & Canada)

Page 309 of 365

*** Confidential***

FDA-CBER-2021-5683-0963863



090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150
Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Deleted, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Category:

Date L ocation User Value Reason

Sep-14-2020 11:31:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date L ocation User Value Reason

Sep-14-2020 11:31:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) |2

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Nov-11-2020 01:51:13 | ACVOPFEINFP6000 | Salim Query 2: Closed Response satisfies

(UTC-05:00) Eastern Bouguermouh query

Time (US & Canada) (b) (4)

Nov-09-2020 10:50:53 | ACVOPFEINFP6000 | auto query Query 2: Answered Deleted per query.

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Nov-06-2020 21:15:50 | ACVOPFEINFP6000 | Salim Query 2: Reissued:Opened | Clin: Per Prot Sect

(UTC-05:00) Eastern Bouguermouh 8.3.7., potential

Time (US & Canada) (b) (4) COVID-19 related
CHILLS does not
qualify as AE and
please should be
documented only
onthe COVID
I1lness CRF SOD
form and should
not be captured on
the AE CRF page.

Nov-04-2020 17:08:01 | ACVOPFEINFPG000 |/(b) (4), (b) (6) Query 2: Answered AS SUBJECT'S

(UTC-05:00) Eastern SYMPTOMS
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Header Text: c4591001

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted, Verified

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

*** THISREPEATING FORM HASBEEN DELETED ***

Time (US & Canada)

STARTED OVER
72 HOURS
AFTER
VACCINE, PI
FELTIT
PRUDENT THAT
HE COLLECT A
SWAB

Nov-03-2020 02:22:28
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) Query 2: Opened During the 7 days
(6) following each
vaccination,
potential
COVID-19
symptoms that
overlap with
specific systemic
events should not
trigger a potential
COVID-19 visit
unless, in the
investigator's
opinion, the
clinical pictureis
more indicative of
COVID-19

Nov-02-2020 19:47:26
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Salim Query 2: Candidate During the 7 days
Bouguermouh following each
(b) (4) vaccination,
potential
COVID-19
symptoms that
overlap with
specific systemic
events should not
trigger a potential
COVID-19 visit
unless, in the
investigator’'s
opinion, the
clinica pictureis
more indicative of
COVID-19
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Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Deleted, Verified

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

*** THISREPEATING FORM HASBEEN DELETED ***

Oct-21-2020 14:50:03
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

(b) (4), (b) (6)

Query 1: Closed

Response satisfies
query

Oct-21-2020 13:55:18
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

(b) (4),
(b) (6)

Query 1: Answered

Confirming this
event of CHILLSIis
recorded in the
SOD eCRF for
COVID A visit
completed on
25-Aug-2020. This
AE will be deleted
per query
instructions.

Oct-15-2020 06:55:55
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4),
(b) (6)

Query 1: Opened

Clin: Per protocol
section 8.1.,
COVID-19 listed
symptom COUGH,
not asolicited
systemic event,
should have please
triggered a
potential COVID
IlIness Visit and
documented ONLY
onthe COVID
I1Iness SOD CRF
form and not on the
AE CRF form.

Oct-08-2020 13:08:29
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 1: Candidate

Clin: Per protocol
section 8.1.,
COVID-19 listed
symptom COUGH,
not asolicited
systemic event,
should have please
triggered a
potential COVID
IlIness Visit and
documented ONLY
on the COVID
I1Iness SOD CRF
form and not on the
AE CRF form.
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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, Deleted, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

Subject No: 10871150 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

*** THISREPEATING FORM HASBEEN DELETED ***

Sep-14-2020 11:31:11 | ACVOPFEINFP6000 |[(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) CHILLS

Time (US & Canada)

4, Start Date Time:

Date L ocation User Value Reason
Sep-14-2020 11:31:11 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Aug/24/2020 UNK:UNK

Time (US & Canada)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
Sep-14-2020 11:31:11 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO

Time (US & Canada) End Date Time:

Aug/25/2020 UNK:UNK

6. Toxicity Grade:

Date L ocation User Value Reason
Sep-14-202011:31:11 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 2

Time (US & Canada)

7. I sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.
Fatal; Life-threatening; I npatient hospitalization or prolongation of existing hospitalization; Persistent or significant

disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason
Sep-14-2020 11:31:11 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO

Time (US & Canada)

8. Isthisadverse event theresult of a 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 Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

*** THISREPEATING FORM HASBEEN DELETED ***
Date L ocation User Value Reason
Sep-14-2020 11:31:11 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Sep-14-2020 11:31:11 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) RELATED
Time (US & Canada)
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Sep-14-2020 11:31:11 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NOT APPLICABLE
Time (US & Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Sep-14-2020 11:31:11 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Sep-14-2020 11:31:11 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Sep-14-2020 11:31:11 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) RECOVERED/RESOLVED
Time (US & Canada)
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Header Text: c4591001

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted, Verified

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

*** THISREPEATING FORM HASBEEN DELETED ***

14. Did the adverse event cause the subject to be discontinued from the study?

*** Confidential***

Date L ocation User Value Reason
Sep-14-2020 11:31:11 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150
Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Category:

Date L ocation User Value Reason
Sep-14-2020 11:32:54 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date L ocation User Value Reason
Sep-14-2020 11:32:54 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |3

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Nov-11-2020 01:49:32 | ACVOPFEINFP6000 | Salim Query 1: Closed Response satisfies
(UTC-05:00) Eastern Bouguermouh query
Time (US & Canada) (b) (4)

Nov-09-2020 14:11:59
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 1: Answered

Thiswas an SAE.
Areyou surethis
should be deleted?

