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Header Text: c4591001

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

Subject No: 10871029
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.

1. | Select appropriate response -
Protocol version

24 JUL 2020

2. | Select appropriate response - What
cohort does the subject belong to?

STAGE 3 COHORTS

*** Confidential***
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Header Text: c4591001

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

Subject No: 10871029

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/7/2020
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Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55
Site No: 1087
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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

*** Confidential***

Demography
1. | Subject ID [10871029]
2. | Birth Date: (b) (6)/1940
3. | Sex: FEMALE
4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that apply): WHITE
6. | Racia Designation:
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Visit: V1_DAY1 VAX1 L

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

Subject No: 10871029

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/7/2020
2. | Erroneous Visit
Page 4 of 337

*** Confidential***
FDA-CBER-2021-5683-0962744




090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 10871029
Generated By: = (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

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

Form Comments

Inclusion Criteria Not Met

1

*** Confidential***

Description of Inclusion Not Applicable
Criterion Not Met
Exclusion CriteriaMet
2. || Descri ption of Exclusion Not Applicable
Criterion Met
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Visit: V1_DAY1 VAX1 L

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

Subject No: 10871029

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. | Dateof Aug/7/2020
Compl etion/Di scontinuation/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: [
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Form Version: 22-Apr-2020 21:03
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Generated By: = (b) (4)

Form: GENERAL MEDICAL 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

eCRF Audit Trail History

Medical History Details

la

Line/MH Number: [1]
Disease/Syndrome/Surgery [ALLERGY TO CODEINE]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1970
Ongoing: YES
1b || Line/MH Number: [2]
Disease/Syndrome/Surgery [FOOD ALLERGY TO SHRIMP]
/Non-Drug Allergies/Drug
Allergies:
Start Date; UNK/UNK/1990
Ongoing: YES
1 || LineMH Number: (3]
Disease/Syndrome/Surgery [FOOD ALLERGY TO ALCOHOL]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1980
Ongoing: YES
1d || Line/MH Number: [4]

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

[HEARING PROBLEMS (BILATERAL EARS)]

Start Date: UNK/UNK/1990
Ongoing: YES
Page 7 of 337
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Form Version: 22-Apr-2020 21:03
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Form: GENERAL MEDICAL 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

1€ || Line/MH Number:

(5]

Disease/Syndrome/Surgery [SEASONAL ALLERGIC RHINITIS]
/Non-Drug Allergies/Drug
Allergies:
Start Date; UNK/UNK/2000
Ongoing: YES
11 || Line/MH Number: 6]
Disease/Syndrome/Surgery [SHORTNESS OF BREATH]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1995
Ongoing: YES
19 || Line/MH Number: (7

Disease/Syndrome/Surgery [CHRONIC OBSTRUCTIVE PULMONARY DISEASE]
/Non-Drug Allergies/Drug
Allergies:
Start Date; UNK/UNK/1995
Ongoing: YES
1h || Line/MH Number: [8]
Disease/Syndrome/Surgery [SLEEP APNEA]
/Non-Drug Allergies/Drug
Allergies:
Start Date; UNK/UNK/2005
Ongoing: YES
Li || Line/MH Number: [9]
Disease/Syndrome/Surgery [MITRAL VALVE DISORDER]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1998
Ongoing: YES
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Visit: V1_DAY1 VAX1 L

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

Subject No: 10871029

Generated By:  (b) (4)

Form: GENERAL MEDICAL 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

1j || Line/MH Number:

[10]

Disease/Syndrome/Surgery [CORONARY ARTERY DISEASE]
/Non-Drug Allergies/Drug
Allergies:
Start Date; UNK/UNK/1995
Ongoing: YES
1K || Line/MH Number: [11]

Disease/Syndrome/Surgery [CONGESTIVE HEART FAILURE (CLASS 2)]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1995
Ongoing: YES

L1 1| Line/MH Number: [12]
Disease/Syndrome/Surgery [HYPERTENSION]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1992
Ongoing: YES

Lm |/ Line/MH Number: [13]

Disease/Syndrome/Surgery [HYPERLIPIDEMIA]
/Non-Drug Allergies/Drug
Allergies:
Start Date; UNK/UNK/1992
Ongoing: YES

In 1] Line/MH Number: [14]

*** Confidential***

Disease/Syndrome/Surgery [GASTROESOPHAGEAL REFLUX DISEASE]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1980
Ongoing: YES
Page 9 of 337
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Visit: V1_DAY1 VAX1 L

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

Subject No: 10871029

Generated By:  (b) (4)

Form: GENERAL MEDICAL 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

1.0

Line/MH Number: [15]
Disease/Syndrome/Surgery [RECURRENT CONSTIPATION]
/Non-Drug Allergies/Drug
Allergies:
Start Date; UNK/UNK/2010
Ongoing: YES

1P || Line/MH Number: [16]
Disease/Syndrome/Surgery [NAUSEA]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1980
Ongoing: YES

19 || Line/MH Number: [17]
Disease/Syndrome/Surgery [CHRONIC KIDNEY DISEASE (STAGE 3)]
/Non-Drug Allergies/Drug
Allergies:
Start Date; UNK/UNK/2000
Ongoing: YES

1t || Line/MH Number: [18]
Disease/Syndrome/Surgery [POST MENOPAUSAL]
/Non-Drug Allergies/Drug
Allergies:
Start Date; UNK/UNK/2000
Ongoing: YES

Ls || Line/MH Number: [19]
Disease/Syndrome/Surgery [ANEMIA]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2000
Ongoing: YES
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Visit: V1_DAY1 VAX1 L

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

Subject No: 10871029

Generated By:  (b) (4)

Form: GENERAL MEDICAL 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

Lt 1| Line/MH Number:

[20]

Disease/Syndrome/Surgery [MIGRAINE HEADACHES]
/Non-Drug Allergies/Drug
Allergies:
Start Date; UNK/UNK/1980
Ongoing: YES
LU |/ Line/MH Number: [21]

Disease/Syndrome/Surgery [DIABETIC NEUROPATHY]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2010
Ongoing: YES
LV || Line/MH Number: [22]

Disease/Syndrome/Surgery [TYPE 2 DIABETES]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2010
Ongoing: YES

1w || Line/MH Number: [23]

Disease/Syndrome/Surgery [OSTEOARTHRITIS (BILATERAL LEGS)]
/Non-Drug Allergies/Drug
Allergies:
Start Date; UNK/UNK/2000
Ongoing: YES
1x 1| Line/MH Number: [24]

*** Confidential***

Disease/Syndrome/Surgery [OSTEOARTHRITIS (BILATERAL FEET)]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2000
Ongoing: YES
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FDA-CBER-2021-5683-0962751




090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L
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Site No: 1087
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Form: GENERAL MEDICAL 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

ly

Line/MH Number: [25]
Disease/Syndrome/Surgery [OSTEOARTHRITIS (BILATERAL HANDS)]
/Non-Drug Allergies/Drug
Allergies:
Start Date; UNK/UNK/2000
Ongoing: YES
1z || Line/MH Number: [26]
Disease/Syndrome/Surgery [OSTEOPOROSI S
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2000
Ongoing: YES
laa| | ingMH Number: [27]
Disease/Syndrome/Surgery [GOUT]
/Non-Drug Allergies/Drug
Allergies:
Start Date; UNK/UNK/1990
Ongoing: YES
180 ||| ing/MH Number: [28]
Disease/Syndrome/Surgery [DEPRESSION]
/Non-Drug Allergies/Drug
Allergies:
Start Date; UNK/UNK/2000
Ongoing: YES
lac || Line/MH Number: [29]
Disease/Syndrome/Surgery [OBESITY]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1980
Ongoing: YES
Page 12 of 337
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Form Version: 22-Apr-2020 21:03
Site No: 1087

Subject No: 10871029

Generated By:  (b) (4)

Form: GENERAL MEDICAL 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

lad || Ling/MH Number:

[30]

*** Confidential***

Disease/Syndrome/Surgery [TREMOR (BILATERAL ARMS)]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2016
Ongoing: YES
Lae || | ine/MH Number: [31]

Disease/Syndrome/Surgery [MEMORY LOSS]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2018
Ongoing: YES
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Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28
Site No: 1087

Subject No: 10871029
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

Vital Signs
1. | Date: Aug/7/2020
2. | Weight: [80.8]
3. | Unit: kg
4. | Height: [160.0]
5. | Unit: cm
6. | Body Mass Index: [31.6]
Vital Signs Details
7-a|| Record Identifier: 1
Temperature: [35.6]
Unit: C
Temperature Location: ORAL CAVITY
Page 14 of 337
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Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1087

Subject No: 10871029
Generated By: = (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
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

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. | Lab Pandl:

2. | Lab Sub-Pandl:

3. | Collection Date:

Not Done

Comments

1

4. | Laboratory Name and Address
(Derived)

5. | Specimen Type:

Lab Result

6.a|| sponsor ID:

[113]

Comments

Test:

Choriogonadotropin Beta PX113

Result:

Comments

Not Done:

NOT DONE

Comments

*** Confidential***
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Visit: V1_DAY1 VAX1 L

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

Subject No: 10871029

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/7/2020
2. | Randomization Number: [224387]
3. | Randomization Group: [1
Page 16 of 337
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Visit: V1_DAY1 VAX1 L

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

Subject No: 10871029

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? NO

4. | If no sample was collected or [After multiple unsuccessful attempts at blood draw a sample was unable to be
sample was not collected obtained. Pt did not wish to try for any further attempts.]
according to protocol, please
provide reason:

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]

*** Confidential***
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Visit: V1_DAY1 VAX1 L

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

Subject No: 10871029

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/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 D [BP1K3Y]
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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: 10871029 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/7/2020 17:04
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: [
9. | Unit:
10. | Timeframe Subject Was Observed | THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at YES
least the protocol specified
observation period after
investigational product
administration?
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Visit: V1 DAY1 VAX1 L

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

Subject No: 10871029
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

YES - REACTOGENICITY E-DIARY COLLECTED FOR THIS SUBJECT

Page 20 of 337
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Visit: V2_VAX2 L

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

Subject No: 10871029

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 Aug/26/2020
2. | Erroneous Visit
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Visit: V2 VAX2 L

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

Subject No: 10871029
Generated By: ' (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

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 Symptoms Diary - Symptom Resolved Dates

1. | Were medications to treat NO
fever/pain given on the last day the
Subject Diary was completed?

2a|| symptom: FEVER
Were fever or systemic NO
symptoms present on the last day
the Subject Diary was
completed?

2b .

Symptom: FATIGUE
Were fever or systemic NO
symptoms present on the last day

the Subject Diary was

completed?

2. || symptom: HEADACHE
Were fever or systemic YES
symptoms present on thelast day |  Ongoing?
the Subject Diary was NO
completed? Stop Date:

Aug/14/2020
2d Symptom: CHILLS
Were fever or systemic NO
symptoms present on the last day
the Subject Diary was
completed?
2.e S’m t .
ptom: VOMITING
Were fever or systemic NO
symptoms present on the last day
the Subject Diary was
completed?
Page 22 of 337
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Visit: V2 VAX2 L

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

Subject No: 10871029
Generated By: ' (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

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.f

Symptom:

DIARRHEA

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

compl eted?

NO

24

Symptom:

NEW OR WORSENED MUSCLE PAIN

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

compl eted?

NO

2h

Symptom:

NEW OR WORSENED JOINT PAIN

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

compl eted?

NO

Injection Site Location:

DELTOID MUSCLE

Injection Site Body Side:

LEFT

Injection Site Reaction:

REDNESS

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

NO

5b

Injection Site Reaction:

SWELLING

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

NO

5.c

Injection Site Reaction:

PAIN AT INJECTION SITE

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

NO

*** Confidential***
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Header Text: c4591001

Visit: V2 VAX2_L

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

Subject No: 10871029

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: Aug/26/2020
Vital Signs Details
2. || Record Identifier: 1
Temperature: [36.0]
Unit: C
Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:27
Site No: 1087

Subject No: 10871029
Generated By: = (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
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

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. | Lab Pandl:

2. | Lab Sub-Pandl:

3. | Collection Date:

Not Done

Comments

1

4. | Laboratory Name and Address
(Derived)

5. | Specimen Type:

Lab Result

6.a|| sponsor ID:

[113]

Comments

Test:

Choriogonadotropin Beta PX113

Result:

Comments

Not Done:

NOT DONE

Comments

*** Confidential***
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Header Text: c4591001

Visit: V2 VAX2_L

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

Subject No: 10871029

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/26/2020
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 D [BP9ZMM]
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Header Text: c4591001

Visit: V2 VAX2_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: 10871029 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/26/2020 14:23
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: [
9. | Unit:
10. | Timeframe Subject Was Observed | THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at YES
least the protocol specified
observation period after
investigational product
administration?
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Header Text: c4591001

Visit: V3 MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871029

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 Sep/23/2020
2. | Erroneous Visit
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Header Text: c4591001
Visit: V3_ MONTH1 POSTVAX2 L

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

Subject No: 10871029
Generated By: ' (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

RESOLVED DATES

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 Symptoms Diary - Symptom Resolved Dates

1. | Were medications to treat NO
fever/pain given on the last day the
Subject Diary was completed?
2a|| symptom: FEVER
Were fever or systemic NO
symptoms present on the last day
the Subject Diary was
completed?
2b Symptom:
ptom: FATIGUE
Were fever or systemic YES
symptoms present onthelast day |  Ongoing?
the Subject Diary was NO
completed? Stop Date:
Sep/2/2020
2. || symptom: HEADACHE
Were fever or systemic YES
symptoms present onthelast day |  Ongoing?
the Subject Diary was NO
completed? Stop Date:
Sep/2/2020
2d Symptom: CHILLS
Were fever or systemic NO
symptoms present on the last day
the Subject Diary was
completed?
2:€ || symptom: VOMITING
Were fever or systemic NO
symptoms present on the last day
the Subject Diary was
completed?
Page 29 of 337
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Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L Form: VACCINATION SYMPTOMSDIARY - SYMPTOM
RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
2% || symptom: DIARRHEA

Were fever or systemic NO

symptoms present on the last day
the Subject Diary was

compl eted?
29 Symptom: NEW OR WORSENED MUSCLE PAIN
Were fever or systemic NO

symptoms present on the last day
the Subject Diary was

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

symptoms present on the last day
the Subject Diary was

compl eted?
3. | Injection Site Location: DELTOID MUSCLE
4. |Injection Site Body Side: LEFT
52 || Injection Site Reaction: REDNESS

Were injection site reactions NO

present on the last day the
Subject Diary was completed?

5b 1| Injection Site Reaction: SWELLING

Were injection site reactions NO
present on the last day the
Subject Diary was completed?

090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

5c Injection Site Reaction: PAIN AT INJECTION SITE
Were injection site reactions YES
present on the last day the Ongoing?
Subject Diary was completed? NO
Stop Date:
Sep/2/2020
Page 30 of 337

*** Confidential***
FDA-CBER-2021-5683-0962770



090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:03
Site No: 1087

Subject No: 10871029

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

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Sep/23/2020
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.
52 || sample ID [BRT118]
5b| sample D [BRT11M]
5C || sample 1D [BMO5Y W]
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Header Text: c4591001

Visit: V4 MONTH6_L

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

Subject No: 10871029

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 Feb/17/2021
2. | Erroneous Visit
Page 32 of 337

*** Confidential***
FDA-CBER-2021-5683-0962772




090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Header Text: c4591001

Visit: V4_MONTH6_L

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

Subject No: 10871029

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

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Feb/17/2021
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.
52 || sample ID [BMBBCZ]
5b| sample D [BNS86G]
5C || sample ID [BRW720]
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Header Text: c4591001

Visit: V5_MONTH12 L

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

Subject No: 10871029

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

1

2.

Erroneous Visit

Page 34 of 337

*** Confidential***
FDA-CBER-2021-5683-0962774




090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Header Text: c4591001

Visit: V5_ MONTH12 L

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

Subject No: 10871029

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

Sample Collected?

2
3.
4

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

[]

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]

*** Confidential***
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Header Text: c4591001

Visit: V6_MONTH24 L

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

Subject No: 10871029

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

1

2.

Erroneous Visit
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Header Text: c4591001

Visit: V6_MONTH24 L

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

Subject No: 10871029

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

Sample Collected?

2
3.
4

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

[]

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET

on Oct/29/2020

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

Subject No: 10871029

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 Oct/29/2020
2. | Erroneous Visit
COVID-19 Illness Visit
3. | COVID-19 llIness Visit: COVID_A
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Header Text: c4591001

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

on Oct/29/2020

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

Subject No: 10871029
Generated By: ' (b) (4)

Form Status: Data Complete, Not Complete
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: Oct/29/2020
2. | Date of First Symptom Started: Oct/28/2020
3. | Symptoms Ongoing? NO

Date of Last Symptom Resolved:

Nov/5/2020
Symptoms
4.a|| symptoms: FEVER
Was symptom present? NO
4.b Symptoms: NEW OR INCREASED COUGH
Was symptom present? NO
4.c 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
41 || 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? YES
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Header Text: c4591001

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

on Oct/29/2020

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

Subject No: 10871029
Generated By: ' (b) (4)

Form Status: Data Complete, Not Complete

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

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

41 || symptoms: VOMITING
Was symptom present? YES
Symptoms - Other
5. Symptoms - Other Text: [1
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Site No: 1087
Subject No: 10871029
Generated By: = (b) (4)

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

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

Dateof C | Specimen Ty

# ollection pe

Specimen Colle
ction L ocation

Assay Code and Description

Form Instan

Device Type ce

1. | Oct/28/20 | SWABBED
20 MATERIAL

NASOPHARYN
X

SEVERE ACUTE RESP SYN
DROME CORONAVIRUS 2

SARS-COV-2DIA Repeating
GNOSTIC TEST Pages

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN
on Oct/29/2020

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---

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

Back to Form

Form Comments

eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. | Actua Date of Collection: Oct/28/2020 Comments
2. | Specimen Type: SWABBED MATERIAL Comments
3. | Specimen Collection Location: NASOPHARY NX Comments
4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2 Comments
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST Comments
6. | Trade Name: CEPHEID XPERT XPRESS SARS-COV-2 TEST Comments
7. | Test Result: NEGATIVE Comments
8. | Comments/Findingsy/Details: [1 Comments
9. | Trade Name Other, Specify: [1 Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
on Oct/29/2020

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

Subject No: 10871029
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

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB_SELF
3. | Sample Collected? YES
Date of Collection:
Oct/29/2020
4. | If no sample was collected or [
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample 1D [RRO8372]
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Header Text: c4591001

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

on Oct/29/2020

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

Subject No: 10871029

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
Sample Type NASAL_SWAB
NO

2
3. | Sample Collected?
4

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

[Kindly refer to SELF SWAB eCRF]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

[]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION
on Oct/29/2020

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

Subject No: 10871029
Generated By: ' (b) (4)

Form Status: Data Complete, Frozen, Not Complete
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

la

Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visitsor
Contacts:

NO

1b

Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visitsor
Contacts:

NO

1.c

Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visitsor
Contacts:

NO

1d

Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or
Contacts:

NO

le

Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visitsor
Contacts:

NO

1f

Physician or Healthcare
Professional:

OTHER

Occurrence of Visitsor
Contacts:

NO

Health Care Utilization Other

2.