Nov-06-2020 21:17:38
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Salim
Bouguermouh

(b) (4)

Query 1: Reissued: Opened

Clin: Per Prot Sect
8.3.7., potential
COVID-19 related
STREP THROAT
does not qualify as
AE and please
should be
documented only
on the COVID-19
CRF ILLNESS
DETAILS and
should not be
captured on the
AE CRF page.

Nov-04-2020 12:01:10
(UTC-05:00) Eastern

ACVOPFEINFP6000

(b) (4). (b) (6)

Query 1: Answered

A COVID
ILLNESSWAS
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Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

Subject No: 10871150 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

Time (US & Canada) DONE. WILL
UPDATE THE
SOD FORM

Nov-02-2020 19:48:27 | ACVOPFEINFP6000 | Salim Query 1: Opened Clin: Per Prot Sec

(UTC-05:00) Eastern Bouguermouh 8.13., potential

Time (US & Canada) (b) (4) COVID-19 -
STREP THROAT
(cough, sore
throat, fever?)
should have please
triggered a
COVID lllness
Visit irrespective
of perceived
etiology, clinical
significance and
captured also on
the SOD form

Sep-14-2020 11:32:54 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) STREP THROAT

Time (US & Canada)

4. Start Date Time:

Date L ocation User Value Reason

Mar-08-2021 14:52:51 | ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: New Information

(UTC-05:00) Eastern
Time (US & Canada)

Aug/25/2020 UNK:UNK

Sep-14-2020 11:32:54 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sep/1/2020 UNK:UNK

Time (US & Canada)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
Mar-08-2021 15:15:25 | ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Transcription Error
(UTC-05:00) Eastern NO

Time (US & Canada) End Date Time;

Sep/5/2020 UNK:UNK

Mar-08-2021 15:15:02 | ACVOPFEINFP6000 |/(b) (4), (b) (6) Data Entry: New Information
(UTC-05:00) Eastern NO
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Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Time (US & Canada)

End Date Time:

Aug/25/2020 UNK:UN
K

Oct-07-2020 23:49:46
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

(b) (4), (b) (6)

Query 1: Closed

Response satisfies
query

Oct-07-2020 13:18:27
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 1: Answered

PER
HOSPITALIZATION
NO OTHER
FACTORS NOR
COMPLICATIONS
CONTRIBUTED
OTHER THAN THE
STREP THROAT
CONTRIBUTED TO
THE DURATION OF
THE
HOSPITALIZATION

Sep-30-2020 20:32:23 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Opened CLINICAL

(UTC-05:00) Eastern Concerning the

Time (US & Canada) Hospital admission
from 9/1-5 for strep
throat(4 nights),
please clarify if any
factors (other than
age) or complications
contributed to the
duration of
hospitalization

Sep-14-2020 11:32:54 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) NO

Time (US & Canada) End Date Time:

Sep/5/2020 UNK:UNK

6. Toxicity Grade:

Date L ocation User Value Reason

Sep-14-2020 11:32:54 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) 3

Time (US & Canada)
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Header Text: c4591001

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Mar-09-2021 02:22:37 | ACVOPFEINFPE000 |auto query Query 4: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Mar-08-2021 09:03:07 | ACVOPFEINFP6000 | auto query Query 4: Candidate For AE STREP

(UTC-05:00) Eastern (autoquery) THROAT:

Time (US & Canada) Responseto "Isthe
adverse event
serious?" is'No' but
"Serious Adverse
Event Number" is
present.

Mar-08-2021 09:03:07 | ACVOPFEINFP6000 | (b) (4), Data Entry: Changed

(UTC-05:00) Eastern (b) (6) NO Information

Time (US & Canada)

Oct-26-2020 17:58:37 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 3: Closed Query closed; will

(UTC-05:00) Eastern follow for SAE

Time (US & Canada) update on COVID
testing if hosp
records received

Oct-23-2020 16:45:36
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 3: Answered

DATE OF COVID
TEST
UNKNOWN.
HOSPITAL
RECORDS HAVE
NOT BEEN
RECEIVED YET

Oct-21-2020 09:59:23
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG6000

(b) (4), (b) (6)

Query 3: Opened

CLINICAL Please
add date for
hospital COVID
test to SAE report,
if known (during
hospitalization, so
Sept 1to5),ina

*** Confidential***
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

SAE safety update

Sep-16-2020 09:36:50 | ACVOPFEINFPG000 | auto query Query 2: Closed Close Auto Query

(UTC-05:00) Eastern
Time (US & Canada)

(autoquery)

Sep-16-2020 09:36:50 | ACVOPFEINFPG000 | (b) (4); Data Entry: Updated

(UTC-05:00) Eastern
Time (US & Canada)

(b) (6) YES

Isthis serious event associ
ated with congenital anom
ay or birth defect?

NO

Did this serious event resul
t in death?

NO
Did this serious event requ
ire or prolong hospitalizati
on?

YES
Did this serious event resul
tin persistent or significan
t disability/incapacity?

NO

Isthis serious event life thr
eatening?

NO

Other medically important
serious event

NO

Sep-15-2020 05:45:54 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern
Time (US & Canada)

(autoquery)

Sep-14-2020 11:32:54 | ACVOPFEINFP6000 | auto query Query 2: Opened Isthis adverse

(UTC-05:00) Eastern

(autoquery) event serious? is
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Header Text: 4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Time (US & Canada)

reported 'Yes, but
at least one
seriousness criteria
ismissing. Please
review and update
as appropriate.