Other Type of Practitioner

Specify:

(]

Health Care Utilization

*** Confidential***
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Header Text: c4591001

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

on Oct/29/2020

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

Subject No: 10871029
Generated By: ' (b) (4)

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

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

3. | Hasthe subject been hospitalized
due to potential COVID-19

YES
Has the subject been in intensive care due to potential

Comments

illness? COVID-19illness?
NO
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Header Text: c4591001

Visit: POT_COVID_ILL 1

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

Subject No: 10871029

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 Oct/28/2020 NO Repesating Pages
Discharge Date:
Nov/5/2020
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HOSPITALIZATION DETAILS
on Oct/29/2020

Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

Form Status: Data Complete, Not Complete

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: Oct/28/2020
4. | Ongoing? NO
Discharge Date:
Nov/5/2020
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Header Text: c4591001

Visit: POT_COVID_ILL 1

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

Subject No: 10871029
Generated By: = (b) (4)

Form: RESPIRATORY TREATMENT

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

Subject Initials -

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

*** Confidential***

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT

on Oct/29/2020

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

Subject No: 10871029
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 I dentifier?

[]

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

Treatment:

Treatment:

[]

Start Date:

1

oo |k~ w

Ongoing?

Page 50 of 337
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Header Text: c4591001

on Oct/29/2020

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

Subject No: 10871029
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

*** Confidential***

2. | Was a diagnosis obtained for NO
Potential COVID-19 IlIness?
3. | Toxicity Grade: 1
Page 51 of 337
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

Site No: 1087
Subject No: 10871029
Generated By: = (b) (4)

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

4 Category of Clinical Even | Subcategory of Clinical Eve | Diagnosis Obtaine | Toxicity Grad Form | nstance
t: nt d e
1 Repeating Pages
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE

on Oct/29/2020

Form Version: 17-Jul-2020 21:55 Form Status: Not Started

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---

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

Back to Form

IlIness Details

1. | Category of Clinical Event:

Subcategory of Clinical Event:

2
3. | Was adiagnosis obtained?
4

Toxicity Grade:

Page 53 of 337

*** Confidential***
FDA-CBER-2021-5683-0962793



090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 30-Jul-2020 21:27

Site No: 1087

Subject No: 10871029

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

#1 Lab Test

Vendor
Name

Collectio
n Date:

Specime
n Type

Lab Result

Form Instan
ce

1. | CLINICAL CH
EMISTRY

[]

Nov/2/20
20

BLOOD Sponsor-Defin

ed | dentifier

Test:

Result

C Reactive Protein
_PX329

—

]

Alanine Aminotran
sferase PX30

—

]

Aspartate Aminotra
nsferase PX28

—

]

Alkaline Phosphata
se PX35

—

]

[]

Bilirubin_PX21

[]

[]

Blood Urea Nitroge
n_PX47

[]

Creatinine_PX48

.96m
g/dL

Repeating
Pages
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Header Text: c4591001

on Oct/29/2020

Form Version: 30-Jul-2020 21:27
Site No: 1087

Subject No: 10871029
Generated By: ' (b) (4)

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

Form Status: Data Complete

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

Lab Chemistry Details

1. | Lab Panel:

CLINICAL CHEMISTRY

2. | Laboratory Name and Address

[]

*** Confidential***

3. [ Callection Date: Nov/2/2020
4. | Specimen Type: BLOOD
Lab Result
5a || sponsor 1D: [
Test: C Reactive Protein_PX329
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
5b Sponsor 1D: [
Test: Alanine Aminotransferase PX30
Result: [
Not Done:
LNMT Low
[]
High
[]
Unit
Page 55 of 337
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Header Text: c4591001

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

on Oct/29/2020

Form Version: 30-Jul-2020 21:27
Site No: 1087

Subject No: 10871029
Generated By: ' (b) (4)

Form Status: Data Complete

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

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

5.C || sponsor ID: [
Test: Aspartate Aminotransferase PX28
Result: [
Not Done:
LNMT Low
[]
High
[]
Unit
5d Sponsor 1D: [1
Test: Alkaline Phosphatase PX35
Result: [
Not Done:
LNMT Low
[]
High
[]
Unit
5€ || sponsor ID: [
Test: Bilirubin_PX21
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
Page 56 of 337
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Header Text: c4591001

on Oct/29/2020

Form Version: 30-Jul-2020 21:27
Site No: 1087

Subject No: 10871029
Generated By: ' (b) (4)

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

Form Status: Data Complete

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

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

*** Confidential***

S5t Sponsor 1D: [1
Test: Blood Urea Nitrogen PX47
Result: [
Not Done:
LNMT Low
[]
High
[]
Unit
5.9 || sponsor ID: [48]
Test: Creatinine_PX48
Result: [.96 mg/dL]
Not Done:
LNMT Low
[.55]
High
[1.02]
Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 1
Form Version: 30-Jul-2020 21:28

Site No: 1087
Subject No: 10871029
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

1 ab Test

Category for L | Vendor Name (D

ERIVED)

Collection | Specimen L ab Result Form Instanc
Date: Type e

Sponsor-Defined | Tes | Resu Repeating
| dentifier t | It Pages
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Header Text: c4591001

on Oct/29/2020

Form Version: 30-Jul-2020 21:28
Site No: 1087

Subject No: 10871029
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 Pandl:

2. | Laboratory Name and Address

[]

3. | Collection Date:

1

4. | Specimen Type:

*** Confidential***

Lab Result
5. .
Sponsor |D: []
Test:
Result: [1
Not Done:
LNMT Low
[]
High
[]
Unit
Page 59 of 337
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form: VITAL SIGNS- COVID

Form Version: 30-Jul-2020 21:27
Site No: 1087
Subject No: 10871029

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

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
# Date: Vital Signs Details Form Instance
1. | Nov/5/2020 Record I dentifier: Systalic: Diastolic: Repesting Pages
116 75

Page 60 of 337
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS- COVID

on Oct/29/2020

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 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: Nov/5/2020

Vital Signs Details

2| Record Identifier: 1
Systolic: [116]
Diastalic: [75]
Respiratory Ratein [16]
respirations/minute;
Heart Rate in beats/minute: [87]
Page 61 of 337
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 30-Jul-2020 21:28
Site No: 1087
Subject No: 10871029

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

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
# Date: Vital Signs Details Form Instance
1. | Nov/5/2020 Repeating Pages

Record | dentifier:

Oxygen Saturation

98.0

Page 62 of 337
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR

on Oct/29/2020

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 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: Nov/5/2020

Vital Signs Details

2.2|| Record Identifier: 1

SPO2 Pulse Oximetry % [98.0]

Page 63 of 337
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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: 10871029
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
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: OXYGENATION PARAMETERS

on Oct/29/2020

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---

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

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment: 1
2. | Arteria Blood Gases PaO2 [1
(mmHg):
3. | FiO2 (Fraction of Inhaled [
Oxygen):
Page 65 of 337
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Header Text: c4591001

090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Visit: POT_COVID_ILL 1 Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
Form Version: 06-Jul-2020 21:55
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
4 Sponsor-Defined | | Category for Me | Concomitant Medications | Name of Medi | Start D | Form Instanc
dentifier dication Pre-specified cation ate e
1 Repeating
Pages
Page 66 of 337

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

on Oct/29/2020

Form Version: 06-Jul-2020 21:55 Form Status: Not Started

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---

Generated By: ' (b) (4) 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 name
is unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

5. | Start Date: 1

6. | Ongoing?

Page 67 of 337
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site No: 1087
Subject No: 10871029
Generated By: = (b) (4)

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

Subject Initials -

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

# | Date of Assessment

L ocation of Assessment | Imaging Method

Overall Assessment Form Instance

1

Repeating Pages

Page 68 of 337

*** Confidential***
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Header Text: c4591001

on Oct/29/2020

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

Subject No: 10871029
Generated By: ' (b) (4)

Vigit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING

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|d|E

Assessment:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Form: DATE OF VISIT - ILLNESS CONVALESCENT

Visit on Nov/30/2020

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

Subject No: 10871029

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 Nov/30/2020

2. | Erroneous Visit

COVID-19 Illness Visit

3. | COVID-19 llIness Visit: COVID_A1
Page 70 of 337
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Visit on Nov/30/2020

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

Subject No: 10871029
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

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Nov/30/2020
4. | If no sample was collected or []
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
52|/ sample 1D [BSHOHK]
5b || sample D [BSHO2]
5 || sample ID [BR1STZ]
Page 71 of 337

FDA-CBER-2021-5683-0962811




090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Header Text: c4591001

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

Site No: 1087

Subject No: 10871029

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 1

2. | Erroneous Visit

Page 72 of 337

*** Confidential***
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Header Text: c4591001

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

Site No: 1087

Subject No: 10871029

Generated By: = (b) (4)

Form: UNPLANNED VISIT
Form Status: Not Started

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

Subject Initials -

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

Unplanned Assessments

1. | Assessments

*** Confidential***

Page 73 of 337
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Header Text: c4591001

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

Subject No: 10871029

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 Sep/23/2020
Compl etion/Discontinuation/Death
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: [1
Page 74 of 337
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Header Text: c4591001

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

Subject No: 10871029

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
Compl etion/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: 10871029

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:

Page 76 of 337
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Header Text: c4591001

Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1087

Subject No: 10871029
Generated By: ' (b) (4)

Visit: POT_COVID_REPEAT_SWAB - New

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

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 aiquot.

5. SampleID

[]

*** Confidential***

Page 77 of 337

FDA-CBER-2021-5683-0962817




090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Header Text: c4591001
Vigit: Logs

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
AE lde Isthe Adverse Event | Form Instan
# Category ntifier Adverse Event Start Date Still Ongoing ce
1 ADVERSE |1 Acute Toxic Metaboli | Oct/28/2020 U | NO Repesating
EVENT ¢ Encephal opathy NK:UNK End Date Time: Pages
Nov/5/2020 UNK:
UNK
2. ADVERSE |2 Functional Abdomina | Oct/28/2020 U | NO Repeating
EVENT Pain NK:UNK End Date Time: Pages
Nov/5/2020 UNK:
UNK
3. ADVERSE |3 Diverticulosis Oct/28/2020 U | YES Repeating
EVENT NK:UNK Pages
4. ADVERSE |4 Urinary Tract Infectio | Oct/28/2020 U | NO Repesating
EVENT n NK:UNK End Date Time: Pages
Nov/5/2020 UNK:
UNK
5. ADVERSE |5 Distended Gallbladder | Oct/28/2020 U | YES Repeating
EVENT NK:UNK Pages
6. ADVERSE |6 Small Hiatal Hernia | Oct/28/2020 U | YES Repeating
EVENT NK:UNK Pages
7.DELETED | ADVERSE |7 Fatigue Aug/31/2020 |NO Repeating
EVENT UNK:UNK End Date Time: Pages
Sep/1/2020 UNK:
UNK
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*** Confidential***

Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 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: [1]
3. | Adverse Event: [Acute Toxic Metabolic Encephal opathy]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Oct/28/2020 UNK:UNK
5. | Isthe adverse event still ongoing? | NO
End Date Time:
Nov/5/2020 UNK:UNK
6. | Toxicity Grade: 3
7. | I1sthe 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
eXIS.tI ng h osp! telxllza.n-on;. Persi st(?nt Did this serious event require or prolong hospitalization?
or significant disability/incapacity; YES
Congenital anomaly/birth defect;
Important medical event (i.e. may Did thi . Iti . onifi disability/i o
jeopardize subject and may require id this serious event result in persistent or significant disability/incapacity?
medical/surgical intervention to NO
prevent above outcomes).
Isthis serious event life threatening?
NO
Other medically important serious event
NO
8. | Isthis adverse event the result of a | NO
study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 10871029

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen

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

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

9. | Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
CONCOMITANT DRUG TREATMENT
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: [2020422217]
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: 10871029

Generated By: ' (b) (4)

Form: ADVERSE EVENT REPORT

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
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1

Category:

ADVERSE EVENT

2.

AEID:

(2]

3.

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

[Functional Abdominal Pain]

Start Date Time:

Oct/28/2020 UNK:UNK

Isthe adverse event still ongoing?

NO

End Date Time:
Nov/5/2020 UNK:UNK

Toxicity Grade:

I's the adverse event serious?

If Yes, NOTIFY PHZER
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:
[Diverticulosis]
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 10871029

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT

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

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: 10871029

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

Adver se Event Report

1

Category:

ADVERSE EVENT

2.

AEID:

(3]

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

[Diverticulosis]

Start Date Time:

Oct/28/2020 UNK:UNK

Isthe adverse event still ongoing?

YES

Toxicity Grade:

2

N|jo|o| s

Is the adverse event serious?

If Yes, NOTIFY PFHZER
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:

NOT RELATED
If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Poor Diet]

10.

Latest Action Taken with Study
Treatment:

*** Confidential***

NOT APPLICABLE
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 10871029

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

11. | Was a Concomitant Medication NO
given?
12. | Was aNon-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: 10871029

Generated By: ' (b) (4)

Form: ADVERSE EVENT REPORT

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
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1

Category:

ADVERSE EVENT

2.

AEID:

(4]

3.

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

[Urinary Tract Infection]

Start Date Time:

Oct/28/2020 UNK:UNK

Isthe adverse event still ongoing?

NO

End Date Time:
Nov/5/2020 UNK:UNK

Toxicity Grade:

I's the adverse event serious?

If Yes, NOTIFY PHZER
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:
[Probable Bacteria Infection]
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 10871029

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT

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

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, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adver se Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [5]
3. | Adverse Event: [Distended Gallbladder]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Oct/28/2020 UNK:UNK
5. | Isthe adverse event still ongoing? | YES
6. | Toxicity Grade: 1
7. | I1sthe 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. | Isthis adverse event the result 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
trestment: 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:
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 10871029

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

11. | Was a Concomitant Medication NO
given?
12. | Was aNon-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: ADVERSE EVENT REPORT
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: 10871029 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adver se Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [6]
3. | Adverse Event: [Small Hiatal Hernia]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Oct/28/2020 UNK:UNK
5. | Isthe adverse event still ongoing? | YES
6. | Toxicity Grade: 1
7. | I1sthe 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. | Isthis adverse event the result 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
trestment: 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:
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 10871029

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

11. | Was a Concomitant Medication NO
given?
12. | Was aNon-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: 10871029

Generated By: ' (b) (4)

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

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

If Yes, NOTIFY PFHIZER
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).

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

(If possible specify diagnosis, not

individual symptoms)
4, | Start Date Time: Atgl3H2020-UNK-UNK
5. | Isthe adverse event still ongoing? | NO

Sep/1/2020 UNKUNK

6. | Toxicity Grade: 1
7. | Isthe adverse event serious? NO

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:

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 10871029

Generated By:  (b) (4)

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

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

Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

10. | Latest Action Taken with Study NOTAPPLICABLE
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: []
For Pfizer Use Only
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Visit: Logs

Header Text:

c4591001

Form Version: 17-Jul-2020 21:54
Site No: 1087

Subject No: 10871029
Generated By: = (b) (4)

Form: MEDICATION ERROR

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

Subject Initials -

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

*** Confidential***

Catego | Medication E | Start D | Isthemedication error Still | Study Medication Errors
# . . Form Instance
ry rror ate Ongoing Action
1 Repeating
Pages
Page 93 of 337

FDA-CBER-2021-5683-0962833




090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
Site No: 1087

Subject No: 10871029
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

M edication Error

1. | Category:

2. | Medication Error (Type of
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?

7. | WasaNon-Drug Treatment given?

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

9. [ Was this medication error
associated with any adverse
events?

10. | Serious Adverse Event Number:

For Pfizer Use Only
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Header Text: c4591001
Visit: Logs

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS

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

Subject Initials: ---

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

*** Confidential***

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

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

Subject No: 10871029

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 is the medication identifier?

[]

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. | Medication:

proprietary name. Include
clarifying information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

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

[]

5. | Date:

1
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Header Text: c4591001

Visit: Logs

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

Subject No: 10871029

Generated By: = (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED

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

Subject Initials -

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

*** Confidential***

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

Visit: Logs - Unscheduled

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

Subject No: 10871029

Generated By:  (b) (4)

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 is the medication identifier?

[]

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

[]

Dose:

[]

Dose Unit:

Dose Frequency:

Route:

©|l® | Nl |0

Start Date:

I

. | Ongoing?
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Header Text: c4591001

Visit: Logs

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

Subject No: 10871029

Generated By: = (b) (4)

Form: RADIATION TREATMENT

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

Subject Initials -

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

*** Confidential***

Categor | Treatment Identifi | Con Non-Drug Treatments Pre-specif | Treatmen | Start Dat
# . Form Instance
y er ied t e
1 Repeating Pages
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Visit: Logs - Unscheduled

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

Subject No: 10871029

Generated By:  (b) (4)

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 | dentifier?

Concomitant Non-drug Treatment
Pre-specified:

Treatment:

[]

Start Date:

1

Ongoing?
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Visit: Logs

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

Subject No: 10871029

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

Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 10871029

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:

1

Page 102 of 337

*** Confidential***
FDA-CBER-2021-5683-0962842




090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Header Text: c4591001

Vigit: Unplanned Vaccination - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1087

Subject No: 10871029

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 1

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: 10871029

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: 1

Vital Signs Details

2. || Record Identifier:

Temperature: [1

Unit:

Temperature Location:
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Header Text: c4591001

Form Version: 20-Feb-2021 02:14
Site No: 1087

Subject No: 10871029

Generated By: = (b) (4)

Visit: Unplanned Vaccination - Unscheduled

Form: LAB URINALY SIS - PREGNANCY TEST
Form Status: Not Started

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

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

Lab Urinalysis

1. | Lab Panel:

Lab Sub-Panel:

1

2
3. | Collection Date:
4

Laboratory Name and Address
(Derived)

[]

5. | Specimen Type:

Lab Result

6. Sponsor ID: [1
Test:
Result:
Not Done:

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

Subject No: 10871029

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:

/)

Anatomical Location:

Body Side:

Route:

Actua Dose:

[]

Ol | N|lo|la| |l w|DN

Unit:

=
©

Timeframe Subject Was Observed

=
=

. | Was the subject observed for at

least the protocol specified
observation period after
investigational product
administration?
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Site No: 1087
Subject No: 10871029

Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Oct-2020 15:57

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:

[]

*** Confidential***
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Header Text: c4591001

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

Site No: 1087

Subject No: 10871029

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: [1
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

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

Subject No: 10871029

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

1

2.

Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

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

Subject No: 10871029
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:
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

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

Subject No: 10871029

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 aiquot.

5. SampleID

[]

*** 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: 10871029

Generated By: ' (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL 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

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 aiquot.

5. SampleID

[]
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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: 10871029

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. | Date of Visit Jan/11/2021
2. | Erroneous Visit
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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: 10871029

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:
eligible and NOT confirmed to have received only placebo at Vaccination
12
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Header Text: c4591001

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

Subject No: 10871029

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/11/2021

2.

Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION

*** Confidential***
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Header Text: c4591001

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

Subject No: 10871029

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:

1
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Header Text: c4591001

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

Subject No: 10871029

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:

1

Cause of Death

2. || Cause of Death Status:

Cause of Death:

[]

*** Confidential***
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Header Text: c4591001

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

Subject No: 10871029

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

Subject Status

1. | Subject Status FOLLOW-UP

2. | Subject Status Date Sep/23/2020
Page 118 of 337

*** Confidential***
FDA-CBER-2021-5683-0962858




090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Header Text: c4591001
Vigit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM
Form Version: 22-Apr-2020 21:04
Site No: 1087

Subject No: 10871029
Generated By:  (b) (4)

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 Hereto Enable

*** Confidential***

Page 119 of 337

FDA-CBER-2021-5683-0962859




Header Text: c4591001
Visgit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

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: 10871029 Subject Initials: ---

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

Audit Trail

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

¢ CRF_Sign

Name Signature Date Type Action
Meaning

Kevin Cannon | Approved Mar-11-2021 15:38:31 (UTC-05:00) Eastern BOOK Signed

Time (US & Canada)
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 isto 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.

090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)
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Header Text: ¢c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 10871029
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

*** Confidential***

Item | Date User Comment
Form | Aug-10-2020 11:40:37 (UTC-05:00) Eastern | (b) (4), Not Applicable
Time (US & Canada) (b) (6)
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Header Text: ¢c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1087

Subject No: 10871029
Generated By:  (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - 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-08-2020 10:47:09 (UTC-05:00) Eastern | (b) (4), NOT OF CHILDBEARING POTENTIAL
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Item | Date User Comment
3 Aug-08-2020 10:47:03 (UTC-05:00) Eastern |/ (b) (4), NOT OF CHILDBEARING POTENTIAL
Time (US & Canada) (b) (6)
Not Done
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Item | Date User Comment
6.a |Aug-08-2020 10:46:56 (UTC-05:00) Eastern | (b) (4), NOT OF CHILDBEARING POTENTIAL
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Item | Date User Comment
6.a |Aug-08-2020 10:46:56 (UTC-05:00) Eastern | (b) (4), NOT OF CHILDBEARING POTENTIAL
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Item | Date User Comment
6.a |Aug-08-2020 10:46:56 (UTC-05:00) Eastern | (b) (4), NOT OF CHILDBEARING POTENTIAL
Time (US & Canada) (b) (6)
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Header Text: ¢c4591001

Visit: V2_VAX2 L

Form Version: 30-Jul-2020 21:27
Site No: 1087

Subject No: 10871029
Generated By:  (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - 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

*** Confidential***

Item | Date User Comment
Form | Aug-27-2020 10:26:58 (UTC-05:00) Eastern | (b) (4), NOT OF CHILDBEARING POTENTIAL
Time (US & Canada) (b) (6)
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Header Text: c4591001

090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Visit: V2 VAX2 L Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Item | Date User Comment
3 Aug-27-2020 10:26:51 (UTC-05:00) Eastern |/ (b) (4), NOT OF CHILDBEARING POTENTIAL
Time (US & Canada) (b) (6)
Not Done
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Header Text: c4591001

Visit: V2 VAX2 L Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Item | Date User Comment
6.a |Aug-27-2020 10:26:44 (UTC-05:00) Eastern | (b) (4), NOT OF CHILDBEARING POTENTIAL
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V2 VAX2 L Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Item | Date User Comment
6.a |Aug-27-2020 10:26:44 (UTC-05:00) Eastern | (b) (4), NOT OF CHILDBEARING POTENTIAL
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V2 VAX2 L Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Item | Date User Comment
6.a |Aug-27-2020 10:26:44 (UTC-05:00) Eastern | (b) (4), NOT OF CHILDBEARING POTENTIAL
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/29/2020

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

Subject No: 10871029
Generated By: ' (b) (4)

Form Status: Data Complete

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 | Nov-09-2020 16:01:05 (UTC-05:00) Eastern | (b) (4), (b) (6)
Time (US & Canada)
Form | Nov-04-2020 17:41:06 (UTC-05:00) Eastern | (b) (4), Update pending receipt of medical records
Time (US & Canada) (b) (6)
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/29/2020

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

Subject No: 10871029
Generated By: ' (b) (4)

Form Status: Data Complete

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
1 Nov-09-2020 16:01:05 (UTC-05:00) Eastern | /(b) (4), (b) (6)
Time (US & Canada)
1 Nov-04-2020 17:41:06 (UTC-05:00) Eastern | (b) (4), Update pending receipt of medical records
Time (US & Canada) (b) (6)
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/29/2020

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

Subject No: 10871029
Generated By: ' (b) (4)

Form Status: Data Complete

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
2 Nov-09-2020 16:01:05 (UTC-05:00) Eastern | /(b) (4), (b) (6)
Time (US & Canada)
2 Nov-04-2020 17:41:06 (UTC-05:00) Eastern | (b) (4), Update pending receipt of medical records
Time (US & Canada) (b) (6)
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/29/2020

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

Subject No: 10871029
Generated By: ' (b) (4)

Form Status: Data Complete

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 Nov-09-2020 16:01:05 (UTC-05:00) Eastern | /(b) (4), (b) (6)
Time (US & Canada)
3 Nov-04-2020 17:41:06 (UTC-05:00) Eastern | (b) (4), Update pending receipt of medical records
Time (US & Canada) (b) (6)
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/29/2020

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

Subject No: 10871029
Generated By: ' (b) (4)

Form Status: Data Complete

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
4 Nov-09-2020 16:01:05 (UTC-05:00) Eastern | /(b) (4), (b) (6)
Time (US & Canada)
4 Nov-04-2020 17:41:06 (UTC-05:00) Eastern | (b) (4), Update pending receipt of medical records
Time (US & Canada) (b) (6)
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/29/2020

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

Subject No: 10871029
Generated By: ' (b) (4)

Form Status: Data Complete

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
5 Nov-09-2020 16:01:05 (UTC-05:00) Eastern | /(b) (4), (b) (6)
Time (US & Canada)
5 Nov-04-2020 17:41:06 (UTC-05:00) Eastern | (b) (4), Update pending receipt of medical records
Time (US & Canada) (b) (6)
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/29/2020

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

Subject No: 10871029
Generated By: ' (b) (4)

Form Status: Data Complete

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
6 Nov-09-2020 16:01:05 (UTC-05:00) Eastern | /(b) (4), (b) (6)
Time (US & Canada)
6 Nov-04-2020 17:41:06 (UTC-05:00) Eastern | (b) (4), Update pending receipt of medical records
Time (US & Canada) (b) (6)
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/29/2020

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

Subject No: 10871029
Generated By: ' (b) (4)

Form Status: Data Complete

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
7 Nov-09-2020 16:01:05 (UTC-05:00) Eastern | /(b) (4), (b) (6)
Time (US & Canada)
7 Nov-04-2020 17:41:06 (UTC-05:00) Eastern | (b) (4), Update pending receipt of medical records
Time (US & Canada) (b) (6)
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/29/2020

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

Subject No: 10871029
Generated By: ' (b) (4)

Form Status: Data Complete

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
8 Nov-09-2020 16:01:05 (UTC-05:00) Eastern | /(b) (4), (b) (6)
Time (US & Canada)
8 Nov-04-2020 17:41:06 (UTC-05:00) Eastern | (b) (4), Update pending receipt of medical records
Time (US & Canada) (b) (6)
Not Applicable
Page 140 of 337

*** Confidential***
FDA-CBER-2021-5683-0962880




090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/29/2020

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

Subject No: 10871029
Generated By: ' (b) (4)

Form Status: Data Complete

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
9 Nov-09-2020 16:01:05 (UTC-05:00) Eastern | /(b) (4), (b) (6)
Time (US & Canada)
9 Nov-04-2020 17:41:06 (UTC-05:00) Eastern | (b) (4), Update pending receipt of medical records
Time (US & Canada) (b) (6)
Not Applicable
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Header Text: c4591001
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Visit: POT_COVID_ILL 1 Form: HEALTH CARE UTILIZATION - Comments
Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Not Complete
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Item | Date User Comment
3 Nov-04-2020 17:39:02 (UTC-05:00) Eastern |/ (b) (4), Update pending receipt of medical records
Time (US & Canada) (b) (6)
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Header Text: c4591001
Vigit: Investigator Signature - Unschedul ed 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: 10871029 Subject Initials: ---

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

Back to Form

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

e CRF_Sign
Name Signature Date Type Action
Meaning
Kevin Cannon | Approved Mar-11-2021 15:38:31 (UTC-05:00) Eastern BOOK Signed
Time (US & Canada)
Affidavit:

By my dated signature below, I, 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 isto 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-11-2021 09:38:46 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Kevin Cannon | Approved Feb-26-2021 12:29:29 (UTC-05:00) Eastern BOOK Signed

Time (US & Canada)

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 isto 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 Feb-21-2021 11:57:18 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
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Header Text: c4591001
Vigit: Investigator Signature - Unschedul ed 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: 10871029 Subject Initials: ---

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

Kevin Cannon | Approved Jan-22-2021 10:37:46 (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 isto 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 bel ow.

(b) (6) N/A Nov-24-2020 16:26:15 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Kevin Cannon | Approved Nov-13-2020 13:59:37 (UTC-05:00) Eastern | BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, I, 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 isto 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 bel ow.

(b) (6) N/A Nov-09-2020 15:59:11 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A

Kevin Cannon | Approved Nov-06-2020 10:29:03 (UTC-05:00) Eastern | BOOK

Time (US & Canada)

Signed

Page 144 of 337

*** Confidential***
FDA-CBER-2021-5683-0962884




090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Header Text: c4591001
Vigit: Investigator Signature - Unschedul ed 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: 10871029 Subject Initials: ---

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

By my dated signature below, I, 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 isto 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 bel ow.

(b) (6) N/A Nov-05-2020 02:03:27 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Kevin Cannon | Approved Nov-04-2020 20:05:23 (UTC-05:00) Eastern | BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, I, 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 isto 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 11:46:32 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A

Kevin Cannon | Approved Nov-04-2020 11:14:12 (UTC-05:00) Eastern | BOOK

Time (US & Canada)

Signed
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Header Text: c4591001
Vigit: Investigator Signature - Unschedul ed 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: 10871029 Subject Initials: ---

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

By my dated signature below, I, 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 isto 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 bel ow.

(b) (6) N/A Nov-03-2020 20:14:34 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Kevin Cannon | Approved Nov-03-2020 16:31:34 (UTC-05:00) Eastern | BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, I, 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 isto 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-03-2020 16:30:54 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A

Kevin Cannon | Approved Nov-03-2020 16:29:19 (UTC-05:00) Eastern | BOOK

Time (US & Canada)

Signed
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Header Text: c4591001
Vigit: Investigator Signature - Unschedul ed 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: 10871029 Subject Initials: ---

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

By my dated signature below, I, 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 isto 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 bel ow.

(b) (6) N/A Nov-03-2020 15:50:56 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Kevin Cannon | Approved Oct-09-2020 15:18:10 (UTC-05:00) Eastern BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, I, 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 isto 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 Sep-24-2020 13:19:21 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A

Kevin Cannon | Approved Sep-14-2020 16:06:19 (UTC-05:00) Eastern BOOK

Time (US & Canada)

Signed
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Header Text: c4591001
Vigit: Investigator Signature - Unschedul ed 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: 10871029 Subject Initials: ---

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

By my dated signature below, I, 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 isto 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 bel ow.

090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)
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Header Text: c4591001

Site No: 1087
Subject No: 10871029
Generated By: = (b) (4)

Visit: COHORT_SELECTION
Form Version: 30-Jul-2020 21:29

Form: COHORT SELECTION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site 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

Time (US & Canada)

Date L ocation User Value Reason
Aug-08-2020 10:43:16 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 24 JUL 2020

2. Select appropriate response - What cohort does the subject belong to?

*** Confidential***

Date L ocation User Value Reason
Aug-08-2020 10:43:16 | ACVOPFEINFP6000 | (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 Version: 22-Apr-2020 21:02
Site No: 1087

Subject No: 10871029

Generated By: = (b) (4)

Form: MAIN INFORMED CONSENT - 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. Consent Was:
Date L ocation User Value Reason
Aug-08-2020 10:43:24 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) OBTAINED
Time (US & Canada) Date Written Consent Obta
ined
Aug/7/2020
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Header Text: c4591001

Site No: 1087
Subject No: 10871029
Generated By: = (b) (4)

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

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

*** Confidential***

1. Subject ID
Date L ocation User Value Reason
Aug-08-2020 10:43:10 ACVOPFEINFP6000 |autocac |DataEntry: Item copied from
(UTC-05:00) Eastern (autocalc) | 10871029 previous form
Time (US & Canada)
2. Birth Date:
Date L ocation User Value Reason
Aug-08-2020 10:43:06 ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment Entry
(UTC-05:00) Eastern (autocalc) |(b) (6)/1940
Time (US & Canada)
3. Sex:
Date L ocation User Value Reason
Aug-08-2020 10:43:34 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) FEMALE
Time (US & Canada)
4, Ethnicity:
Date L ocation User Value Reason
Aug-08-2020 10:43:34 | ACVOPFEINFP6000 |/ (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
GIN

5. Race: (Check X all that apply):
Date L ocation User Value Reason
Aug-08-2020 10:43:34 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) WHITE
Time (US & Canada)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871029

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-08-2020 10:43:45 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Aug/7/2020
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: 10871029
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-08-2020 10:44:02 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Aug/7/2020
Time (US & Canada)
2. Phase of Disposition:
Date L ocation User Value Reason
Aug-08-2020 10:44:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SCREENING
Time (US & Canada)
3. Status:
Date L ocation User Value Reason
Aug-08-2020 10:44:02 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) COMPLETED
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: 10871029
Generated By: = (b) (4)

Form: GENERAL MEDICAL HISTORY - 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

la
Date L ocation User Value Reason
Aug-08-2020 10:54:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Nu 1
Time (US & Canada) mber:

Medical Histo ALLERGY TO

ry Term: CODEINE

Start Date: UNK/UNK/197

0

Ongoing: YES
l.aLine/MH Number:
Date L ocation User Value Reason
Aug-08-2020 10:54:51 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-08-2020 10:54:51 | ACVOPFEINFP6000 | (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-08-2020 10:54:51 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/1970
Time (US & Canada)
1.aOngoing:
Date Location User Value Reason
Aug-08-2020 10:54:51 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 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: 10871029
Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - 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)

1b

Date L ocation User Value Reason
Aug-08-2020 10:55:44 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Transcription
(UTC-05:00) Eastern (b) (6) LineeMH 2 Error

Time (US & Canada) Number:

Medical H FOOD ALLE
istory Ter RGY TO SHR

m: IMP

Start Date UNK/UNK/19

: 90

Ongoing: YES
Aug-08-2020 10:55:11 | ACVOPFEINFP6000 | auto calc (autocalc) | Data Entry: Initial Entry
(UTC-05:00) Eastern LineMHN 2
Time (US& Canada) umber:

Medical His ALLERGY
tory Term: TO SHRIMP

Start Date:  UNK/UNK/
1990

Ongoing:  YES

*** 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: 10871029
Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - 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

1.b Line/MH Number:

Date L ocation User Value Reason
Aug-08-2020 10:55:11 ACVOPFEINFP6000 |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-08-2020 10:55:44 | ACVOPFEINFP6000 | (b) (4), Data Entry: Transcription
(UTC-05:00) Eastern (b) (6) FOOD ALLERGY TOSH | Error
Time (US & Canada) RIMP
Aug-08-2020 10:55:11 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) ALLERGY TO SHRIMP
Time (US & Canada)
1.b Start Date:
Date L ocation User Value Reason
Aug-08-2020 10:55:11 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/1990
Time (US & Canada)
1.b Ongoing:
Date L ocation User Value Reason
Aug-08-2020 10:55:11 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
lc
Date L ocation User Value Reason
Aug-08-2020 10:55:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Nu 3
Time (US & Canada) mber:

Medical Hist FOOD ALLERGY

ory Teem:  TOALCOHOL

Start Date:  UNK/UNK/1980
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1087

Subject No: 10871029

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

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

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

Ongoing: YES
l.cLine/MH Number:
Date L ocation User Value Reason
Aug-08-2020 10:55:32 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-08-2020 10:55:32 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) FOOD ALLERGY TOALC
Time (US & Canada) OHOL
1.c Start Date:
Date L ocation User Value Reason
Aug-08-2020 10:55:32 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/1980
Time (US & Canada)
1.c Ongoing:
Date L ocation User Value Reason
Aug-08-2020 10:55:32 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
1d
Date L ocation User Value Reason
Aug-08-2020 10:56:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/lMH 4
Time (US & Canada) Number:

Medical H HEARING PROBL

istory Ter EMS (BILATERAL

m: EARS)

Start Date UNK/UNK/1990
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1087

Subject No: 10871029

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

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

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

Ongoing: YES
1.dLine/MH Number:
Date L ocation User Value Reason
Aug-08-2020 10:56:08 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-08-2020 10:56:08 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) HEARING PROBLEMS (BI
Time (US & Canada) LATERAL EARYS)
1.d Start Date:
Date L ocation User Value Reason
Aug-08-2020 10:56:08 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/1990
Time (US & Canada)
1.d Ongoing:
Date L ocation User Value Reason
Aug-08-2020 10:56:08 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
le
Date L ocation User Value Reason
Aug-08-2020 10:56:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | LineMH N 5
Time (US & Canada) umber:

Medical His SEASONAL ALL

tory Term: ERGIC RHINITIS

Start Date:  UNK/UNK/2000

Ongoing:  YES

Page 158 of 337

*** Confidential***
FDA-CBER-2021-5683-0962898




090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Header Text: c4591001

Site No: 1087
Subject No: 10871029
Generated By:  (b) (4)

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - 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

l.eLine/MH Number:

*** Confidential***

Date L ocation User Value Reason
Aug-08-2020 10:56:37 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-08-2020 10:56:37 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) SEASONAL ALLERGICR
Time (US & Canada) HINITIS
l.e Start Date:
Date L ocation User Value Reason
Aug-08-2020 10:56:37 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/2000
Time (US & Canada)
1.eOngoing:
Date L ocation User Value Reason
Aug-08-2020 10:56:37 | 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-08-2020 10:56:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Nu 6
Time (US & Canada) mber:

Medical Histo SHORTNESS O

ry Term: F BREATH

Start Date:  UNK/UNK/1995

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: 10871029
Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - 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

1.f Line/MH Number:

Date L ocation User Value Reason
Aug-08-2020 10:56:58 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-12-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Closed Response satisfies

13:20:44 (UTC-05:00)
Eastern Time (US &
Canada)

query

Aug-12-2020 11:00:50
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 1: Answered

Per Pl no
significant change
in therapy or
hospitalization for
worsening of
disease occurred
during the 6 weeks
before enrolIment.

Aug-11-2020 15:33:17
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 1. Opened

GPDCLIN:
Regarding
shortness of breath
medical history,
please confirm
stability of
symptoms of prior
to study enrolment
and that no
significant change
in therapy or
hospitalization for
worsening of
disease occurred
during the 6 weeks
before enrolment.

Aug-08-2020
10:56:58 (UTC-05:00)
Eastern Time (US &
Canada)

ACVOPFEINFP6000

(b) (4),
(b) (6)

Data Entry:
SHORTNESS OF BREAT

H

Initial Entry
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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, Locked, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
1.f Start Date:
Date L ocation User Value Reason
Aug-08-2020 10:56:58 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/1995
Time (US & Canada)
1.f Ongoing:
Date L ocation User Value Reason
Aug-08-2020 10:56:58 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
1g
Date L ocation User Value Reason
Aug-08-2020 10:57:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH 7
Time (US & Canada) Number:

Medical CHRONIC OBSTRU

History T CTIVE PULMONAR

erm: Y DISEASE

Start Dat UNK/UNK/1995

e

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: 10871029
Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - 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

1.gLine/MH Number:

Date L ocation User Value Reason
Aug-08-2020 10:57:15 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-13-2020 ACVOPFEINFP6000 | Hayley Wyper Query 1: Closed Response satisfies
07:09:44 (UTC-05:00) (b) (4) query

Eastern Time (US &
Canada)

Aug-12-2020 11:11:04
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 1: Answered

Per Pl no
significant change
in therapy or
hospitalization for
worsening of
disease occurred
during the 6 weeks
before enrolIment.
EC13 confirmed,
subject eligible for
enrollment.