Sep-14-2020 11:32:54 | ACVOPFEINFP6000
(UTC-05:00) Eastern
Time (US & Canada)

auto query Query 1. Candidate For AE STREP
(autoquery) THROAT:
Responseto "Isthe
adverse event
serious?’ is'Yes
but "Serious
Adverse Event
Number" is blank.

Sep-14-2020 11:32:54 | ACVOPFEINFP6000
(UTC-05:00) Eastern
Time (US & Canada)

(b) (4), Data Entry: Initial Entry
(b) (6) YES

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason
Sep-14-2020 11:32:54 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO

Time (US & Canada)

9. Isthis event related to study treatment:

Date L ocation User Value Reason

Nov-13-2020 | ACVOPFEINFP6000
15:47:22
(UTC-05:00)
Eastern Time
(Us&
Canada)

(b) (4), (b) (6) Query 1: | Response
Closed satisfies query

Nov-13-2020 | ACVOPFEINFP6000
12:24:42
(UTC-05:00)
Eastern Time
(Us&
Canada)

(b) (4), (b) (6) Query 1. | Strep throat
Answered | was caused by
Streptococcal
bacteria. Strep
throat is the
diagnosis.
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Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1087

Subject No: 10871150

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Nov-13-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 1. Please review
04:19:43 (b) (4) 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 [bacteria
infection].
Any
symptoms,
AEs or other
key data
should be
collected on
the appropriate
page. Please
review and
update as
necessary.
(b) (4)
Sep-14-2020 | ACVOPFEINFP6000 (b) (4), Data Entr | Initial Entry
11:32:54 (b) (6) Vo
(UTC-05:00) NOT REL
Eastern Time ATED
(Us& If Not R
Canada) dated to
study tre
ament(s
), thisev
entisdu
eto:
OTHE
R
If Oth
er, sp
ecify:
BA
CT
ERI
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Header Text: 4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

AL

INF

EC

TIO

N
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Sep-14-2020 11:32:54 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NOT APPLICABLE
Time (US & Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Sep-14-2020 11:32:54 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Sep-14-2020 11:32:54 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Sep-14-2020 11:32:54 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) RECOVERED/RESOLVED
Time (US & Canada)
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Sep-14-2020 11:32:54 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)

15. Serious Adverse Event Number: For Pfizer Use Only

Page
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Date L ocation User Value Reason
Mar-09-2021 02:22:37 ACVOPFEINFPE000 | (b) (4), Data Entry: downgraded to non
(UTC-05:00) Eastern (b) (6) Sserious
Time (US & Canada)
Sep-15-2020 05:45:54 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 2020352363
Time (US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871150

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Back to Form

1. Category:

Date L ocation User Value Reason

Mar-04-2021 16:48:24 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date L ocation User Value Reason

Mar-04-2021 16:48:24 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) |4

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Mar-09-2021 02:23:47 | ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response satisfies

(UTC-05:00) Eastern (b) (6) query

Time (US & Canada)

Mar-08-2021 12:23:48 | ACVOPFEINFP6000 | (b) Query 1: Answered Subject reported his

(UTC-05:00) Eastern (b()4)(’6) hospitalization was

Time (US & Canada) d/t strep throat, but
hospital records
noted his stay was
dueto atonsillar
abscess. Tonsillar
abscess replaced
strep throat.

Mar-07-2021 22:02:48 | ACVOPFEINFPG000 | (b) (4), Query 1. Opened SAE RECON:

(UTC-05:00) Eastern (b) (6) AER#2020352363,

Time (US & Canada) AE#4 Tonsillar
Abscess - Right was
added but has the
same information
with AE#3 STREP
THROAT. Please
confirm if AE#4 isa
duplicate and the
term for AE# should

Page 325 of 365

*** Confidential***

FDA-CBER-2021-5683-0963879




090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

be updated to
Tonsillar Abscess -
Right.

Mar-04-2021 16:48:24 | ACVOPFEINFP6000 (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Tonsillar Abscess - Right
Time (US & Canada)
4. Start Date Time:
Date L ocation User Value Reason
Mar-04-2021 16:48:24 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (1)()4)(23 Sep/1/2020 UNK:UNK
Time (US & Canada)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Mar-04-2021 16:48:24 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()4)(é NO
Time (US & Canada) End Date Time;

Sep/5/2020 UNK:UNK
6. Toxicity Grade:
Date L ocation User Value Reason
Mar-04-2021 16:48:24 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()4)(6) 3
Time (US & Canada)

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Mar-07-2021 21:52:35 ACVOPFEINFP6000 | (b) (4), Query 1: Deleted Query can be
(UTC-05:00) Eastern (b) (6) addressed internally
Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Mar-04-2021 16:48:24
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000 | auto query

(autoquery)

Query 1: Candidate

For AE Tonsillar
Abscess - Right:
Responseto "Isthe
adverse event
serious?" is'Yes
but " Serious
Adverse Event
Number" is blank.

Mar-04-2021 16:48:24
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000 | (b) (4),

(b) (6)

Data Entry:
YES

Isthis serious event associated
with congenital anomaly or birth
defect?

NO

Did this serious event result in d
eath?

NO

Did this serious event require or
prolong hospitalization?

YES

Did this serious event result in p
ersistent or significant disability/
incapacity?

NO

Isthis serious event life threaten
ing?