Aug-12-2020 07:57:11
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Hayley Wyper
(b) (4)

Query 1. Opened

GPD Clin: Per
IC3, please
confirm stability of
symptoms prior to
study enrolment;
that no significant
change in therapy
or hospitalization
for worsening of
disease within 6
weeks of
enrolment. Also,
confirm EC13
reviewed (systemic
corticosteroid use)

Aug-08-2020
10:57:15 (UTC-05:00)

ACVOPFEINFPG000

(b) (4),
(b) (6)

Data Entry:
CHRONIC OBSTRUCTIV

Initial Entry
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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, Locked, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Eastern Time (US & (b) (4), (b) (6) | E PULMONARY DISEAS
Canada) E
1.g Start Date:
Date L ocation User Value Reason
Aug-08-2020 10:57:15 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/1995
Time (US & Canada)
1.9 Ongoing:
Date L ocation User Value Reason
Aug-08-2020 10:57:15 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
1h
Date L ocation User Value Reason
Aug-08-2020 10:57:30 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Numbe 8
Time (US & Canada) re

Medical History SLEEP APN

Term: EA

Start Date: UNK/UNK/2

005
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: 10871029
Generated By:

(b) (4)

Form: GENERAL MEDICAL HISTORY - 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

1.h Line/MH Number:

Date L ocation User Value Reason
Aug-08-2020 10:57:30 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
Aug-08-2020 10:57:30 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) SLEEP APNEA
Time (US & Canada)
1.h Start Date:
Date L ocation User Value Reason
Aug-08-2020 10:57:30 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/2005
Time (US & Canada)
1.h Ongoing:
Date L ocation User Value Reason
Aug-08-2020 10:57:30 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
Li
Date L ocation User Value Reason
Aug-08-2020 10:57:46 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Nu 9
Time (US & Canada) mber:

Medical Hist MITRAL VALVE

ory Term: DISORDER

Start Date:  UNK/UNK/1998

Ongoing: YES
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Header Text: c4591001

Subject No: 10871029
Generated By:  (b) (4)

Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

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

Back to Form

1.i Line/MH Number:

Date L ocation User Value Reason
Aug-08-2020 10:57:46 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
Aug-08-2020 10:57:46 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) MITRAL VALVE DISORD

Time (US & Canada) ER

1i Start Date:

Date L ocation User Value Reason
Aug-08-2020 10:57:46 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/1998

Time (US & Canada)

1.i Ongoaing:

Date L ocation User Value Reason
Aug-08-2020 10:57:46 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES

Time (US & Canada)

1j

Date Location User Value Reason
Aug-08-2020 10:57:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Nu 10

Time (US & Canada) mber:

Medical Hist CORONARY AR
ory Term:  TERY DISEASE

Start Date:  UNK/UNK/1995
Ongoing: YES

*** 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: 10871029
Generated By:

(b) (4)

Form: GENERAL MEDICAL HISTORY - 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

1j Line/MH Number:

Date L ocation User Value Reason
Aug-08-2020 10:57:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |10
Time (US & Canada)
1.j Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-08-2020 10:57:59 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) CORONARY ARTERY DIS
Time (US & Canada) EASE
1j Start Date:
Date L ocation User Value Reason
Aug-08-2020 10:57:59 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/1995
Time (US & Canada)
1,j Ongoing:
Date L ocation User Value Reason
Aug-08-2020 10:57:59 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
1k
Date L ocation User Value Reason
Aug-08-2020 10:58:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | LineeMH 11
Time (US & Canada) Number:

Medical H CONGESTIVE HE

istory Ter ART FAILURE (CL

m: ASS 2)

Start Date UNK/UNK/1995

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, Locked, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

Subject No: 10871029 Subject Initials: ---

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

1.k Line/MH Number:

Date L ocation User Value Reason
Aug-08-2020 10:58:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |11

Time (US & Canada)

1.k Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date L ocation User Value Reason
Aug-08-2020 10:58:20 [ ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) CONGESTIVE HEART FAI

Time (US & Canada) LURE (CLASS 2)

1.k Start Date:

Date L ocation User Value Reason
Aug-08-2020 10:58:20 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/1995

Time (US & Canada)

1.k Ongoing:

Date L ocation User Value Reason
Aug-08-2020 10:58:20 [ ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES

Time (US & Canada)

1l
Date L ocation User Value Reason
Aug-08-2020 10:58:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Numbe 12
Time (US & Canada) r:

Medical History HYPERTEN

Term: SION

Start Date: UNK/UNK/1

992
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: 10871029
Generated By:

(b) (4)

Form: GENERAL MEDICAL HISTORY - 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

1.1 Line/MH Number:

Date L ocation User Value Reason
Aug-08-2020 10:58:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |12
Time (US & Canada)
1.1 Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-08-2020 10:58:32 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) HYPERTENSION
Time (US & Canada)
1| Start Date:
Date L ocation User Value Reason
Aug-08-2020 10:58:32 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/1992
Time (US & Canada)
1.1 Ongoing:
Date L ocation User Value Reason
Aug-08-2020 10:58:32 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
1m
Date L ocation User Value Reason
Aug-08-2020 10:58:46 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Numb 13
Time (US & Canada) er:

Medical History HYPERLIPID

Term: EMIA

Start Date: UNK/UNK/19

92
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: 10871029
Generated By:

(b) (4)

Form: GENERAL MEDICAL HISTORY - 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

1.mLine/MH Number:

Date L ocation User Value Reason
Aug-08-2020 10:58:46 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |13
Time (US & Canada)
1.m Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-08-2020 10:58:46 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) HYPERLIPIDEMIA
Time (US & Canada)
1.m Start Date:
Date L ocation User Value Reason
Aug-08-2020 10:58:46 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/1992
Time (US & Canada)
1.m Ongoing:
Date L ocation User Value Reason
Aug-08-2020 10:58:46 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
1n
Date L ocation User Value Reason
Aug-08-2020 10:59:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | LinggMH 14
Time (US & Canada) Number:

Medical H GASTROESOPHA

istory Ter GEAL REFLUX DI

m: SEASE

Start Date UNK/UNK/1980

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: 10871029
Generated By:

(b) (4)

Form: GENERAL MEDICAL HISTORY - 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

1.n Line/MH Number:

Date L ocation User Value Reason
Aug-08-2020 10:59:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |14
Time (US & Canada)
1.n Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-08-2020 10:59:01 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) GASTROESOPHAGEAL R
Time (US & Canada) EFLUX DISEASE
1.n Start Date:
Date L ocation User Value Reason
Aug-08-2020 10:59:01 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/1980
Time (US & Canada)
1.n Ongoing:
Date L ocation User Value Reason
Aug-08-2020 10:59:01 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
lo
Date L ocation User Value Reason
Aug-08-2020 10:59:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Lineg/MH Nu 15
Time (US & Canada) mber:

Medical Hist RECURRENT C

ory Term:  ONSTIPATION

Start Date:  UNK/UNK/2010

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: 10871029
Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - 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

1l.oLine/MH Number:

Date L ocation User Value Reason
Aug-08-2020 10:59:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |15
Time (US & Canada)
1.0 Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-08-2020 10:59:15 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) RECURRENT CONSTIPAT
Time (US & Canada) ION
1.0 Start Date;
Date L ocation User Value Reason
Aug-08-2020 10:59:15 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/2010
Time (US & Canada)
1.0 Ongoing:
Date L ocation User Value Reason
Aug-08-2020 10:59:15 [ ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
1lp
Date L ocation User Value Reason
Aug-08-2020 10:59:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Lineg/MH Numbe 16
Time (US & Canada) r:

Medical History NAUSEA

Term:

Start Date: UNK/UNK/1

980
Ongoing: YES
Page 171 of 337

*** Confidential***

FDA-CBER-2021-5683-0962911




090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1087
Subject No: 10871029
Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - 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

1.p Line/MH Number:

Date L ocation User Value Reason
Aug-08-2020 10:59:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 16

Time (US & Canada)

1.p Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date L ocation User Value Reason
Aug-13-2020 ACVOPFEINFP6000 | Hayley Wyper Query 1: Closed Response satisfies
07:09:44 (UTC-05:00) (b) (4) query

Eastern Time (US &
Canada)

Aug-12-2020 11:01:52
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 1: Answered

Per Pl no
significant change
in therapy or
hospitalization for
worsening of
disease occurred
during the 6 weeks
before enrolIment.

Aug-12-2020 ACVOPFEINFP6000 | Hayley Wyper Query 1: Opened GPD Clin: Per IC3

10:03:43 (UTC-05:00) (b) (4) and Criteriafor

Eastern Time (US & Temporary Delay

Canada) of Enrolment
(Protocol 5.5),
please confirm
stability of
symptoms within 6
weeks of
enrolment and no
acute event within
48h before study
intervention
administration

Aug-08-2020 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry

10:59:52 (UTC-05:00) (b) (6) NAUSEA

Eastern Time (US &

Canada)

1.p Start Date:
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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, Locked, Frozen, Verified

Medical H CHRONICKI
istory Ter DNEY DISE
m: ASE

Start Date UNK/UNK/20
: 00

Ongoing: YES

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Date L ocation User Value Reason
Aug-08-2020 10:59:52 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/1980
Time (US & Canada)
1.p Ongoing:
Date L ocation User Value Reason
Aug-08-2020 10:59:52 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
1q
Date L ocation User Value Reason
Aug-08-2020 11:00:22 | ACVOPFEINFP6000 | (b) (4), Data Entry: Transcription
(UTC-05:00) Eastern (b) (6) Line/MH 17 Error
Time (US & Canada) Number:

Medical CHRONICKID

History NEY DISEASE

Term:  (STAGE3)

Start Dat UNK/UNK/200

e 0

Ongoing YES
Aug-08-2020 11:00:10 | ACVOPFEINFP6000 | auto calc (autocalc) | Data Entry: Initial Entry
(UTC-05:00) Eastern LineMH 17
Time (US & Canada) Number:

*** 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: 10871029
Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - 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

1.qLine/MH Number:

Date L ocation User Value Reason
Aug-08-2020 11:00:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |17
Time (US & Canada)
1.q Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-08-2020 11:00:22 | ACVOPFEINFP6000 | (b) (4), Data Entry: Transcription
(UTC-05:00) Eastern (b) (6) CHRONIC KIDNEY DISE | Error
Time (US & Canada) ASE (STAGE 3)
Aug-08-2020 11:00:10 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) CHRONIC KIDNEY DISE
Time (US & Canada) ASE
1.q Start Date:
Date L ocation User Value Reason
Aug-08-2020 11:00:10 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/2000
Time (US & Canada)
1.q Ongoing:
Date L ocation User Value Reason
Aug-08-2020 11:00:10 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
1r
Date L ocation User Value Reason
Aug-08-2020 11:00:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Num 18
Time (US & Canada) ber:

Medical Histor POST MENOP

y Term: AUSAL

Start Date: UNK/UNK/200

0
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 10871029

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - 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

‘ ‘ Ongoing: YES

*** 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: 10871029
Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - 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.r Line/MH Number:

Date Location User Value Reason
Aug-08-2020 11:00:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |18
Time (US & Canada)
1.r Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-08-2020 11:00:40 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) POST MENOPAUSAL
Time (US & Canada)
1.r Start Date:
Date L ocation User Value Reason
Aug-08-2020 11:00:40 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/2000
Time (US & Canada)
1.r Ongoing:
Date L ocation User Value Reason
Aug-08-2020 11:00:40 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
1s
Date L ocation User Value Reason
Aug-08-2020 11:00:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Numbe 19
Time (US & Canada) re

Medical History ANEMIA

Term:

Start Date: UNK/UNK/2

000
Ongoing: YES
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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, Locked, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

Subject No: 10871029 Subject Initials: ---

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

1.sLine/MH Number:

Date L ocation User Value Reason

Aug-08-2020 11:00:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) |19

Time (US & Canada)

1.s Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date L ocation User Value Reason

Aug-11-2020 04:58:53 | ACVOPFEINFPE000 | Hayley Wyper Query 1: Closed Response

(UTC-05:00) Eastern (b) (4) satisfies query

Time (US & Canada)

Aug-10-2020 17:47:46 | ACVOPFEINFPE000 | (b) (4), Query 1: Answered No treatment for

(UTC-05:00) Eastern (b) (6) this condition per

Time (US & Canada) patient

Aug-10-2020 13:03:16 | ACVOPFEINFPE000 | Hayley Wyper Query 1: Opened GPD Clin:

(UTC-05:00) Eastern (b) (4) Anemia reported:

Time (US & Canada) Please can you
confirm if subject
has received any
blood productsin
the past 60 days
for this medhx?

Aug-08-2020 11:00:53 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry

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

Time (US & Canada)

1.sStart Date:

Date L ocation User Value Reason

Aug-08-2020 11:00:53 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) UNK/UNK/2000

Time (US & Canada)

1.sOngoing:

Date L ocation User Value Reason

Aug-08-2020 11:00:53 | 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, Locked, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
1t
Date L ocation User Value Reason
Aug-08-2020 11:01:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Nu 20
Time (US & Canada) mber:

Medical Histo MIGRAINE HE

ry Term: ADACHES

Start Date:  UNK/UNK/1980

Ongoing: YES
1.t Line/MH Number:
Date L ocation User Value Reason
Aug-08-2020 11:01:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |20
Time (US & Canada)
1.t Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-08-2020 11:01:10 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) MIGRAINE HEADACHES
Time (US & Canada)
1.t Start Date;
Date L ocation User Value Reason
Aug-08-2020 11:01:10 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/1980
Time (US & Canada)
1.t Ongoing:
Date L ocation User Value Reason
Aug-08-2020 11:01:10 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
lu
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Header Text: c4591001

Site No: 1087
Subject No: 10871029
Generated By:  (b) (4)

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - 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

*** Confidential***

Date L ocation User Value Reason
Aug-08-2020 11:01:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Nu 21
Time (US & Canada) mber:

Medical Histo DIABETIC NEU

ry Term: ROPATHY

Start Date:  UNK/UNK/2010

Ongoing: YES
1.u Line/MH Number:
Date L ocation User Value Reason
Aug-08-2020 11:01:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |21
Time (US & Canada)
1.u Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-08-2020 11:01:35 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) DIABETIC NEUROPATHY
Time (US & Canada)
1.u Start Date:
Date L ocation User Value Reason
Aug-08-2020 11:01:35 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/2010
Time (US & Canada)
1.u Ongoing:
Date L ocation User Value Reason
Aug-08-2020 11:01:35 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
lv
Date L ocation | User |Va|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, Locked, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Aug-08-2020 11:01:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Numb 22
Time (US & Canada) er:

Medical History TYPE 2 DIAB

Term: ETES

Start Date: UNK/UNK/20

10

Ongoing: YES
1lvLineg/MH Number:
Date L ocation User Value Reason
Aug-08-2020 11:01:55 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |22
Time (US & Canada)
1.v Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-08-2020 11:01:55 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) TYPE 2 DIABETES
Time (US & Canada)
1l.v Start Date;
Date L ocation User Value Reason
Aug-08-2020 11:01:55 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/2010
Time (US & Canada)
1.v Ongoing:
Date L ocation User Value Reason
Aug-08-2020 11:01:55 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
1w
Date L ocation | User | Value Reason
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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, Locked, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

Subject No: 10871029 Subject Initials: ---

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

Aug-08-2020 11:02:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH N 23

Time (US & Canada) umber:

Medical Hi OSTEOARTHRITI
story Term S(BILATERAL LE
: GS)

Start Date: UNK/UNK/2000
Ongoing:  YES

1.wLine/MH Number:

Date L ocation User Value Reason
Aug-08-2020 11:02:09 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |23

Time (US & Canada)

1.w Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date L ocation User Value Reason
Aug-08-2020 11:02:09 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) OSTEOARTHRITIS (BILA

Time (US & Canada) TERAL LEGS)

1.w Start Date:

Date Location User Value Reason
Aug-08-2020 11:02:09 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/2000

Time (US & Canada)

1.w Ongoing:

Date L ocation User Value Reason
Aug-08-2020 11:02:09 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES

Time (US & Canada)

1.x

Date L ocation | User | Value Reason
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090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

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, Locked, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Aug-08-2020 11:02:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH N 24
Time (US & Canada) umber:

Medical Hi OSTEOARTHRITI

story Term S (BILATERAL FE

ET)

Start Date: UNK/UNK/2000

Ongoing:  YES
1.x Line/MH Number:
Date L ocation User Value Reason
Aug-08-2020 11:02:25 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |24
Time (US & Canada)
1.x Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-08-2020 11:02:25 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) OSTEOARTHRITIS (BILA
Time (US & Canada) TERAL FEET)
1.x Start Date:
Date L ocation User Value Reason
Aug-08-2020 11:02:25 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/2000
Time (US & Canada)
1.x Ongoing:
Date L ocation User Value Reason
Aug-08-2020 11:02:25 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
ly
Date L ocation | User | Value 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, Locked, Frozen, Verified

*** Confidential***

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Aug-08-2020 11:02:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | LingMH 25
Time (US & Canada) Number:

Medical Hi OSTEOARTHRITIS

story Term (BILATERAL HAN

DS)

Start Date: UNK/UNK/2000

Ongoing: YES
1y Line/MH Number:
Date L ocation User Value Reason
Aug-08-2020 11:02:39 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |25
Time (US & Canada)
1.y Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-08-2020 11:02:39 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) OSTEOARTHRITIS (BILA
Time (US & Canada) TERAL HANDS)
1.y Start Date:
Date L ocation User Value Reason
Aug-08-2020 11:02:39 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/2000
Time (US & Canada)
1.y Ongoing:
Date L ocation User Value Reason
Aug-08-2020 11:02:39 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
1z
Date L ocation | User | Value 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, Locked, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Aug-08-2020 11:02:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Ling/MH Numbe 26
Time (US & Canada) re

Medical History OSTEOPOR

Term: osIS

Start Date: UNK/UNK/2

000

Ongoing: YES
1.zLine/MH Number:
Date L ocation User Value Reason
Aug-08-2020 11:02:52 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |26
Time (US & Canada)
1.z Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-08-2020 11:02:52 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) OSTEOPOROSIS
Time (US & Canada)
1.z Start Date:
Date L ocation User Value Reason
Aug-08-2020 11:02:52 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/2000
Time (US & Canada)
1.z Ongoing:
Date L ocation User Value Reason
Aug-08-2020 11:02:52 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
l.aa
Date L ocation | User | Value Reason
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Form Version: 22-Apr-2020 21:03

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Aug-08-2020 11:03:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Numbe 27
Time (US & Canada) re

Medical History GOUT

Term:

Start Date: UNK/UNK/1

990

Ongoing: YES
l.aaLine/MH Number:
Date L ocation User Value Reason
Aug-08-2020 11:03:02 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |27
Time (US & Canada)
1.aa Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-08-2020 11:03:02 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) GOuUT
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: 10871029

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - 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.aa Start Date:

Date L ocation User Value Reason
Aug-08-2020 11:03:02 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/1990

Time (US & Canada)

1.aa Ongoing:

Date L ocation User Value Reason
Aug-08-2020 11:03:02 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES

Time (US & Canada)

l.ab

Date L ocation User Value Reason
Aug-08-2020 11:03:21 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(autocalc) | Line/MH Numbe 28
r.