NO

Other medically important serio
us event

NO

Initial Entry

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date

L ocation | User

|VaJue

Reason
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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, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Mar-04-2021 16:48:24 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()4)(’6) NO
Time (US & Canada)
9. Isthisevent related to study treatment:
Date L ocation User Value Reason
Mar-04-2021 16:48:24 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é)“)(lﬁ NOT RELATED
Time (US & Canada) If Not Related to study treatment(
s), thisevent is due to:
OTHER
If Other, specify:
Strep Throat
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Mar-04-2021 16:48:24 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (tf)4)(’6 NOT APPLICABLE
Time (US & Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Mar-04-2021 16:48:24 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (tf)‘% YES
Time (US & Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Mar-04-2021 16:48:24 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (tf)‘% NO
Time (US & Canada)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Mar-04-2021 16:48:24 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (tf)4)(’6) RECOVERED/RESOLVED
Time (US & Canada)
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Mar-04-2021 16:48:24 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (1)()4)(6) NO
Time (US & Canada)
15. Serious Adverse Event Number: For Pfizer Use Only
Date L ocation User Value Reason
Mar-09-2021 02:22:57 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) 2020352363
Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150
Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Category:
Date L ocation User Value Reason
Mar-04-2021 16:51:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT
Time (US & Canada)
2.AEID:
Date L ocation User Value Reason
Mar-04-2021 16:51:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |5
Time (US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Mar-04-2021 16:51:15 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()“)(é) Odynophagia
Time (US & Canada)
4. Start Date Time:
Date L ocation User Value Reason
Mar-04-2021 16:51:15 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()4)(é Sep/1/2020 UNK:UNK
Time (US & Canada)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Mar-04-2021 16:51:15 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()“%e NO
Time (US & Canada) End Date Time;
Sep/5/2020 UNK:UNK

6. Toxicity Grade:
Date L ocation User Value Reason

Page 330 of 365

*** Confidential***

FDA-CBER-2021-5683-0963884




090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (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, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

Subject No: 10871150 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

Mar-04-2021 16:51:15 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ),

Time (US & Canada) (b) (6)

7. I sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.
Fatal; Life-threatening; I npatient hospitalization or prolongation of existing hospitalization; Persistent or significant

disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason
Mar-04-2021 16:51:15 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (1)()4)(6) NO

Time (US & Canada)

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason
Mar-04-2021 16:51:15 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ) NO

Time (US & Canada) (b) (6)

9. Isthisevent related to study treatment:

Date L ocation User Value Reason
Mar-04-2021 16:51:15 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), NOT RELATED

(b) (6

Time (US & Canada) If Not Related to study treatment(

s), thisevent is due to:
OTHER
If Other, specify:

Tonsillar Abscess

10. Latest Action Taken with Study Treatment:

Date L ocation User Value Reason
Mar-04-2021 16:51:15 | ACVOPFEINFPe000 |(@) (). (0) | pata Entry: Initial Entry
(UTC-05:00) Eastern (6)  |NOT APPLICABLE
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

4 1
Time (US & Canada) () ((6)) ()
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Mar-04-2021 16:51:15 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()“)(é) NO
Time (US & Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Mar-04-2021 16:51:15 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (tf)‘% NO
Time (US & Canada)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Mar-04-2021 16:51:15 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é)“)(é) RECOVERED/RESOLVED
Time (US & Canada)
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Mar-04-2021 16:51:15 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ) NO

Time (US & Canada)

(b) (6)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150
Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status. Data Complete, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Category:

Date L ocation User Value Reason

Mar-04-2021 16:53:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT

Time (US & Canada)

2.AEID:

Date L ocation User Value Reason

Mar-04-2021 16:53:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) |6

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Mar-04-2021 16:53:55 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (1)()4)(25) Femoral Hernia - Right

Time (US & Canada)

4. Start Date Time:

Date L ocation User Value Reason

Mar-04-2021 16:53:55 ACVOPFEINFP6000 | (b) Data Entry: Initia Entry

(UTC-05:00) Eastern (b()4)(é Sep/1/2020 UNK:UNK

Time (US & Canada)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason

Mar-04-2021 16:53:55 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (b()“%e YES

Time (US & Canada)

6. Toxicity Grade:

Date L ocation User Value Reason
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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

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form Status: Data Complete, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Mar-04-2021 16:53:55
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

(b)
@,
(b) (6)

Data Entry:

Initial Entry

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Mar-04-2021 16:53:55 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (1)()4)(6) NO
Time (US & Canada)
8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Mar-04-2021 16:53:55 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()4)(é) NO
Time (US & Canada)
9. Isthisevent related to study treatment:
Date L ocation User Value Reason
Mar-04-2021 16:53:55 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é)“%e NOT RELATED
Time (US & Canada) If Not Related to study treatment(
s), thisevent is due to:
OTHER
If Other, specify:
Idiopathic
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Mar-04-2021 16:53:55 | ACVOPFEINFPE000 |(B) (4): (B) | pata Entry: Initial Entry
(UTC-05:00) Eastern (6) | NOT APPLICABLE
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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, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
b) (4), (b

Time (US & Canada) ( )((6)) (b)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Mar-04-2021 16:53:55 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()“)(é) NO
Time (US & Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Mar-04-2021 16:53:55 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (tf)‘% NO
Time (US & Canada)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Mar-04-2021 16:53:55 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é)“)(é) NOT RECOVERED/NOT RESOL
Time (US & Canada) VED
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Mar-04-2021 16:53:55 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()4)(’6) NO
Time (US & Canada)