Medical History DEPRESSIO

Term: N

Start Date: UNK/UNK/2
000

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: 10871029
Generated By:

(b) (4)

Form: GENERAL MEDICAL HISTORY - 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

1l.ab Line/MH Number:

Date L ocation User Value Reason
Aug-08-2020 11:03:21 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |28
Time (US & Canada)
1.ab Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-08-2020 11:03:21 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) DEPRESSION
Time (US & Canada)
1l.ab Start Date:
Date L ocation User Value Reason
Aug-08-2020 11:03:21 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/2000
Time (US & Canada)
1.ab Ongoing:
Date L ocation User Value Reason
Aug-08-2020 11:03:21 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
lac
Date L ocation User Value Reason
Aug-08-2020 11:03:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Numbe 29
Time (US & Canada) r:

Medical History OBESITY

Term:

Start Date: UNK/UNK/1

980
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: 10871029
Generated By:

(b) (4)

Form: GENERAL MEDICAL HISTORY - 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

l.ac Line/MH Number:

Date L ocation User Value Reason
Aug-08-2020 11:03:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |29

Time (US & Canada)

1.ac Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date L ocation User Value Reason
Aug-08-2020 11:03:32 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) OBESITY

Time (US & Canada)

l.ac Start Date:

Date L ocation User Value Reason
Aug-08-2020 11:03:32 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/1980

Time (US & Canada)

1.ac Ongoing:

Date L ocation User Value Reason
Aug-08-2020 11:03:32 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES

Time (US & Canada)

lad

Date L ocation User Value Reason
Aug-08-2020 13:31:09 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Transcription
(UTC-05:00) Eastern (b) (6) LineMH 30 Error

Time (US & Canada) Number:

Medical H TREMOR (Bl
istory Ter LATERAL A
m: RMS)

Start Date UNK/UNK/20
: 16

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, Locked, Frozen, Verified

*** Confidential***

FDA-CBER-2021-5683-0962929

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Aug-08-2020 11:04:40 | ACVOPFEINFP6000 | auto calc (autocalc) | Data Entry: Initial Entry
(UTC-05:00) Eastern Line/MH Nu 30
Time (US & Canada) mber:

Medical Histo TREMOR

ry Term:

Start Date: UNK/UN

K/2016

Ongoing: YES
l.ad Line/MH Number:
Date L ocation User Value Reason
Aug-08-2020 11:04:40 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |30
Time (US & Canada)
1.ad Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-08-2020 13:31:09 | ACVOPFEINFPE000 |[(b) (4), Data Entry: Transcription
(UTC-05:00) Eastern (b) (6) TREMOR (BILATERAL A | Error
Time (US & Canada) RMS)
Aug-08-2020 11:04:40 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) TREMOR
Time (US & Canada)
1.ad Start Date:
Date L ocation User Value Reason
Aug-08-2020 11:04:40 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/2016
Time (US & Canada)
1.ad Ongoing:
Date L ocation User Value Reason
Aug-08-2020 11:04:40 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
lae
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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, Locked, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Date L ocation User Value Reason
Aug-08-2020 11:04:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Numbe 31
Time (US & Canada) r:

Medical History MEMORY L

Term: (O

Start Date: UNK/UNK/2

018

Ongoing: YES
l.ae Line/MH Number:
Date L ocation User Value Reason
Aug-08-2020 11:04:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |31
Time (US & Canada)
1.ae Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-08-2020 11:04:55 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) MEMORY LOSS
Time (US & Canada)
1l.ae Start Date:
Date L ocation User Value Reason
Aug-08-2020 11:04:55 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) UNK/UNK/2018
Time (US & Canada)
1.ae Ongoing:
Date L ocation User Value Reason
Aug-08-2020 11:04:55 | 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: 10871029
Generated By: = (b) (4)

Visit: V1 DAY1 VAX1 L
Form Version: 30-Jul-2020 21:28

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

*** Confidential***

1. Date:
Date L ocation User Value Reason
Aug-08-2020 10:46:12 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Aug/7/2020
Time (US & Canada)
2. Weight:
Date L ocation User Value Reason
Aug-08-2020 10:46:12 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 80.8
Time (US & Canada)
3. Unit:
Date L ocation User Value Reason
Aug-08-2020 10:46:12 | ACVOPFEINFP6000 | (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-08-2020 10:46:12 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 160.0
Time (US & Canada)
5. Unit:
Date L ocation User Value Reason
Aug-08-2020 10:46:12 | ACVOPFEINFP6000 | (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
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L
Form Version: 30-Jul-2020 21:28

Site No: 1087
Subject No: 10871029
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

Aug-08-2020 10:46:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc)
Time (US & Canada)
7.a
Date L ocation User Value Reason
Aug-08-2020 10:46:12 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Record Identifi 1
Time (US & Canada) er::

Temperature: 35.6

TemperatureU C

nit:

TemperatureL ORAL CA

ocation:: VITY
7.a Record | dentifier:
Date L ocation User Value Reason
Aug-08-2020 10:46:12 | 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-10-2020 09:36:31 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Closed Closed by DM:
(UTC-05:00) Eastern (b) (6)

Time (US & Canada)

Aug-08-2020 10:46:29 | ACVOPFEINFPGE000 |/ (b) (4), Query 1: Answered Correct as entered
(UTC-05:00) Eastern (b) (6) per sponsor
Time (US & Canada) provided device
Aug-08-2020 10:46:12 | ACVOPFEINFPG000 | auto query Query 1: Opened Temperature 35.6
(UTC-05:00) Eastern (autoquery) Cisoutside of
Time (US & Canada) Normal Range
36.1-375C.
Aug-08-2020 10:46:12 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 35.6

Time (US & Canada)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---

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

7.a Unit:

Date L ocation User Value Reason
Aug-08-2020 10:46:12 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) C

Time (US & Canada)

7.a Temperature Location:

Date L ocation User Value Reason
Aug-08-2020 10:46:12 | ACVOPFEINFP6000 | (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: 30-Jul-2020 21:27

Site No: 1087
Subject No: 10871029

Generated By: ' (b) (4)

History

Form: LAB URINALY SIS - PREGNANCY TEST - 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

3. Collection Date:

Date L ocation User Value Reason
Aug-08-2020 10:47:03 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Not Done
Time (US & Canada)
6.a
Date L ocation User Value Reason
Aug-08-2020 10:46:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defin 113
Time (US & Canada) ed | dentifier:

Test:: Choriogonadotro

pin Beta PX113

Result::

Not Done:: NOT DONE
6.a Sponsor |D:
Date L ocation User Value Reason
Aug-08-2020 10:46:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 113
Time (US & Canada)
6.a Test:
Date L ocation User Value Reason
Aug-08-2020 10:46:44 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Choriogonadotropin Beta P
Time (US & Canada) X113
6.a Not Done:
Date L ocation User Value Reason
Aug-08-2020 10:46:44 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NOT DONE
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1087

Subject No: 10871029
Generated By: ' (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trall
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)

*** 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: 10871029
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-08-2020 10:50:31 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Aug/7/2020
Time (US & Canada)
2. Randomization Number:
Date L ocation User Value Reason
Aug-08-2020 10:50:31 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 224387
Time (US & Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- eCRF Audit Trail History

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

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

Subject No: 10871029 Subject Initials: ---

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

Back to Form

1. Data Origin

Date L ocation User Value Reason
Aug-08-2020 10:48:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason
Aug-08-2020 10:48:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SERUM

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Aug-08-2020 10:48:25 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO

Time (US & Canada)

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

Date L ocation User Value Reason
Aug-08-2020 10:48:25 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) After multiple unsuccessful

Time (US & Canada) attempts at blood draw asa

mple was unable to be obtai
ned. Pt did not wish to try fo
r any further attempts.
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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: 10871029
Generated By: ' (b) (4)

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-08-2020 10:48:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern

Time (US & Canada)

(autocalc) | SITE

2. Sample Type
Date L ocation User Value Reason
Aug-08-2020 10:48:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(autocalc) | NASAL_SWAB

3. Sample Collected?

Date L ocation User Value Reason
Aug-08-2020 11:06:46 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Aug-08-2020 10:48:38 | 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-08-2020 10:48:38 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada) Date of Collection:
Aug/7/2020
5a
Date L ocation User Value Reason
Aug-08-2020 11:06:46 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (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: 10871029

Generated By: ' (b) (4)

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

Time (US & Canada) (b) (4), () (6) | SampleID: BP1K3Y
5.a SampleID
Date L ocation User Value Reason
Aug-08-2020 11:06:46 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) BP1K3Y
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: 10871029
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-08-2020 10:51:12 | 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

Aug-08-2020 10:51:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | BLINDED THERAPY

Time (US & Canada)

3. Formulation:

Date L ocation User Value Reason

Aug-08-2020 10:51:12 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-08-2020 10:51:12 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Aug/7/2020 17:04

Time (US & Canada)

5. Anatomical Location:

Date L ocation User Value Reason

Aug-08-2020 10:51:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE

Time (US & Canada)

6. Body Side:

Date L ocation User Value Reason
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Header Text: c4591001

Visit: V1 DAY1 VAX1 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: 10871029 Subject Initials: ---

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

Aug-08-2020 10:51:12 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) LEFT

Time (US & Canada)

7. Route:

Date L ocation User Value Reason
Aug-08-2020 10:51:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INTRAMUSCULAR

Time (US & Canada)

10. Timeframe Subject Was Observed

Date Location User Value Reason
Aug-08-2020 10:51:12 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-08-2020 10:51:12 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES

Time (US & Canada)

Page 201 of 337

*** Confidential***

FDA-CBER-2021-5683-0962941




090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L
Form Version: 06-Jul-2020 21:53

Site No: 1087
Subject No: 10871029
Generated By: = (b) (4)

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

Date L ocation User Value Reason
Aug-08-2020 10:49:48 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES- REACTOGENICITY

Time (US & Canada)

E-DIARY COLLECTED F
OR THIS SUBJECT
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Visit: V2 VAX2_L

Site No: 1087
Subject No: 10871029

Header Text: c4591001

Generated By:  (b) (4)

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
Aug-27-2020 10:24:05 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Aug/26/2020
Time (US & Canada)
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - 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. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date L ocation User Value Reason
Aug-27-2020 10:25:14 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
2.a
Date Location User Value Reason
Aug-27-2020 10:25:14 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Symptom:: FE
Time (US & Canada) \V;
ER

Werefever or systemic N

symptomspresentont O

he last day the Subject

Diary was completed?
2.a Symptom:
Date Location User Value Reason
Aug-27-2020 10:25:14 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) FEVER
Time (US & Canada)
2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Aug-27-2020 10:25:14 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
2b
Date Location User Value Reason
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Header Text: c4591001
Visit: V2 VAX2 L

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

Form Version: 30-Jul-2020 21:30

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

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

Subject Initials: ---

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

*** Confidential***

Aug-27-2020 10:25:14 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Symptom:: FA
Time (US & Canada) TI
GU
E

Werefever or systemi NO

C symptoms present o

n thelast day the Subj

ect Diary was complet

ed?:
2.b Symptom:
Date L ocation User Value Reason
Aug-27-2020 10:25:14 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) FATIGUE
Time (US & Canada)
2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Aug-27-2020 10:25:14 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
2.c
Date L ocation User Value Reason
Aug-27-2020 10:25:14 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Symptom:: HEADA
Time (US & Canada) CHE
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Header Text: c4591001

Visit: V2 VAX2_L

Form Version: 30-Jul-2020 21:30

Site No: 1087

Subject No: 10871029
Generated By: ' (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - 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

Werefever or sys YES
temic symptoms  Ongoin
present onthela g?
st day the Subjec
t Diary was com NO
pleted?:
Stop
Date
Au
g/l
4/2
02
0
2.c Symptom:
Date L ocation User Value Reason
Aug-27-2020 10:25:14 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) HEADACHE
Time (US & Canada)
2.c Were fever or systemic symptoms present on the last day the Subject Diary was compl eted?
Date L ocation User Value Reason
Aug-27-2020 10:25:14 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada) Ongoing?
NO
Stop Date:
Aug/14/2020
2d
Date L ocation User Value Reason
Aug-27-2020 10:25:14 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-OSOO) Eastern (b) (6) Symptom:: C
Time (US & Canada) HI
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Header Text: c4591001
Visit: V2 VAX2 L

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

Subject No: 10871029
Generated By: ' (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - 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

LL
S

Werefever or systemi N
csymptomspresento O
n thelast day the Subj
ect Diary was complet
ed?:

2.d Symptom:
Date L ocation User Value Reason
Aug-27-2020 10:25:14 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) CHILLS
Time (US & Canada)
2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Aug-27-2020 10:25:14 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
2e
Date L ocation User Value Reason
Aug-27-2020 10:25:14 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Symptom:: VO
Time (US & Canada) MI
TIN
G

Werefever or system NO

ic symptoms present

on thelast day the Su

bject Diary was comp

leted?:
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Header Text: c4591001

Visit: V2 VAX2 L Form: VACCINATION SYMPTOMSDIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

Subject No: 10871029 Subject Initials: ---

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

2.e Symptom:

Date L ocation User Value Reason

Aug-27-2020 10:25:14 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry

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

Time (US & Canada)

2.e Were fever or systemic symptoms present on the last day the Subject Diary was compl eted?

Date L ocation User Value Reason
Aug-27-2020 10:25:14 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO

Time (US & Canada)

2f
Date L ocation User Value Reason
Aug-27-2020 10:25:14 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Symptom:: DI
Time (US & Canada) AR
RH
EA
Werefever or systemi NO
C symptoms present o
n thelast day the Sub
ject Diary was compl
eted?:
2.f Symptom:
Date L ocation User Value Reason
Aug-27-2020 10:25:14 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) DIARRHEA

Time (US & Canada)

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

090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Date L ocation User Value Reason
Aug-27-2020 10:25:14 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO

Time (US & Canada)
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Visit: V2 VAX2_L

Site No: 1087
Subject No: 10871029

Header Text: c4591001

Generated By: ' (b) (4)

Form Version: 30-Jul-2020 21:30

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

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

Subject Initials: ---

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

*** Confidential***

FDA-CBER-2021-5683-0962949

249
Date L ocation User Value Reason
Aug-27-2020 10:25:14 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Symptom:: NEW O
Time (US & Canada) R WOR
SENED
MUSCL
E PAIN
Werefever or sys NO
temic symptoms
present on thelas
t day the Subject
Diary was compl
eted?:
2.9 Symptom:
Date L ocation User Value Reason
Aug-27-2020 10:25:14 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NEW OR WORSENED MU
Time (US & Canada) SCLE PAIN
2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Aug-27-2020 10:25:14 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
2h
Date L ocation User Value Reason
Aug-27-2020 10:25:14 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Symptom:: NEW O
Time (US & Canada) R WOR
SENED
JOINT
PAIN
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - 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

Werefever or sys NO

temic symptoms

present on thelas

t day the Subject

Diary was comple

ted?:
2.h Symptom:
Date L ocation User Value Reason
Aug-27-2020 10:25:14 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NEW OR WORSENED JOI
Time (US & Canada) NT PAIN
2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Aug-27-2020 10:25:14 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
3. Injection Site Location:
Date L ocation User Value Reason
Aug-27-2020 10:25:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE
Time (US & Canada)
4. Injection Site Body Side:
Date L ocation User Value Reason
Aug-27-2020 10:25:14 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) LEFT
Time (US & Canada)
5a
Date L ocation User Value Reason
Aug-27-2020 10:25:14 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Injection Site Reactio RE
Time (US & Canada)
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Header Text: c4591001
Visit: V2 VAX2 L Form: VACCINATION SYMPTOMSDIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
n: DN
ES
S

Wereinjection sitere NO
actions present on the
last day the Subject D
iary was completed?:

5.alnjection Site Reaction:

Date L ocation User Value Reason
Aug-27-2020 10:25:14 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) REDNESS

Time (US & Canada)

5.a Wereinjection site reactions present on the last day the Subject Diary was compl eted?

Date Location User Value Reason
Aug-27-2020 10:25:14 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO

Time (US & Canada)

5b

Date L ocation User Value Reason
Aug-27-2020 10:25:14 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Injection Site Reacti SW

Time (US & Canada) on:: ELL

ING

Wereinjection sitere NO
actions present on th
elast day the Subject

Diary was completed
2
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

RESOLVED DATES - 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.b Injection Site Reaction:

Date L ocation User Value Reason
Aug-27-2020 10:25:14 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) SWELLING
Time (US & Canada)
5.b Were injection site reactions present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Aug-27-2020 10:25:14 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
5.c
Date L ocation User Value Reason
Aug-27-2020 10:25:14 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Injection Site Reac PAIN
Time (US & Canada) tion:: AT IN

JECTI

ON sl

TE

Wereinjection site NO
reactions present o
nthelast day the S
ubject Diary wasc
ompleted?:
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Header Text: c4591001

Visit: V2 VAX2_L

Form Version: 30-Jul-2020 21:30

Site No: 1087
Subject No: 10871029

Generated By: ' (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - 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.c Injection Site Reaction:

Date L ocation User Value Reason
Aug-27-2020 10:25:14 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) PAIN AT INJECTION SITE

Time (US & Canada)

5.c Wereinjection site reactions present on the last day the Subject Diary was completed?

Date L ocation User Value Reason
Aug-27-2020 10:25:14 | 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: V2_VAX2_L

Form Version: 21-Aug-2020 02:51

Site No: 1087
Subject No: 10871029
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

Back to Form

1. Date:
Date L ocation User Value Reason
Aug-27-2020 10:26:16 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Aug/26/2020
Time (US & Canada)
2.a
Date L ocation User Value Reason
Aug-27-2020 10:26:16 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Record Identifi 1
Time (US& Canada) er::

Temperature: 36.0

TemperatureU C

nit:

TemperatureL ORAL CA

ocation:: VITY
2.a Record | dentifier:
Date L ocation User Value Reason
Aug-27-2020 10:26:16 | 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
Aug-28-2020 00:57:15 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Closed Closed by DM:
(UTC-05:00) Eastern (b) (6)

Time (US & Canada)

Aug-27-2020 10:27:29 | ACVOPFEINFPE000 | (b) (4), Query 1: Answered Correct as entered
(UTC-05:00) Eastern (b) (6) per sponsor
Time (US & Canada) provided device.
NCS.
Aug-27-2020 10:26:16 | ACVOPFEINFP6000 | auto query Query 1: Opened Temperature 36 C
(UTC-05:00) Eastern (autoquery) is outside of
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Header Text: c4591001

Visit: V2 VAX2 L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

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

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

Subject No: 10871029 Subject Initials: ---

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

Time (US & Canada) Normal Range
36.1-375C.

Aug-27-2020 10:26:16 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) 36.0

Time (US & Canada)

2.a Unit:

Date L ocation User Value Reason
Aug-27-2020 10:26:16 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) C

Time (US & Canada)

2.a Temperature Location:

Date Location User Value Reason
Aug-27-2020 10:26:16 | ACVOPFEINFP6000 | (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: 30-Jul-2020 21:27

Site No: 1087
Subject No: 10871029

Generated By: ' (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - 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

3. Collection Date:

Date L ocation User Value Reason
Aug-27-2020 10:26:51 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Not Done
Time (US & Canada)
6.a
Date Location User Value Reason
Aug-27-2020 10:26:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defin 113
Time (US & Canada) ed | dentifier:

Test:: Choriogonadotro

pin Beta PX113

Result::

Not Done:: NOT DONE
6.a Sponsor |D:
Date L ocation User Value Reason
Aug-27-2020 10:26:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 113
Time (US & Canada)
6.a Test:
Date L ocation User Value Reason
Aug-27-2020 10:26:34 | ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Choriogonadotropin Beta P
Time (US & Canada) X113
6.a Not Done;
Date Location User Value Reason
Aug-27-2020 10:26:34 | ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NOT DONE
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:27
Site No: 1087

Subject No: 10871029
Generated By: ' (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trall
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)
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

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

Aug-27-2020 10:27:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Aug-27-2020 10:27:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | NASAL_SWAB

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Aug-27-2020 17:47:40 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Aug-27-2020 10:27:37 | 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 10:27:37 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

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

Time (US & Canada) Date of Collection:

Aug/26/2020

5a

Date L ocation User Value Reason

Aug-27-2020 17:47:40 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6)
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Header Text: c4591001
Visit: V2 VAX2 L

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

Subject No: 10871029

Generated By: ' (b) (4)

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

Time (US & Canada) (b) (4), () (6) | SampleID: BP9ZMM
5.a SampleID
Date L ocation User Value Reason
Aug-27-2020 17:47:40 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) BPOZMM
Time (US & Canada)

Page 219 of 337

*** Confidential***

FDA-CBER-2021-5683-0962959




090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04

Site No: 1087
Subject No: 10871029
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-27-2020 10:27:55 | 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

Aug-27-2020 10:27:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | BLINDED THERAPY

Time (US & Canada)

3. Formulation:

Date L ocation User Value Reason

Aug-27-2020 10:27:55 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-27-2020 10:27:55 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Aug/26/2020 14:23

Time (US & Canada)

5. Anatomical Location:

Date L ocation User Value Reason

Aug-27-2020 10:27:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE

Time (US & Canada)

6. Body Side:

Date L ocation User Value Reason
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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: 10871029 Subject Initials: ---

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

Aug-27-2020 10:27:55 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) LEFT

Time (US & Canada)

7. Route:

Date L ocation User Value Reason
Aug-27-2020 10:27:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INTRAMUSCULAR

Time (US & Canada)

10. Timeframe Subject Was Observed

Date Location User Value Reason
Aug-27-2020 10:27:55 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-27-2020 10:27:55 | 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: V3_MONTH1 POSTVAX2 L
Form Version: 22-Apr-2020 21:02

Site No: 1087

Subject No: 10871029
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

Nov-06-2020
01:16:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 3: Closed

IlIness visit has been
entered.