Page 335 of 365

*** Confidential***

FDA-CBER-2021-5683-0963889




090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150
Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Category:
Date L ocation User Value Reason
Mar-04-2021 16:55:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT
Time (US & Canada)
2.AEID:
Date L ocation User Value Reason
Mar-04-2021 16:55:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |7
Time (US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Mar-04-2021 16:55:39 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()“)(é) Hypokalemia
Time (US & Canada)
4. Start Date Time:
Date L ocation User Value Reason
Mar-04-2021 16:55:39 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()4)(é Sep/1/2020 UNK:UNK
Time (US & Canada)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Mar-04-2021 16:55:39 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()“%e NO
Time (US & Canada) End Date Time;
Sep/5/2020 UNK:UNK

6. Toxicity Grade:
Date L ocation User Value Reason
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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, Frozen, Verified

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Mar-04-2021 16:55:39
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
@,
(b) (6)

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Mar-04-2021 16:55:39 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (1)()4)(6) NO

Time (US & Canada)

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason
Mar-04-2021 16:55:39 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()4)(é) NO

Time (US & Canada)

9. Isthisevent related to study treatment:

Date L ocation User Value Reason
Mar-08-2021 15:04:59 | ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response satisfies
(UTC-05:00) Eastern (b) (6) query
Time (US & Canada)
Mar-08-2021 14:46:07 | ACVOPFEINFP6000 |/ (b) Query 1: Answered Urinary frequency
(UTC-05:00) Eastern (é)"')('e) due to urinary tract
Time (US & Canada) infection
Mar-08-2021 13:18:07 | ACVOPFEINFP6000 | (b) (4), Query 1: Opened clinical: pls clarify
(UTC-05:00) Eastern (b) (6) causality, was
Time (US & Canada) subject on
diuretic? Thanks

Mar-04-2021 16:55:39 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NOT RELATED
Time (US & Canada) If Not Related to study treatme

nt(s), this event is due to:
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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

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

OTHER
If Other, specify:
Urinary Frequency
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Mar-04-2021 16:55:39 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (:)()4)(6 NOT APPLICABLE
Time (US & Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Mar-04-2021 17:02:16 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (1)()4)(23 NO
Time (US & Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Mar-04-2021 16:55:39 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()4)(é NO
Time (US & Canada)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Mar-04-2021 16:55:39 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()“)('ﬁ) RECOVERED/RESOLVED
Time (US & Canada)
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Mar-04-2021 16:55:39 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()“)('s) NO
Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150
Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Category:
Date L ocation User Value Reason
Mar-04-2021 16:57:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT
Time (US & Canada)
2.AEID:
Date L ocation User Value Reason
Mar-04-2021 16:57:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |8
Time (US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Mar-04-2021 16:57:18 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (1)()4)(6) Urinary Frequency
Time (US & Canada)
4. Start Date Time:
Date L ocation User Value Reason
Mar-04-2021 16:57:18 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()4)(é Sep/1/2020 UNK:UNK
Time (US & Canada)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Mar-04-2021 16:57:18 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()“%e NO
Time (US & Canada) End Date Time;
Sep/5/2020 UNK:UNK

6. Toxicity Grade:
Date L ocation User Value Reason
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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

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Mar-04-2021 16:57:18
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

(b)
@,
(b) (6)

Data Entry:

Initial Entry

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZERI

MMEDIATELY.

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

Date L ocation User Value Reason
Mar-04-2021 16:57:18 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (1)()4)(6) NO
Time (US & Canada)
8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Mar-04-2021 16:57:18 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()4)(é) NO
Time (US & Canada)
9. Isthisevent related to study treatment:
Date L ocation User Value Reason
Mar-04-2021 16:57:18 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()% NOT RELATED
Time (US & Canada) If Not Related to study treatment(
s), thisevent is due to:
OTHER
If Other, specify:
Urinary Tract Infection
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Mar-04-2021 16:57:18 ACVOPFEINFP6000 (bb) @), Data Entry: Initial Entry
(UTC-05:00) Eastern ®© NOT APPLICABLE
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initial

Generated Time (GMT): 29-Mar-2021 10:22

S: -——

b) (4), (b
Time (US & Canada) ( )((6)) (®)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Mar-04-2021 16:57:18 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()“)(é) YES
Time (US & Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Mar-04-2021 16:57:18 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (tf)‘% NO
Time (US & Canada)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Mar-04-2021 16:57:18 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é)“)(é) RECOVERED/RESOLVED
Time (US & Canada)
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Mar-04-2021 16:57:18 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()4)(’6) NO
Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150
Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Category:
Date L ocation User Value Reason
Mar-04-2021 16:58:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT
Time (US & Canada)
2.AEID:
Date L ocation User Value Reason
Mar-04-2021 16:58:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |9
Time (US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Mar-04-2021 16:58:55 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (1)()4)(25) Urinary Tract Infection
Time (US & Canada)
4. Start Date Time:
Date L ocation User Value Reason
Mar-04-2021 16:58:55 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()4)(é Sep/1/2020 UNK:UNK
Time (US & Canada)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Mar-04-2021 16:58:55 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()“%e NO
Time (US & Canada) End Date Time;
Sep/5/2020 UNK:UNK

6. Toxicity Grade:
Date L ocation User Value Reason
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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

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Mar-04-2021 16:58:55
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

(b) Data Entry:
@),
(b) (6)

Initial Entry

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Mar-04-2021 16:58:55 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (1)()4)(6) NO
Time (US & Canada)
8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Mar-04-2021 16:58:55 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()4)(é) NO
Time (US & Canada)
9. Isthisevent related to study treatment:
Date L ocation User Value Reason
Mar-04-2021 16:58:55 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é)“%e NOT RELATED
Time (US & Canada) If Not Related to study treatment(
s), thisevent is due to:
OTHER
If Other, specify:
Idiopathic
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Mar-04-2021 16:58:55 ACVOPFEINFP6000 (bb) @), Data Entry: Initial Entry
(UTC-05:00) Eastern ®© NOT APPLICABLE
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initial