Nov-05-2020
08:13:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 3: Answered

COVID lllness visit has
been entered.

Nov-05-2020
02:04:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 1: Closed

Response satisfies query

Nov-04-2020
11:47:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFPS000 |(b) (4), (b) (6)

Query 1: Answered

AE log has been updated

Nov-04-2020
04:05:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000 |(b) (4), (b) (6)

Query 4: Closed

Response satisfies query

Nov-03-2020
20:25:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

(b) (4,
(b) (6)

Query 4: Answered

Nasal Self Swab RR08372
updated in COVID_A form

Nov-03-2020
12:31:39
(UTC-05:00)
Eastern Time (US

ACVOPFEINFP6000

(b) (4), (b)
(6)

Query 4: Opened

HOLDS: Nasa Self Swab
RR08372 was received by
thelab for COVID_A.
Please review and update
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Header Text: c4591001
Visit: V3_ MONTH1 POSTVAX2 L
Form Version: 22-Apr-2020 21:02

Site No: 1087

Subject No: 10871029
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

& Canada) or submit updated SCF.

Nov-03-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 3: Opened I1Iness eDiary: Subject

12:31:06 (6) reported "Yes' for the

(UTC-05:00) guestion "Have you

Eastern Time (US experienced any of the

& Canada) following?’ for the
COVID-19 symptoms or
diagnosis on 280ct2020.
But thereisno COVID
IlIness visit reported in the
database. Please clarify.

Nov-02-2020 ACVOPFEINFP6000 |/(b) (4), (b) Query 2: Closed HOLDS: Nasa Self Swab

16:34:41 (6) RR08372 was received by

(UTC-05:00) the lab for COVID_A.

Eastern Time (US Please review and update

& Canada) or submit updated SCF.

Nov-02-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 2: Opened [lIness eDiary: Subject

14:49:14 reported "Yes' for the

(UTC-05:00) guestion "Have you

Eastern Time (US experienced any of the

& Canada) following?’ for the
COVID-19 symptoms or
diagnosis on 280ct2020.
But thereisno COVID
IlIness visit reported in the
database. Please clarify.

Nov-01-2020 ACVOPFEINFP6000 |/ (b) (4), (b) (6) Query 1: Opened SAE

09:23:17 RECON:AER#2020422217

(UTC-05:00) confusion (onset

Eastern Time (US date:280ct2020)was

& Canada) reported as seriousin
Safety database but missing
in AE CRF. Please confirm
and update CRF. If safety
update is required, submit a
follow-up SAE Form.

Sep-24-2020 ACVOPFEINFP6000 || (b) (4), (b) Data Entry: Initial Entry

13:19:21 ©) Sep/23/2020

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_ L

Form Version: 30-Jul-2020 21:30

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

RESOLVED D

ATES - eCRF Audit Trail History

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initial

S ---

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

Back to Form

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

Date L ocation User Value Reason
Sep-24-2020 13:21:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()‘% NO
Time (US & Canada)
2.a
Date Location User Value Reason
Sep-24-2020 13:21:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
. 4),
(UTC-05:00) Eastern o | Symptom: FE
Time (US & Canada) VE
R

Werefever or systemic sym N

ptomspresent on thelastd O

ay the Subject Diary wasc

ompleted?:
2.a Symptom:
Date Location User Value Reason
Sep-24-2020 13:21:02 ACVOPFEINFP6000 |/ () Data Entry: Initial Entry
(UTC-05:00) Eastern (tf)42’6) FEVER
Time (US & Canada)
2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-24-2020 13:21:02 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()42'6 NO
Time (US & Canada)
2b
Date L ocation User Value Reason

o1- (b) (4), (b) . -
Sep-24-2020 13:21:02 ACVOPFEINFP6000 ©) Data Entry: Initial Entry
(UTC-05:00) Eastern Symptom:: FATIGU
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Header Text: c4591001
Visit: V3_MONTH1 POSTVAX2 L

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

Subject No: 10871029
Generated By: ' (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - 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

b) (4), (b
Time (US & Canada) () ((6)) (b) E
Werefever or systemi YES
c symptomspresent o  Ongoin
nthelast day theSub g?
ject Diary was compl
eted?: NO
Stop
Date
Se
p/2
120
20
2.b Symptom:
Date L ocation User Value Reason
Sep-24-2020 13:21:02 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern <é§‘2'6) FATIGUE
Time (US & Canada)
2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-24-2020 13:21:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (t$)4)('6) YES
Time (US & Canada) Ongoing?
NO
Stop Date:
Sep/2/2020
2.c
Date L ocation User Value Reason
Sep-24-2020 13:21:02 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern o6 | Symptom: HEADA
Time (US & Canada)
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Header Text: c4591001

Visit: V3 MONTH1_POSTVAX2_L

Form Version: 30-Jul-2020 21:30

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initial

S -

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

Werefever or systemi YES
c symptomspresent o  Ongoin
nthelast day theSub g?

ject Diary was compl

CHE

eted?: NO
Stop
Date

Se

p/2

120

20
2.c Symptom:
Date L ocation User Value Reason
Sep-24-2020 13:21:02 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern <é§‘2'6) HEADACHE
Time (US & Canada)
2.c Were fever or systemic symptoms present on the last day the Subject Diary was compl eted?
Date L ocation User Value Reason
Sep-24-2020 13:21:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (t$)4)('6) YES
Time (US & Canada) Ongoing?

NO
Stop Date:
Sep/2/2020
2d
Date L ocation User Value Reason
Sep-24-2020 13:21:02 ACVOPFEINFP6000 ((b)) Data Entry: Initial Entry
. 4), ..

(QTC-OS.OO) Eastern ®) (6 Symptom:: CH
Time (US & Canada)
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Header Text: c4591001

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

Visit: V3 MONTH1_POSTVAX2_L

Form Version: 30-Jul-2020 21:30

RESOLVED DATES - eCRF Audit Trail History

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

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

IL
LS

Werefever or systemicsy NO
mptoms present on the last

day the Subject Diary was
completed?:

*** Confidential***

FDA-CBER-2021-5683-0962967

2.d Symptom:
Date L ocation User Value Reason
Sep-24-2020 13:21:02 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (!)()42-6) CHILLS
Time (US & Canada)
2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-24-2020 13:21:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()426) NO
Time (US & Canada)
2.e
Date L ocation User Value Reason
Sep-24-2020 13:21:02 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (tf)42'6 Symptom:: VO
Time (US & Canada) MIT
ING

Werefever or systemicsy NO

mptoms present on thela

st day the Subject Diary

was completed?:
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Header Text: c4591001

Visit: V3 MONTH1_POSTVAX2_L

Form Version: 30-Jul-2020 21:30

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

RESOLVED DATES - eCRF Audit Trail History

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

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.e Symptom:
Date L ocation User Value Reason
Sep-24-2020 13:21:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()42’6) VOMITING
Time (US & Canada)
2.e Were fever or systemic symptoms present on the last day the Subject Diary was compl eted?
Date L ocation User Value Reason
Sep-24-2020 13:21:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (tf)“ig) NO
Time (US & Canada)
2f
Date L ocation User Value Reason
Sep-24-2020 13:21:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()42é5 Symptom:: DIA
Time (US & Canada) RR
HE
A

Werefever or systemicsy NO

mptoms present on thelas

t day the Subject Diary w

as completed?:
2.f Symptom:
Date L ocation User Value Reason
Sep-24-2020 13:21:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()42’6) DIARRHEA
Time (US & Canada)
2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-24-2020 13:21:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern “), NO

Time (US & Canada)

(b) (6)
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Header Text: c4591001
Visit: V3_MONTH1 POSTVAX2 L

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

Subject No: 10871029
Generated By: ' (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

RESOLVED DATES - 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
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249
Date L ocation User Value Reason
Sep-24-2020 13:21:02 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern o | Symptom: NEW OR
Time (US & Canada) WORSE
NED MU
SCLEPA
IN
Werefever or syste NO
mic symptoms prese
nt on the last day the
Subject Diary wasc
ompleted?:
2.g Symptom:
Date L ocation User Value Reason
Sep-24-2020 13:21:02 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (13()426) NEW OR WORSENED MUSCL
Time (US & Canada) E PAIN
2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-24-2020 13:21:02 ACVOPFEINFP6000 |/ () Data Entry: Initial Entry
(UTC-05:00) Eastern (13()42'6 NO
Time (US & Canada)
2h
Date L ocation User Value Reason
Sep-24-2020 13:21:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
. 4),
(l._JTC-OS.OO) Eastern (b() )(6) Symptom:: NEW OR
Time (US & Canada) WORSE
NED JOI
NT PAIN
Page 229 of 337




090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Header Text: c4591001

Visit: V3 MONTH1_POSTVAX2_L

Form Version: 30-Jul-2020 21:30

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

RESOLVED DATES - eCRF Audit Trail History

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

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

Werefever or system NO
ic symptoms present
on thelast day the S
ubject Diary was co

mpleted?:

2.h Symptom:
Date L ocation User Value Reason
Sep-24-2020 13:21:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (13()4225) NEW OR WORSENED JOINT P
Time (US & Canada) AIN
2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-24-2020 13:21:02 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (tf)‘lz'a NO
Time (US & Canada)
3. Injection Site Location:
Date L ocation User Value Reason
Sep-24-2020 13:21:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE
Time (US & Canada)
4. I njection Site Body Side:
Date L ocation User Value Reason
Sep-24-2020 13:21:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()42'6 LEFT
Time (US & Canada)
5.a
Date L ocation User Value Reason
Sep-24-2020 13:21:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()4223 Injection Site Reaction:: RE
Time (US & Canada) DN
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Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L Form: VACCINATION SYMPTOMSDIARY - SYMPTOM

RESOLVED DATES - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

ESS

Wereinjection sitereactio NO
nspresent on the last day
the Subject Diary was co

mpleted?:
5.aInjection Site Reaction:
Date L ocation User Value Reason
Sep-24-2020 13:21:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), REDNESS

Time (US & Canada) ®)®

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

Date L ocation User Value Reason
Sep-24-2020 13:21:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), NO

(b) (6

Time (US & Canada)

5.b

Date L ocation User Value Reason
Sep-24-2020 13:21:02 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()4 )(é) Injection Site Reaction:: SW

Time (US & Canada) ELL

ING

Wereinjection sitereacti NO
ons present on thelast da

y the Subject Diary wasc
ompleted?:
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Header Text: c4591001

Visit: V3 MONTH1_POSTVAX2_L

Form Version: 30-Jul-2020 21:30

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

RESOLVED DATES - eCRF Audit Trail History

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

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.b Injection Site Reaction

Date L ocation User Value Reason
-24-2020 13:21:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entr
Data Entry: y
(UTC-05:00) Eastern (b()42’6) SWELLING
Time (US & Canada)
5.b Were injection site reactions present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-24-2020 13:21:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (tf)“ig) NO
Time (US & Canada)
5.c
Date L ocation User Value Reason
Sep-29-2020 17:39:13 ACVOPFEINFPE000 || (b) Data Entry: Transcription Error
(UTC-05:00) Eastern Ay Injection Site Reac PAIN AT |
Time (US & Canada) tion:: NJECTIO
N SITE
Wereinjection site YES
reactionspresent o Ongoing?
n thelast day the S
ubject Diary wasc NO
ompleted?:
Stop D
ate:
Sep/
2/20
20
Sep-24-2020 13:21:02 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern @y{6 | Injection SiteReaction PAIN A
Time (US & Canada) . T INJE
CTION
SITE
Wereinjection siterea NO
ctions present on thel
ast day the Subject Di
ary was completed?:
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Header Text: c4591001
Visit: V3_MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1087

Subject No: 10871029
Generated By: ' (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - 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.c Injection Site Reaction:

*** Confidential***

Date L ocation User Value Reason
Sep-24-2020 13:21:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()42’6) PAIN AT INJECTION SITE
Time (US & Canada)
5.c Wereinjection site reactions present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-30-2020 05:48:12 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Closed by DM:
(UTC-05:00) Eastern (b) (6) (b) (6)
Time (US & Canada)
Sep-29-2020 17:39:13 | ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Sep-29-2020 17:39:13 | ACVOPFEINFPG000 |1 (b) (4), Data Entry: Transcription Error
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada) Ongoing?
NO
Stop Date:
Sep/2/2020
Sep-28-2020 09:53:06 | ACVOPFEINFPG000 |(b) (4), Query 1: Opened eDiary: Per diary
(UTC-05:00) Eastern (b) (6) records, PAIN AT
Time (US & Canada) INJECTION SITE
present on Last day
however inform
entered with '‘No'
for the same.
Please verify and
update. If diary
entered in error,
please enter stop
date as last date of
diary. Thanks.
Sep-24-2020 13:21:02 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
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Header Text: c4591001
Visit: V3_MONTH1 POSTVAX2 L

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

Subject No: 10871029
Generated By: ' (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - 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)
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_ L

- eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1087

Subject No: 10871029
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

Back to Form

1. Data Origin
Date L ocation User Value Reason
Sep-24-2020 13:21:25 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Sep-24-2020 13:21:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Sep-24-2020 18:20:45 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Sep-24-2020 13:21:25 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-24-2020 13:21:25 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada) Date of Collection:
Sep/23/2020
5.a
Date L ocation User Value Reason
Sep-24-2020 18:20:45 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sample|D: BRT11B
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: 10871029
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.aSampleID
Date L ocation User Value Reason
Sep-24-2020 18:20:45 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) BRT11B
Time (US & Canada)
5b
Date L ocation User Value Reason
Sep-24-2020 18:20:56 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sample | D: BRT11M
Time (US & Canada)
5.b Sample ID
Date L ocation User Value Reason
Sep-24-2020 18:20:56 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) BRT11M
Time (US & Canada)
5.c
Date L ocation User Value Reason
Sep-24-2020 18:21:14 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sample |D: BM95YW
Time (US & Canada)
5.c Sample 1D
Date L ocation User Value Reason
Sep-24-2020 18:21:14 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) BMO5YW
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: 10871029

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
Mar-01-2021 02:04:12 | ACVOPFEINFPE000 | (b) (4), (b) (6) Query 1: Closed Response
(UTC-05:00) Eastern satisfies query
Time (US & Canada)
Feb-25-2021 13:58:26 | ACVOPFEINFPE000 | (b) (4), Query 1: Answered done
(UTC-05:00) Eastern (b) (6)
Time (US & Canada)
Feb-23-2021 11:32:58 | ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Opened Please upload
(UTC-05:00) Eastern visit source to
Time (US & Canada) Florence.
Feb-21-2021 11:57:18 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Feb/17/2021
Time (US & Canada)
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Header Text: c4591001
Visit: V4 MONTH6_L

Form Version: 22-Apr-2020 21:03

Site No: 1087
Subject No: 10871029
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

Back to Form

1. Data Origin

Date L ocation User Value Reason

Feb-21-2021 11:57:28 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Feb-21-2021 11:57:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SERUM

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Feb-21-2021 11:57:51 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Feb-21-2021 11:57:28 | 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.

Feb-21-2021 11:57:28 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

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

Time (US & Canada) Date of Collection:

Feb/17/2021

5a

Date L ocation User Value Reason

Feb-21-2021 11:57:51 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6)
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Header Text: c4591001
Visit: V4 MONTH6_L

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

Subject No: 10871029

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) | Sample!D: BMBBCZ
5.a SampleID
Date L ocation User Value Reason
Feb-21-2021 11:57:51 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) BMBBCZ
Time (US & Canada)
5b
Date L ocation User Value Reason
Feb-21-2021 11:58:20 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sample |D: BNS86G
Time (US & Canada)
5.b Sample D
Date L ocation User Value Reason
Feb-21-2021 11:58:20 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) BNS86G
Time (US & Canada)
5.c
Date L ocation User Value Reason
Feb-21-2021 11:58:37 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sample |D: BRW720
Time (US & Canada)
5.c Sample D
Date L ocation User Value Reason
Feb-21-2021 11:58:37 | ACVOPFEINFPG000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) BRW720
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail

on Oct/29/2020

Form Version: 22-Apr-2020 21:03

Site No: 1087
Subject No: 10871029

Generated By: ' (b) (4)

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

Nov-05-2020 01:41:08 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 3: Closed Response satisfies

(UTC-05:00) Eastern query

Time (US & Canada)

Nov-04-2020 17:42:14 | ACVOPFEINFP6000 |/ (b) (4), Query 3: Answered Updated

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

Time (US & Canada)

Nov-04-2020 16:56:18 | ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Nov-04-2020 05:23:28 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 3: Opened DM: Kindly

(UTC-05:00) Eastern review and

Time (US & Canada) complete ‘Hedlth
Care Utilization,
Microbiology
Specimen, Iliness
Detailsform' at
thisvisit. Thank
you.

Nov-04-2020 03:55:17 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Opened Date of Visitis

(UTC-05:00) Eastern completed but

Time (US & Canada) Date of
Assessment in the
Signsand
Symptomsformis
missing. Please
review and update
as appropriate.

Nov-03-2020 16:30:54 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Nov-03-2020 15:50:55 | ACVOPFEINFP6000 | auto query Query 2: Candidate Dateof Visitis

(UTC-05:00) Eastern (autoquery) completed but

Time (US & Canada) Date of
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Site No: 1087

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail
on Oct/29/2020

Form Version: 22-Apr-2020 21:03

Subject No: 10871029
Generated By: ' (b) (4)

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

Assessment in the
Signsand
Symptoms formis
missing. Please
review and update

*** Confidential***

as appropriate.

Nov-03-2020 15:50:55 | ACVOPFEINFP6000 | auto query Query 1: Candidate Dateof Visitis

(UTC-05:00) Eastern (autoquery) completed but

Time (US & Canada) Date of Collection
in both Nasal
Swab Self and
Nasal Swab are
missing. Please
review and update
as appropriate.

Nov-03-2020 15:50:55 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Oct/29/2020

Time (US & Canada)

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason

Nov-03-2020 15:50:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | COVID_A

Time (US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

on Oct/29/2020 eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Not Complete

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 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
Nov-04-2020 16:56:18 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Oct/29/2020

Time (US & Canada)

2. Date of First Symptom Started:

Date L ocation User Value Reason
Nov-04-2020 16:56:18 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Oct/28/2020

Time (US & Canada)

3. Symptoms Ongoing?

090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Date L ocation User Value Reason
Jan-04-2021 13:26:01 | ACVOPFEINFPG000 ||(b) (4), (b) (6) Query 1: Closed Response satisfies
(UTC-05:00) Eastern query
Time (US & Canada)
Dec-22-2020 09:21:34 | ACVOPFEINFPE000 | auto query Query 1: Answered New Information
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Dec-22-2020 09:21:34 | ACVOPFEINFP6000 | (b) (4), Data Entry: New Information
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada) Date of Last Symptom Re
solved:
Nov/5/2020
Dec-02-2020 09:58:20 | ACVOPFEINFPE000 | (b) (4), (b) (6) Query 1: Opened CLINQUERY:
(UTC-05:00) Eastern Please clarify
Time (US & Canada) whether the
reported symptoms

are still ongoing?
If symptoms have
ended, please
update ' Symptoms
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090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Header Text: c4591001

on Oct/29/2020

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

Form Version: 10-Oct-2020 16:02

eCRF Audit Trail History
Form Status: Data Complete, Not Complete
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

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

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

*** Confidential***

Ongoing’ onto
‘NO’ and add Date
of Last Symptom
Resolved on the
CRF.
Nov-04-2020 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
16:56:18 (UTC-05:00) (b) (6) YES
Eastern Time (US &
Canada)
4.a
Date L ocation User Value Reason
Nov-04-2020 16:56:18 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Symptoms: FEVE
Time (US & Canada) R
Symptom Present NO
4.a Symptoms:
Date L ocation User Value Reason
Nov-04-2020 16:56:18 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) FEVER
Time (US & Canada)
4.a Was symptom present?
Date L ocation User Value Reason
Nov-04-2020 16:56:18 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
4.b
Date Location User Value Reason
Nov-04-2020 16:56:18 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Symptom NEW OR INCR
Time (US & Canada) s EASED COUG
H
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

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

on Oct/29/2020

Form Version: 10-Oct-2020 16:02

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

Subject Initials: ---

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

Symptom NO

Present:
4.b Symptoms:
Date L ocation User Value Reason
Nov-04-2020 16:56:18 | ACVOPFEINFP6000 | (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
Nov-04-2020 16:56:18 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
4.c
Date L ocation User Value Reason
Nov-04-2020 16:56:18 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(b) (6)

Sympt NEW OR INCRE

oms. ASED SHORTNE
SS OF BREATH

Sympt NO

om Pre

sent:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

on Oct/29/2020

Form Version: 10-Oct-2020 16:02

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

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

Subject Initials: ---

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

4.c Symptoms:
Date L ocation User Value Reason
Nov-04-2020 16:56:18 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NEW OR INCREASED SH
Time (US & Canada) ORTNESS OF BREATH
4.c Was symptom present?
Date L ocation User Value Reason
Nov-04-2020 16:56:18 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
4d
Date L ocation User Value Reason
Nov-04-2020 16:56:18 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Symptoms: CHILL
Time (US & Canada) S
Symptom Present NO

4.d Symptoms:
Date L ocation User Value Reason
Nov-04-2020 16:56:18 | ACVOPFEINFP6000 |/ (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
Nov-04-2020 16:56:18 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
4.e
Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

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

on Oct/29/2020

Form Version: 10-Oct-2020 16:02

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

Subject Initials: ---

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

Nov-04-2020 16:56:18 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sympto NEW OR INCRE
Time (US & Canada) ms: ASED MUSCLE
PAIN

Sympto NO

m Prese

nt:
4.e Symptoms:
Date L ocation User Value Reason
Nov-04-2020 16:56:18 | ACVOPFEINFP6000 | (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
Nov-04-2020 16:56:18 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
4f
Date L ocation User Value Reason
Nov-04-2020 16:56:18 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eestern (b) (6) Sympto NEW LOSS OF
Time (US & Canada) ms: TASTE OR SME

LL
Sympto NO
m Prese

nt:
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Header Text: c4591001

on Oct/29/2020

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

Form Version: 10-Oct-2020 16:02

eCRF Audit Trail History
Form Status: Data Complete, Not Complete
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

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

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

*** Confidential***

4.f Symptoms:
Date L ocation User Value Reason
Nov-04-2020 16:56:18 | ACVOPFEINFP6000 |/ (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
Nov-04-2020 16:56:18 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
49
Date L ocation User Value Reason
Nov-04-2020 16:56:18 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sympto NEW OR INCRE
Time (US & Canada) ms: ASED SORE TH
ROAT

Sympto NO

m Prese

nt:
4.9 Symptoms:
Date L ocation User Value Reason
Nov-04-2020 16:56:18 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NEW OR INCREASED SO
Time (US & Canada) RE THROAT
4.9 Was symptom present?
Date Location User Value Reason
Nov-04-2020 16:56:18 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
4.h
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

on Oct/29/2020

Form Version: 10-Oct-2020 16:02

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

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

Subject Initials: ---

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

Date L ocation User Value Reason
Nov-04-2020 16:56:18 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Symptoms.  DIARRH
Time (US & Canada) EA

Symptom Pres YES

ent:
4.h Symptoms:
Date L ocation User Value Reason
Nov-04-2020 16:56:18 | ACVOPFEINFP6000 |/ (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
Nov-04-2020 16:56:18 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
4.
Date L ocation User Value Reason
Nov-04-2020 16:56:18 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Symptoms: VOMITIN
Time (US & Canada) G

Symptom Prese YES

nt:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
on Oct/29/2020 eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Not Complete

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

Subject No: 10871029 Subject Initials: ---

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

4.i Symptoms:

Date L ocation User Value Reason
Nov-04-2020 16:56:18 | ACVOPFEINFP6000 |/ (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
Nov-04-2020 16:56:18 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Audit Trail
on Oct/29/2020

090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Form Version: 06-Jul-2020 21:54 Form Status:
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Date L ocation User Value Reason
Nov-09-2020 16:05:42 | 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 Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

on Oct/29/2020

Form Version: 06-Jul-2020 21:54

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

Form Status: Data Complete

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
Nov-10-2020 02:11:21 | ACVOPFEINFPG000 | (b) (4), (b) Query 2: Closed Closing asform
(UTC-05:00) Eastern (6) details are already
Time (US & Canada) entered.
Nov-09-2020 16:05:42 | ACVOPFEINFPE000 | (b) (4), (b) (6) Data Entry: Initial Entry
(UTC-05:00) Eastern Oct/28/2020
Time (US & Canada)
Nov-09-2020 16:01:05 | ACVOPFEINFPE000 | (b) (4), (b) (6) Data Entry: Initial Entry
(UTC-05:00) Eastern
Time (US & Canada)
Nov-09-2020 15:58:06 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Answered PLEASE
(UTC-05:00) Eastern UNFREEZE SO
Time (US & Canada) THAT WE MAY
UPDATE
Nov-07-2020 13:26:13 | ACVOPFEINFPE000 | (b) (4), (b) (6) Query 2: Opened Per previous
(UTC-05:00) Eastern response: "Still
Time (US & Canada) pending medical
records.” If
medical records
are now available,
please provide
detailsin CRF
now. Thank you.
Nov-07-2020 13:24:01 | ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Closed other
(UTC-05:00) Eastern
Time (US & Canada)
Nov-06-2020 21:19:10 | ACVOPFEINFP6000 | Salim Query 1: Reissued:Candida | Clin: Please
(UTC-05:00) Eastern Bouguermouh te unfreeze the CRF
Time (US & Canada) (b) (4) form to allow
update.
Nov-06-2020 17:10:32 | ACVOPFEINFPE000 | (b) (4), (b) (6) Query 1: Answered Still pending
(UTC-05:00) Eastern medical records.
Time (US & Canada)
Nov-06-2020 10:39:50 | ACVOPFEINFP6000 | () (4). (0) (6) | Query 1: Reissued:Opened | Theformis
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

on Oct/29/2020

Form Version: 06-Jul-2020 21:54

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

Form Status: Data Complete
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)

unfrozen. Please
confirm if
Comment entered
needs to be
recorded in
appropriate data
point.

Nov-06-2020 07:46:23

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 1: Answered

please unfreeze so

(UTC-05:00) Eastern that we may

Time (US & Canada) update

Nov-06-2020 04:50:42 | ACVOPFEINFPE000 | (b) (4), (b) Query 1: Opened DM: Please

(UTC-05:00) Eastern ©) confirm if

Time (US & Canada) Comment entered
needsto be
recorded in
appropriate data
point. Please
confirm and
correct else
clarify, thank you.

Nov-04-2020 17:41:06 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Not Applicable

Time (US & Canada)

2. Specimen Type:

Date L ocation User Value Reason

Nov-09-2020 16:05:42 | ACVOPFEINFP6000 |/(b) (4), (b) (6) Data Entry: Initial Entry

(UTC-05:00) Eastern SWABBED MATERIAL

Time (US & Canada)

Nov-09-2020 16:01:05 | ACVOPFEINFP6000 |/(b) (4), (b) (6) Data Entry: Initial Entry

(UTC-05:00) Eastern

Time (US & Canada)

Nov-04-2020 17:41:06 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Not Applicable

Time (US & Canada)

3. Specimen Collection Location:

Date L ocation User Value Reason
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090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

on Oct/29/2020

Site No: 1087
Subject No: 10871029

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit

Generated By: ' (b) (4)

Form Version: 06-Jul-2020 21:54

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

Subject Initials: ---

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

*** Confidential***

Nov-09-2020 16:05:42 | ACVOPFEINFP6000 |/(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-05:00) Eastern NASOPHARY NX
Time (US & Canada)
Nov-09-2020 16:01:05 | ACVOPFEINFP6000 |/(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-05:00) Eastern
Time (US & Canada)
Nov-04-2020 17:41:06 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Not Applicable
Time (US & Canada)
4. Assay Code and Description:
Date L ocation User Value Reason
Nov-09-2020 16:05:42 | ACVOPFEINFP6000 |auto calc (autocalc) | Data Entry: Initial Entry
(UTC-05:00) Eastern SEVERE ACUTE RESP SY
Time (US & Canada) NDROME CORONAVIRU
S2

Nov-09-2020 16:01:05 | ACVOPFEINFP6000 |/(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-05:00) Eastern
Time (US & Canada)
Nov-04-2020 17:41:06 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Not Applicable
Time (US & Canada)
5. Device Type:
Date L ocation User Value Reason
Nov-09-2020 16:05:42 | ACVOPFEINFP6000 |auto calc (autocalc) | Data Entry: Initial Entry
(UTC-05:00) Eastern SARS-COV-2 DIAGNOSTI
Time (US & Canada) CTEST
Nov-09-2020 16:01:05 | ACVOPFEINFP6000 |/(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-05:00) Eastern
Time (US & Canada)
Nov-04-2020 17:41:06 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Not Applicable
Time (US & Canada)
6. Trade Name:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Oct/29/2020

Form Version: 06-Jul-2020 21:54

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete

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

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

Date L ocation User Value Reason

Nov-24-2020 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

16:27:15 (UTC-05:00) (autoquery)

Eastern Time (US &

Canada)

Nov-24-2020 ACVOPFEINFP6000 | auto query Query 1: Opened Trade Nameis not

16:26:15 (UTC-05:00) (autoquery) Other, however

Eastern Time (US & Trade Name Other,

Canada) Specify is
completed. Please
verify and correct
inconsistency.

Nov-24-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: updated per query.

16:26:15 (UTC-05:00) CEPHEID XPERT XPRES

Eastern Time (US & S SARS-COV-2 TEST

Canada)

Nov-09-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Initial Entry

16:05:42 (UTC-05:00) OTHER

Eastern Time (US &

Canada)

Nov-09-2020 ACVOPFEINFP6000 |/(b) (4), (b) (6) Data Entry: Initial Entry

16:01:05 (UTC-05:00)

Eastern Time (US &

Canada)

Nov-04-2020 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry

17:41:06 (UTC-05:00) (b) (6) Not Applicable

Eastern Time (US &

Canada)

7. Test Result:

Date L ocation User Value Reason

Nov-09-2020 16:05:42 | ACVOPFEINFP6000 |/(b) (4), (b) (6) Data Entry: Initial Entry

(UTC-05:00) Eastern NEGATIVE

Time (US & Canada)

Nov-09-2020 16:01:05 | ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Initial Entry

(UTC-05:00) Eastern

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

on Oct/29/2020

Form Version: 06-Jul-2020 21:54

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

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

Subject Initials: ---

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

Nov-04-2020 17:41:06 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Not Applicable
Time (US & Canada)
8. Commentg/Findings/Details:
Date L ocation User Value Reason
Nov-09-2020 16:01:05 | ACVOPFEINFP6000 |/(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-05:00) Eastern
Time (US & Canada)
Nov-04-2020 17:41:06 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Not Applicable
Time (US & Canada)
9. Trade Name Other, Specify:
Date L ocation User Value Reason
Nov-26-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 2 | Response
02:45:23 (6) : Closed | satisfies query
(UTC-05:00)
Eastern Time
(Us&
Canada)
Nov-25-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 2 | Please clarify.
09:06:14 : Answe | Trade Name
(UTC-05:00) red Other has not
Eastern Time been selected
(Us& in#4.
Canada)
Nov-25-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 2 | DM: Please
01:59:38 :Reissu | provide
(UTC-05:00) ed:Open | information
Eastern Time ed under field #9.
(Us& Thank you.
Canada)
Nov-24-2020 | ACVOPFEINFP6000 auto query Query 2 | updated per
16:27:15 (autoquery) : Answe | query.
(UTC-05:00) red
Eastern Time
(Us&
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

on Oct/29/2020

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

Subject No: 10871029
Generated By: ' (b) (4)

Form Status: Data Complete

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

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

Canada)

Nov-24-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) DataE |updated per

16:27:15 ntry: query.

(UTC-05:00)

Eastern Time

(Us&

Canada)

Nov-24-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 2 | CEPHEID

05:31:33 (b) (4) : Opene | XPERT

(UTC-05:00) d XPRESS

Eastern Time SARS CoV 2

(Us& test appears to

Canada) be present in
the provided
Coding List of
Trade Name
field on the
CRF page,
Please choose
the same from
thelist or else
please provide
clarification.

(b) (4)
Nov-11-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1 | Response

13:44:12

: Closed | satisfies query

(UTC-05:00)

Eastern Time

(Us&

Canada)

Nov-11-2020 | ACVOPFEINFP6000 auto query Query 1 | Transcription
09:00:17 (autoquery) :Answe | Error
(UTC-05:00) red

Eastern Time

(Us&

Canada)

Nov-11-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) DataE | Transcription
09:00:17 ntry: Error
(UTC-05:00) CEPHE

Eastern Time ID XPE
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

on Oct/29/2020

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

Subject No: 10871029
Generated By: ' (b) (4)

Form Status: Data Complete

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

Subject Initials: ---

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

(UsS& RT XPR
Canada) ESS SA
RS-CoV
-2 test
Nov-11-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 1 | Asper FDA
07:08:08 (b) (4) : Opene [ List of Trade
(UTC-05:00) d names and
Eastern Time CRF CR, data
(US& should be
Canada) updated as
Cepheid Xpert
Xpress
SARS-CoV-2
test, Kindly
update data as
reguested, else
clarify, Thank
you.
(b) (4)
Nov-09-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) DataE | Initia Entry
16:05:42 ntry:
(UTC-05:00) XPERT
Eastern Time EXPRE
(Us& SSSAR
Canada) S-CoV-
2 test
Nov-09-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) DataE | Initia Entry
16:01:05 ntry:
(UTC-05:00)
Eastern Time
(Us&
Canada)
Nov-04-2020 | ACVOPFEINFP6000 (b) (4), DataE | Initia Entry
17:41:06 (b) (6) ntry:
(UTC-05:00) Not Ap
Eastern Time plicable
(Us&
Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
- eCRF Audit Trail History

on Oct/29/2020

Form Version: 22-Apr-2020 21:03

Site No: 1087
Subject No: 10871029
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-03-2020 15:51:13 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Nov-03-2020 15:51:13 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-03-2020 16:30:54 | ACVOPFEINFP6000 | (b) (4), Data Entry: Transcription

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

Time (US & Canada) Date of Collection:

Oct/29/2020

Nov-03-2020 15:51:31 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Nov-03-2020 15:51:13 | 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.

Nov-03-2020 15:51:13 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

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

Time (US & Canada)

5.a
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090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
on Oct/29/2020 - 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: 10871029 Subject Initials: ---

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

Date L ocation User Value Reason
Nov-03-2020 15:51:31 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sample | D: RR08372

Time (US & Canada)

5.aSampleID

Date L ocation User Value Reason
Nov-03-2020 15:51:31 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) RR08372

Time (US & Canada)
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090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

on Oct/29/2020

Form Version: 22-Apr-2020 21:03

Site No: 1087
Subject No: 10871029
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-03-2020 20:14:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date Location User Value Reason
Nov-03-2020 20:14:34 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-03-2020 20:14:34 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO

Time (US & Canada)

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

Date L ocation User Value Reason
Nov-03-2020 20:14:34 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Kindly refer to SELF SWAB
Time (US & Canada) eCRF
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Oct/29/2020

Form Version: 10-Oct-2020 15:59

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

Form Status. Data Complete, Frozen, Not Complete

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-04-2020 17:32:15 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Type of Practition SPECI
Time (US & Canada) er: ALIST

Occurrence of Vis NO

itsor Contacts:
1.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-04-2020 17:32:15 | 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
Nov-04-2020 17:32:15 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
1b
Date L ocation User Value Reason
Nov-04-2020 17:32:15 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Type of Practit EMERGE
Time (US & Canada) ioner: NCY ROO

M

Occurrenceof NO

Visitsor Conta

cts:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Oct/29/2020

Form Version: 10-Oct-2020 15:59

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

Form Status: Data Complete, Frozen, Not Complete

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-04-2020 17:32:15 | ACVOPFEINFP6000 |/ (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
Nov-04-2020 17:32:15 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
1.c
Date L ocation User Value Reason
Nov-04-2020 17:32:15 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Typeof Prac PRIMARY
Time (US & Canada) titioner: CARE PHY
SICIAN

Occurrence NO

of Visitsor C

ontacts:
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-04-2020 17:32:15 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) PRIMARY CARE PHYSICI
Time (US & Canada) AN
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-04-2020 17:32:15 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
1d
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Header Text: c4591001

on Oct/29/2020

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

Form Version: 10-Oct-2020 15:59

Form Status: Data Complete, Frozen, Not Complete

Visit: POT_COVID_ILL 1 - Unscheduled Visit 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

*** Confidential***

Date L ocation User Value Reason
Nov-04-2020 17:32:15 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Type of Practitio URGEN
Time (US & Canada) ner: T CARE

Occurrence of Vi NO

sitsor Contacts:
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-04-2020 17:32:15 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) URGENT CARE
Time (US & Canada)
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-04-2020 17:32:15 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
le
Date L ocation User Value Reason
Nov-04-2020 17:32:15 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Typeof Prac TELEPHON
Time (US & Canada) titioner: E CONSULT

ATION

Occurrence NO

of Visitsor C

ontacts:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Oct/29/2020

Form Version: 10-Oct-2020 15:59

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials: ---

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

1.e Physician or Healthcare Professional:

Date L ocation User Value Reason
Nov-04-2020 17:32:15 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) TELEPHONE CONSULTA
Time (US & Canada) TION
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-04-2020 17:32:15 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
1f
Date L ocation User Value Reason
Nov-04-2020 17:32:15 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Type of Practitioner OTH
Time (US & Canada) : ER

Occurrence of Visits NO

or Contacts:
1.f Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-04-2020 17:32:15 | 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
Nov-04-2020 17:32:15 | 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
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Header Text: c4591001

on Oct/29/2020

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

Form Version: 10-Oct-2020 15:59

Form Status: Data Complete, Frozen, Not Complete

Visit: POT_COVID_ILL 1 - Unscheduled Visit 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

Nov-13-2020 02:01:47
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

(b) (4), (b) (6)

Query 2: Closed

Response satisfies
query

Nov-12-2020 16:13:36
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4). (b) (6)

Query 2: Answered

Confirmed,
subject not in
ICU.