Generated Time (GMT): 29-Mar-2021 10:22

S: -——

Time (US & Canada)

(b) (4), (b)
(6)

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Mar-04-2021 16:58:55 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()“)(é) YES

Time (US & Canada)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Mar-04-2021 16:58:55 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (tf)‘% NO

Time (US & Canada)

13. What was the outcome of this adverse event?:

Date L ocation User Value Reason
Mar-04-2021 16:58:55 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é)“)(é) RECOVERED/RESOLVED

Time (US & Canada)

14. Did the adverse event cause the subject to be discontinued from the study?

Date L ocation User Value Reason
Mar-04-2021 16:58:55 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ) NO

Time (US & Canada)

(b) (6)
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Site No: 1087

Generated By:

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

Subject No: 10871150
(b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Queries, Not Verified, Frozen

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

(UTC-05:00) Eastern
Time (US & Canada)

(),
(b) (6)

Sep/1/2020 UNK:UNK

1. Category:

Date L ocation User Value Reason

Mar-04-2021 17:01:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date L ocation User Value Reason

Mar-04-2021 17:01:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) |10

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Mar-12-2021 12:03:55 | ACVOPFEINFPG000 |(b) (4), Query 1: Opened No source data

(UTC-05:00) Eastern (b) (6) uploaded to confirm

Time (US & Canada) worsening of
hypertension
associated with the
hospitalization.
Please
review/update
accordingly and
provide source.
Thanks!

Mar-04-2021 17:01:00 | ACVOPFEINFPE000 | (b) (4). (b) Data Entry: Initial Entry

(UTC-05:00) Eastern ®) Worsening of Hypertension

Time (US & Canada)

4. Start Date Time:

Date L ocation User Value Reason

Mar-04-2021 17:01:00 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
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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, Not Verified, Frozen

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871150 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
5. Isthe adverse event till ongoing?
Date L ocation User Value Reason
Mar-04-2021 17:01:00 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()“%é NO
Time (US & Canada) End Date Time:

Sep/3/2020 UNK:UNK
6. Toxicity Grade:
Date L ocation User Value Reason
Mar-04-2021 17:01:00 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ) 2

Time (US & Canada)

(b) (6

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZERI

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

MMEDIATELY.

require medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason
Mar-04-2021 17:01:00 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (tff)(é) NO
Time (US & Canada)
8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Mar-04-2021 17:01:00 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()4)(25) NO
Time (US & Canada)
9. Isthisevent related to study treatment:
Date L ocation User Value Reason
Mar-04-2021 17:01:00 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é)“%é NOT RELATED
Time (US & Canada) If Not Related to study treatment(
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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

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form Status: Data Complete, Queries, Not Verified, Frozen

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

9), thisevent is due to:
OTHER
If Other, specify:

Tonsillar Abscess

10. Latest Action Taken with Study Treatment:

Date L ocation User Value Reason
Mar-04-2021 17:01:00 ACVOPFEINFP6000 | (b) Data Entry: Initia Entry
(UTC-05:00) Eastern (tf)‘% NOT APPLICABLE
Time (US & Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Mar-04-2021 17:01:00 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (tf)‘% NO
Time (US & Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Mar-04-2021 17:01:00 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (tf)‘% NO
Time (US & Canada)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Mar-04-2021 17:01:00 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (tf;)(é) RECOVERED/RESOLVED
Time (US & Canada)
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Mar-04-2021 17:01:00 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (1)()4)(6) NO
Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified

Site No: 1087

Subject No: 10871150
(b) (4)

Generated By:

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Category:

Date L ocation User Value Reason

Mar-04-2021 17:05:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date L ocation User Value Reason

Mar-04-2021 17:05:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) |11

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Mar-04-2021 17:05:48 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (b()4)(é) Prominent Reactive Lymph nodes i

Time (US & Canada) n Cervical Area

4. Start Date Time:

Date L ocation User Value Reason

Mar-04-2021 17:06:11 ACVOPFEINFP6000 |auto query |Query 1: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Mar-04-2021 17:06:11 ACVOPFEINFPE000 |/ (b) (4), (b) |DataEntry: Transcription Error

(UTC-05:00) Eastern ©) Sep/1/2020 UNK:UNK

Time (US & Canada)

Mar-04-2021 17:05:48 ACVOPFEINFP6000 | auto query | Query 1. Opened For Prominent

(UTC-05:00) Eastern (autoquery) Reactive Lymph

Time (US & Canada) nodesin Cervical
Area Start Date
01/Sep/2021, isa
future date relative
to when it was
entered on 04/Mar
/2021. Please
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

correct.
Mar-04-2021 17:05:48 ACVOPFEINFPE000 |/(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Sep/1/2021 UNK:UNK
Time (US & Canada)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Mar-04-2021 17:06:25 ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Mar-04-2021 17:06:25 ACVOPFEINFP6000 |/(b) (4), (b) |DataEntry: Transcription Error
(UTC-05:00) Eastern (6) NO
Time (US & Canada) End Date Time:

Sep/5/2020 UNK:UNK

Mar-04-2021 17:05:48 ACVOPFEINFP6000 |auto query | Query 1. Opened For Prominent

(UTC-05:00) Eastern (autoquery) Reactive Lymph

Time (US & Canada) nodesin Cervical
Area End Date
05/Sep/2021, isa
future date relative
to when it was
entered on 04/Mar
/2021. Please
correct.

Mar-04-2021 17:05:48 ACVOPFEINFPG000 |/(b) (4), (b) |Data Entry: Initial Entry

(UTC-05:00) Eastern (6) NO

Time (US & Canada) End Date Time:

Sep/5/2021 UNK:UNK

6. Toxicity Grade:

Date L ocation User Value Reason

Mar-04-2021 17:05:48 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry

(UTC-05:00) Eastern ) 2

Time (US & Canada)

(b) (6

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.
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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

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

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

Date L ocation User Value Reason
Mar-04-2021 17:05:48 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()“)('s) NO
Time (US & Canada)
8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Mar-04-2021 17:05:48 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (1)()4)(6) NO
Time (US & Canada)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Mar-04-2021 17:05:48 ACVOPFEINFP6000 | () Data Entry: Initial Entry
(UTC-05:00) Eastern (b()‘% NOT RELATED
Time (US & Canada) If Not Related to study treatment(
s), thisevent isdueto:
OTHER
If Other, specify:
Tonsillar Abscess
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Mar-04-2021 17.05:48 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()4)(’6 NOT APPLICABLE
Time (US & Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Mar-04-2021 17:05:48 | ACVOPFEINFPe000 | (P) ((‘é))v (b)| pata Entry: Initial Entry
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

(UTC-05:00) Eastern (b) (‘2' ®) | Nno

Time (US & Canada) (©)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Mar-04-2021 17:05:48 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()“%e NO

Time (US & Canada)

13. What was the outcome of this adverse event?:

Date L ocation User Value Reason
Mar-04-2021 17:05:48 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()4)(é) RECOVERED/RESOLVED

Time (US & Canada)

14. Did the adverse event cause the subject to be discontinued from the study?

Date L ocation User Value Reason
Mar-04-2021 17:05:48 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()4)(23) NO

Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150
Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Category:
Date L ocation User Value Reason
Mar-04-2021 17:08:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT
Time (US & Canada)
2.AEID:
Date L ocation User Value Reason
Mar-04-2021 17:08:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |12
Time (US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Mar-04-2021 17:08:14 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (1)()4)(6) Right Anterior Cervical Tendernes
Time (US & Canada) S
4. Start Date Time:
Date L ocation User Value Reason
Mar-04-2021 17:08:14 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()4)(é Sep/1/2020 UNK:UNK
Time (US & Canada)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Mar-04-2021 17:08:14 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()“%e NO
Time (US & Canada) End Date Time;
Sep/5/2020 UNK:UNK

6. Toxicity Grade:
Date L ocation User Value Reason
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Mar-04-2021 17:08:14
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 | (b)
@,

(b) (6)

Data Entry:

Initial Entry

If Yes, NOTIFY PFIZERI

7. | sthe adverse event serious?

MMEDIATELY.

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

Date L ocation User Value Reason
Mar-04-2021 17:08:14 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (1)()4)(6) NO
Time (US & Canada)
8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Mar-04-2021 17:11:54 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()4)(é) NO
Time (US & Canada)
9. Isthisevent related to study treatment:
Date L ocation User Value Reason
Mar-04-2021 17:08:14 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()% NOT RELATED
Time (US & Canada) If Not Related to study treatment(
s), thisevent is due to:
OTHER
If Other, specify:
Tonsillar Abscess
10. Latest Action Taken with Study Treatment:
Date L ocation | User Value Reason
Mar-04-2021 17:08:14 ACVOPFEINFP6000 (0) (‘:'5)' (0) Data Entry: Initial Entry
(UTC-05:00) Eastern ©) NOT APPLICABLE
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

. (b) (4),
Time (US & Canada)

( ) (b) (6)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Mar-04-2021 17:08:14 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()“)(é) NO
Time (US & Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Mar-04-2021 17:08:14 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (tf)‘% NO
Time (US & Canada)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Mar-04-2021 17:08:14 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é)“)(é) RECOVERED/RESOLVED
Time (US & Canada)
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Mar-04-2021 17:08:14 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ) NO

Time (US & Canada)

(b) (6)
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1087
Subject No: 10871150
Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02

Form Status. Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

*** Confidential***

FDA-CBER-2021-5683-0963909

1. Category:
Date L ocation User Value Reason
Mar-04-2021 17:09:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT
Time (US & Canada)
2.AEID:
Date L ocation User Value Reason
Mar-04-2021 17:09:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |13
Time (US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Mar-04-2021 17:09:55 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (1)()4)(25) Right Anterior Cervical Swelling
Time (US & Canada)
4. Start Date Time:
Date L ocation User Value Reason
Mar-04-2021 17:09:55 ACVOPFEINFP6000 | (b) Data Entry: Initia Entry
(UTC-05:00) Eastern (b()4)(é Sep/1/2020 UNK:UNK
Time (US & Canada)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Mar-04-2021 17:09:55 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()“%e NO
Time (US & Canada) End Date Time;
Sep/5/2020 UNK:UNK

6. Toxicity Grade:
Date L ocation User Value Reason
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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

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:22

Mar-04-2021 17:09:55
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

(b)
@,
(b) (6)

Data Entry:

Initial Entry

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZERI

MMEDIATELY.

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

Date L ocation User Value Reason
Mar-04-2021 17:09:55 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (1)()4)(6) NO
Time (US & Canada)
8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Mar-04-2021 17:09:55 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()4)(é) NO
Time (US & Canada)
9. Isthisevent related to study treatment:
Date L ocation User Value Reason
Mar-04-2021 17:09:55 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()% NOT RELATED
Time (US & Canada) If Not Related to study treatment(
s), thisevent is due to:
OTHER
If Other, specify:
Tonsillar Abscess
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Mar-04-2021 17:0955 | AcVoPFEINFPe000 |(P) (4). ()| pata Entry: Initial Entry
(UTC-05:00) Eastern (6) | NOT APPLICABLE
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

4 1
Time (US & Canada) (b) ((6)) ()
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Mar-04-2021 17:09:55 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()“)(é) NO
Time (US & Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Mar-04-2021 17:09:55 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (tf)‘% NO
Time (US & Canada)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Mar-04-2021 17:09:55 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é)“)(é) RECOVERED/RESOLVED
Time (US & Canada)
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Mar-04-2021 17:09:55 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()4)(’6) NO
Time (US & Canada)
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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

Site No: 1087
Subject No: 10871150
Generated By:  (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Category:
Date L ocation User Value Reason
Mar-04-2021 17:11:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT
Time (US & Canada)
2.AEID:
Date L ocation User Value Reason
Mar-04-2021 17:11:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |14
Time (US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Mar-04-2021 17:11:18 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (1)()4)(6) Abdominal Pain
Time (US & Canada)
4. Start Date Time:
Date L ocation User Value Reason
Mar-04-2021 17:11:18 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()4)(é Sep/1/2020 UNK:UNK
Time (US & Canada)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Mar-04-2021 17:11:18 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()“%e NO
Time (US & Canada) End Date Time;
Sep/5/2020 UNK:UNK

6. Toxicity Grade:
Date L ocation User Value Reason
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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, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

Subject No: 10871150 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

Mar-04-2021 17:11:18 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ),

Time (US & Canada) (b) (6)

7. I sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.
Fatal; Life-threatening; I npatient hospitalization or prolongation of existing hospitalization; Persistent or significant

disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason
Mar-04-2021 17:11:18 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (1)()4)(6) NO

Time (US & Canada)

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason
Mar-04-2021 17:11:18 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ) NO

Time (US & Canada) (b) (6)

9. Isthisevent related to study treatment:

Date L ocation User Value Reason
Mar-04-2021 17:11:18 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), NOT RELATED

(b) (6

Time (US & Canada) If Not Related to study treatment(

s), thisevent is due to:
OTHER
If Other, specify:

Urinary Tract Infection

10. Latest Action Taken with Study Treatment:

Date L ocation User Value Reason
Mar-04-2021 17:11:18 ACVOPFEINFP6000 (®) (‘2' (®) Data Entry: Initial Entry
(UTC-05:00) Eastern (6 NOT APPLICABLE

Page 359 of 365

*** Confidential***
FDA-CBER-2021-5683-0963913




090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871150
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

1
Time (US & Canada) (b) (4), (b) (6)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Mar-04-2021 17:11:18 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()“)(é) NO
Time (US & Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Mar-04-2021 17:11:18 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (tf)‘% NO
Time (US & Canada)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Mar-04-2021 17:11:18 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é)“)(é) RECOVERED/RESOLVED
Time (US & Canada)
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Mar-04-2021 17:11:18 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ) NO

Time (US & Canada)

(b) (6)
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871150

Generated By: | (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Jan-25-2021 15:16:04 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (tf)‘% Jan/15/2021
Time (US & Canada)
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Header Text: c4591001

Visit: Potential ReVax Initia Contact -

Unscheduled

Form Version: 10-Dec-2020 02:25

Site No: 1087

Subject No: 10871150
Generated By: | (b) (4)

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit

Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Select appropriate response - | s participant willing to return for Vaccination 3?

Date L ocation User Value Reason
Jan-25-2021 15:16:40 ACVOPFEINFP6000 | auto query | Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Jan-25-2021 15:16:12 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
ismissing in the
DISP visit. Please
complete this date.
Jan-25-2021 15:16:12 ACVOPFEINFP6000 |/(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Participant is willing to return for
Time (US & Canada) Vaccination 3
Participant is:
eligible and NOT confirmed t
o0 have received only placebo a
t Vaccination 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: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

Subject No: 10871150 Subject Initials; ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Jan-25-2021 15:16:40 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), Jan/15/2021

Time (US & Canada) () (6

2. Primary Reason for Unblinding:

Date L ocation User Value Reason
Jan-25-2021 15:16:40 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ). ASSESSELIGIBILITY FOR AD

(b) (6

Time (US & Canada) DITIONAL VACCINATION
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Header Text: c4591001

Visit: Subject Status - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1087
Subject No: 10871150

Generated By:  (b) (4)

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

1. Subject Status

Date L ocation User Value Reason
Oct-12-2020 14:02:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | FOLLOW-UP
Time (US & Canada)
Aug-21-2020 15:40:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | ENROLLED/RANDOMIZED
Time (US & Canada)
Aug-21-2020 15:39:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SCREENED
Time (US & Canada)
2. Subject Status Date
Date L ocation User Value Reason
Oct-12-2020 14:02:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Oct/7/2020
Time (US & Canada)
Aug-21-2020 15:40:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Aug/21/2020
Time (US & Canada)
Aug-21-2020 15:39:19 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Aug/21/2020
Time (US & Canada)
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090177e196ae4034\Final\Final On: 01-Apr-2021 05:33 (GMT)

Header Text: c4591001

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

Site No: 1087

Subject No: 10871150

Generated By:  (b) (4)

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History
Form Status: Data Complete, Signed, Verified

Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:22

Back to Form

*** Confidential***

1. Casebook Signature
Date L ocation User Value Reason
Oct-21-2020 18:13:35 ACVOPFEINFP6000 | Kevin Data Entry: Initial Entry
(UTC-05:00) Eastern Cannon Click Hereto Enable
Time (US & Canada) (b) (4)
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