Nov-12-2020 16:09:33
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b)
(4),
(b) (6)

Query 2: Reissued:Opened

Please confirm if
the response to
“Has the subject
beeninintensive
care dueto
potential
COVID-19
illness' is"Yes'

or "No". Pleas
review and update

as necessary.

Nov-12-2020 14:15:49
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 2: Answered

New Information

Nov-12-2020 14:15:49
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

(b) (4), (b) (6)

Data Entry:
YES

Has the subject been in int
ensive care due to potentia
| COVID-19illness?

NO

New Information

Nov-12-2020 00:51:43
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 2: Opened

DM: If yes, please
update missing
“Has the subject
beeninintensive
care dueto
potential
COVID-19
illness?’ Item or
else clarify. Thank
you.

Nov-11-2020 01:55:37
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 1: Closed

Response satisfies
query

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Oct/29/2020

Form Version: 10-Oct-2020 15:59

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials: ---

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

Nov-10-2020 17:03:38 | ACVOPFEINFPGE000 | (b) (4), Query 1: Answered Dataentry error.

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

Time (US & Canada) form and field
will be updated to
NO.

Nov-10-2020 00:32:04 | ACVOPFEINFP6000 |(b) (4), () (6) Query 1: Opened DM: Please

(UTC-05:00) Eastern update field 'Has

Time (US & Canada) the subject been in
intensive care due
to potential
COVID-19
illness? or else
clarify. Thank
you.

Nov-04-2020 17:32:15 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry

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

Time (US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HOSPITALIZATION DETAILS - Audit Trall

on Oct/29/2020

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

Subject No: 10871029 Subject Initials: ---

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

Back to Form

Date L ocation User Value Reason
Nov-04-2020 17:41:59 | ACVOPFEINFP6000 | (b) (4), Form Created

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

Time (US & Canada)
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Header Text: c4591001

Vigit: POT_COVID_ILL 1 - Unscheduled Visit Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

on Oct/29/2020

Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

Form Status: Data Complete, Not Complete

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

Nov-04-2020 17:41:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | HOSPITALIZATION STATUS

Time (US & Canada)

2. Hospitalization Term:

Date L ocation User Value Reason

Feb-12-2021 12:20:44 | ACVOPFEINFP6000 | Rupa N Shah Query 2: Closed Response satisfies

(UTC-05:00) Eastern (b) (4) query

Time (US & Canada)

Feb-11-2021 14:18:14 | ACVOPFEINFPG000 |/(b) (4), (b) (6) Query 2: Answered Vitals and pulse ox

(UTC-05:00) Eastern have been entered.

Time (US & Canada) No respiratory
treatment to report

Nov-29-2020 11:45:17 | ACVOPFEINFPE000 | Rupal N Shah Query 2: 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
signs, pulse
OXymet,
respiratory
treatment, lab
results,
imaging...). Please
make every effort
to obtain these
information.

Nov-11-2020 01:50:52 | ACVOPFEINFP6000 | Salim Query 1: Closed Response satisfies

(UTC-05:00) Eastern Bouguermouh query

Time (US & Canada) (b) (4)

Nov-09-2020 ACVOPFEINFP6000 |/(b) (4), (b) (6) Query 1: Answered updated

16:06:34 (UTC-05:00)

Eastern Time (US &
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

on Oct/29/2020

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Not Complete

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

Subject No: 10871029 Subject Initials: ---

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

Canada)

Nov-09-2020 ACVOPFEINFP6000 |/(b) (4), (b) Query 1: Reissued:Opened | Thanksfor the

02:10:42 (UTC-05:00) (6) response, form has

Eastern Time (US & been unfreeze,

Canada) please update as
per below query

Nov-06-2020 ACVOPFEINFP6000 | Saim Query 1: Reissued:Candida | Clin: Please

21:20:27 (UTC-05:00) Bouguermouh te unfreeze the CRF

Eastern Time (US & (b) (4) form.

Canada)

Nov-06-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Answered please unfreeze so

07:48:42 (UTC-05:00) that we may

Eastern Time (US & update

Canada) microbiology page

Nov-05-2020 11:53:40 | ACVOPFEINFP6000 | Salim Query 1: Opened Clin: Per SAE

(UTC-05:00) Eastern Bouguermouh (AER#

Time (US & Canada) (b) (4) 2020422217) the
subject had alocal
SARS-CoV-2 test
result. Please enter
the dat on the
corresponding
CRF form.

Nov-04-2020 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry

17:41:59 (UTC-05:00) (b) (6) HOSPITAL

Eastern Time (US &

Canada)

3. Admission Date:

Date L ocation User Value Reason

Nov-10-2020 ACVOPFEINFP6000 ||(b) (4), (b) (6) Query 1: Closed Response satisfies

18:14:44 (UTC-05:00) query

Eastern Time (US &

Canada)

Nov-10-2020 ACVOPFEINFP6000 |/ (b) (4), (b) (6) Query 1: Answered Added all current

17:09:25 (UTC-05:00) datawe have as of

Eastern Time (US & now.

Canada)
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Header Text: c4591001

Vigit: POT_COVID_ILL 1 - Unscheduled Visit Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

on Oct/29/2020

Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

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

Subject Initials: ---

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

Nov-10-2020
00:17:54 (UTC-05:00)
Eastern Time (US &
Canada)

ACVOPFEINFP6000

(b) (4), (b)
(6)

Query 1: Reissued:Opened

CLIQUERY:
Hospitalization:
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 information.

Nov-09-2020
16:54:06 (UTC-05:00)
Eastern Time (US &
Canada)

ACVOPFEINFPG000

(b) (4), (b) (6)

Query 1. Reissued:Candid
ate

CLIQUERY:
Hospitalization:
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 information.

Nov-09-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Answered updated

16:06:13 (UTC-05:00)

Eastern Time (US &

Canada)

Nov-09-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Opened CLIQUERY:

02:08:29 (UTC-05:00) (6) Hospitalization:

Eastern Time (US & This subject had

Canada) COVID-19 llIness
and was
hospitalized. Please
enter any available
information (vital
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Header Text: c4591001

Vigit: POT_COVID_ILL 1 - Unscheduled Visit Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

on Oct/29/2020

Form Version: 22-Apr-2020 21:02

Site No: 1087

Subject No: 10871029
Generated By: ' (b) (4)

Form Status: Data Complete, Not Complete

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-06-2020
13:59:22 (UTC-05:00)
Eastern Time (US &
Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) Query 1: Candidate

CLIQUERY:
Hospitalization:
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 information.

Nov-04-2020 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
17:41:59 (UTC-05:00) (b) (6) Oct/28/2020
Eastern Time (US &
Canada)
4, Ongoing?
Date L ocation User Value Reason
Nov-09-2020 15:59:11 | ACVOPFEINFP6000 |/(b) (4), (b) (6) Data Entry: Changed
(UTC-05:00) Eastern NO Information
Time (US & Canada) Discharge Date:
Nov/5/2020

Nov-04-2020 17:41:59 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - eCRF Audit Trail History

on Oct/29/2020

Form Version: 06-Jul-2020 21:52

Site No: 1087
Subject No: 10871029
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 of Clinical Event:

Date L ocation User Value Reason
Nov-04-2020 17:33:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | POTENTIAL COVID-19 ILLNE
Time (US & Canada) SS
2. Was a diagnosis obtained for Potential COVID-19 |lIness?
Date Location User Value Reason
Nov-04-2020 17:33:18 | 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
Nov-04-2020 17:33:18 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 1
Time (US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Oct/29/2020 Audit Trail

Form Version: 30-Jul-2020 21:27 Form Status:

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

Subject No: 10871029 Subject Initials: ---

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

Back to Form

Date L ocation User Value Reason
Nov-10-2020 17:08:41 ACVOPFEINFP6000 |/ (b) (4), Form Created

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

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

on Oct/29/2020

Form Version: 30-Jul-2020 21:27

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

Form Status: Data Complete

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

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

Back to Form

1. Lab Pandl:

Date L ocation User Value Reason

Nov-12-2020 15:38:30 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | CLINICAL CHEMISTRY

Time (US & Canada)

3. Collection Date:

Date L ocation User Value Reason

Nov-13-2020 04:45:42 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Closed Response satisfies

(UTC-05:00) Eastern query

Time (US & Canada)

Nov-12-2020 15:38:30 | ACVOPFEINFP6000 | auto query Query 1: Answered Initial Entry

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Nov-12-2020 15:38:30 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-05:00) Eastern Nov/2/2020

Time (US & Canada)

Nov-12-2020 01:53:02 | ACVOPFEINFP6000 |/(b) (4), (b) Query 1: Opened DM: The response

(UTC-05:00) Eastern (6) for "Collection

Time (US & Canada) Date" ismissing.
Kindly review and
update.

4. Specimen Type:

Date Location User Value Reason

Nov-12-2020 15:38:30 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | BLOOD

Time (US & Canada)

5a

Date L ocation User Value Reason

Nov-10-2020 17:08:41 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry

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

Time (US & Canada) ed | dentifier:
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
on Oct/29/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

Test:: C Reactive Pr

otein_PX329

Result::

Not Done::

Lab Normal R

ange:
5.a Test:
Date L ocation User Value Reason
Nov-10-2020 17:08:41 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) C Reactive Protein_PX329
Time (US & Canada)
5.b
Date L ocation User Value Reason
Nov-10-2020 17:08:41 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sponsor -Defi
Time (US & Canada) ned | dentifie

r:

Test:: Alanine Aminot

ransferase PX3
0

Result::

Not Done::

Lab Normal

Range:
5.b Test:
Date L ocation User Value Reason
Nov-10-2020 17:08:41 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Alanine Aminotransferase PX3
Time (US & Canada) 0
5.c
Date L ocation User Value Reason
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Header Text: c4591001

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

on Oct/29/2020

Form Version: 30-Jul-2020 21:27

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

eCRF Audit Trail History

Form Status: Data Complete

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

Nov-10-2020 17:08:41 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sponsor -Defi
Time (US & Canada) ned I dentifie

r:

Test:: Aspartate Amin

otransferase_PX
28

Result::

Not Done::

Lab Normal

Range:
5.c Test:
Date L ocation User Value Reason
Nov-10-2020 17:08:41 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Aspartate Aminotransferase PX
Time (US & Canada) 28
5d
Date L ocation User Value Reason
Nov-10-2020 17:08:41 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sponsor -Defin
Time (US & Canada) ed | dentifier:

Test:: Alkaline Phos

phatase PX35

Result::

Not Done::

Lab Normal R

ange:
5.d Test:
Date L ocation User Value Reason
Nov-10-2020 17:08:41 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Alkaline Phosphatase PX35
Time (US & Canada)
5e
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Subject No: 10871029
Generated By: ' (b) (4)

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

on Oct/29/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

*** Confidential***

Date L ocation User Value Reason
Nov-10-2020 17:08:41 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sponsor -Defined |
Time (US & Canada) dentifier:

Test:: Bilirubin_

PX21

Result::

Not Done::

Lab Normal Rang

€
5.e Test:
Date L ocation User Value Reason
Nov-10-2020 17:08:41 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Bilirubin_PX21
Time (US & Canada)
5.f
Date L ocation User Value Reason
Nov-10-2020 17:08:41 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sponsor -Defin
Time (US & Canada) ed | dentifier:

Test:: Blood Urea Ni

trogen_PX47

Result::

Not Done::

Lab Normal R

ange:
5.f Test:
Date L ocation User Value Reason
Nov-10-2020 17:08:41 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Blood Urea Nitrogen PX47
Time (US & Canada)
59
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

on Oct/29/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

Subject No: 10871029
Generated By: ' (b) (4)

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

Date L ocation User Value Reason
Feb-22-2021 16:46:25 | ACVOPFEINFPE000 || (b) Data Entry: Changed
(UTC-05:00) Eastern (4), Sponsor -Defined 48 Information
Time (US & Canada) (b) (6) | dentifier:
Test:: Creatinine_
PX48
Result:: .96 mg/dL
Not Done::
Lab Normal Ran Low
ge .55
High
1.02
Unit
mg/dL
Feb-22-2021 16:44:07 | ACVOPFEINFP6000 (b) Data Entry: New Information
(UTC'OSOO) Eastern (4), Sponmr-Defined 48
Time (US & Canada) (b) (6 | dentifier:
Test:: Creatinine_
PX48
Result:: .96 mg/dL
Not Done::
Lab Normal Ran Unit
ge mg/L
Nov-10-2020 17:08:41 | ACVOPFEINFPGE000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) Sponsor-Defined 48
Time (US & Canada) I dentifier:
Test:: Creatinine
PX48
Result:: .96
Not Done::
Lab Normal Ran Unit
ge mg/L
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Header Text: c4591001

on Oct/29/2020

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

Form Version: 30-Jul-2020 21:27

eCRF Audit Trail History

Form Status: Data Complete

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

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

Time (US & Canada)

5.9 Sponsor ID:

Date L ocation User Value Reason
Nov-10-2020 17:08:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |48

Time (US & Canada)

5.9 Test:

Date L ocation User Value Reason
Nov-10-2020 17:08:41 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Creatinine_PX48

Time (US & Canada)

5.9 Result:

Date L ocation User Value Reason
Feb-22-2021 16:46:25 | ACVOPFEINFPE000 |auto query Query 1: Closed Close Auto Query
(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Feb-22-2021 16:44:.07 | ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,
(UTC-05:00) Eastern (autoquery) but lab normal

range (Low, high
or Unit) ismissing.
Please correct or
confirm.

Feb-22-2021 16:44:07

ACVOPFEINFP6000

(b) (4), (b) (6) |DataEntry:

New Information

(UTC-05:00) Eastern .96 mg/dL

Time (US & Canada)

Feb-12-2021 09:35:56 | ACVOPFEINFP6000 (b) Query 1: Reissued:Opened Please update the

(UTC-05:00) Eastern (4), ranges with

Time (US & Canada) (b) (6) available unit from
the CRF options.
Kindly connect
with your CRA for
any further
assistance if
needed

Feb-11-2021 14:05:47

ACVOPFEINFP6000

(b) (4), (b) (6) Query 1: Answered

Normal rangeis
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Header Text: c4591001

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

on Oct/29/2020

Form Version: 30-Jul-2020 21:27

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

eCRF Audit Trail History
Form Status: Data Complete

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)

0.55-1.02 mg/dL

Nov-27-2020 01:44:51
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (0) (6) | Query 1: Reissued:Opened

DM: Per previous
response

'"18NOV 2020 We
expect to have the
lab results. Kindly
review and update

the ranges, else

clarify.
Nov-16-2020 20:44:41 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Reissued:Candidate | Pending Update.
(UTC-05:00) Eastern (6) Query if not
Time (US & Canada) updated by after

18NOV20
Nov-16-2020 15:36:20 | ACVOPFEINFP6000 | (b) Query 1: Answered 18NOV 2020 We
(UTC-05:00) Eastern (4), expect to have the
Time (US & Canada) (b) (6) lab results
Nov-15-2020 13:45:11 | ACVOPFEINFPE000 | (b) (4). (b) Query 1: Reissued:Opened In order to put this

(UTC-05:00) Eastern
Time (US & Canada)

(6)

issue on hold we
need an date (or
estimated date) as
to when the
missing
information is
available. Please
provide aDATE as
to when we can
expect the
information. Thank
you!

Nov-13-2020 04:42:00
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) |Query 1: Reissued:Candidate

to follow up: Still
awaiting more
detailed medical
records.

Nov-12-2020 15:39:22
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) |Query 1: Answered

Still awaiting more
detailed medical
records.

Nov-12-2020 02:15:50
(UTC-05:00) Eastern

ACVOPFEINFP6000

(b) (4). (b) (6) Query 1: Reissued:Opened

DM: Thank you for
your response.
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Header Text: c4591001

on Oct/29/2020

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

Form Version: 30-Jul-2020 21:27

eCRF Audit Trail History
Form Status: Data Complete
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

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

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

Time (US & Canada)

(b) (4), (b) (6)

Please confirm if
dataisavailable
and consider to
update the ranges
with available unit
from the CRF
options. Kindly
connect with your
CRA for any
further assistance if
needed.

Nov-11-2020 16:28:42
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 1: Answered

No ranges reported
in medical records.
Will request more

detailed lab report.

Nov-11-2020 02:59:04

ACVOPFEINFP6000

(b) (4). (b) (6)

Query 1. Reissued:Opened

Please confirm if

*** Confidential***

(UTC-05:00) Eastern lab report provides
Time (US & Canada) lab normal ranges
for this result.
Nov-10-2020 17:10:17 | ACVOPFEINFP6000 | (b) (4), Query 1: Answered Normal
(UTC-05:00) Eastern (b) (6)
Time (US & Canada)
Nov-10-2020 17:08:41 | ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,
(UTC-05:00) Eastern (autoquery) but lab normal
Time (US & Canada) range (Low, high
or Unit) ismissing.
Please correct or
confirm.
Nov-10-2020 17:08:41 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) .96
Time (US & Canada)
5.gLNMT
Date L ocation User Value Reason
Feb-22-2021 16:46:25 | ACVOPFEINFP6000 (b) Data Entry: Changed
(UTC-05:00) Eastern (4), Low Information
Time (US & Canada) (b) (6) 55
High
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

on Oct/29/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 10:22

1.02

Unit

mg/dL
Nov-10-2020 17:08:41 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Unit
Time (US & Canada) mg/L
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS- COVID - Audit Trail

on Oct/29/2020

Form Version: 30-Jul-2020 21:27 Form Status:

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

Subject No: 10871029 Subject Initials: ---

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

Back to Form

Date L ocation User Value Reason
Nov-10-2020 17:05:59 ACVOPFEINFP6000 |/ (b) (4), Form Created

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

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS- COVID - eCRF Audit Trail History

on Oct/29/2020

Form Version: 30-Jul-2020 21:27

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

Form Status: Data Complete, Frozen

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
Nov-10-2020 17:05:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Nov/5/2020
Time (US & Canada)
2.a
Date L ocation User Value Reason
Nov-10-2020 17:05:59 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Record I dentifier:: 1
Time (US & Canaja) &lﬁoliCZ : 11
6

Diastalic:: 75

Respiratory Ratein respir 16

ationgminute:

Heart Ratein beatsminut 87

e
2.a Record | dentifier:
Date L ocation User Value Reason
Nov-10-2020 17:05:59 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 1
Time (US & Canada)
2.a Systolic:
Date L ocation User Value Reason
Nov-10-2020 17:05:59 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 116
Time (US & Canada)
2.aDiastolic:
Date L ocation User Value Reason
Nov-10-2020 17:05:59 | ACVOPFEINFPs000 () (4): (0) (6)| pata Entry: Initial Entry
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Header Text: c4591001

on Oct/29/2020

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

Form Version: 30-Jul-2020 21:27

Form Status: Data Complete, Frozen

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS- COVID - eCRF Audit Trail History

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

*** Confidential***

(UTC-05:00) Eastern (b) (4), 75
Time (US & Canada) (b) (6)
2.a Respiratory Rate in respirations/minute:
Date L ocation User Value Reason
Nov-10-2020 17:05:59 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 16
Time (US & Canada)
2.a Heart Rate in beats/minute:
Date L ocation User Value Reason
Nov-10-2020 17:05:59 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 87
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

on Oct/29/2020

Form Version: 30-Jul-2020 21:28

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

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

Nov-10-2020 17:06:32
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4),
(b) (6)

Form Created

Page 286 of 337

*** Confidential***
FDA-CBER-2021-5683-0963026
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Header Text: c4591001

on Oct/29/2020

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

Form Version: 30-Jul-2020 21:28

History

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

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail

Back to Form

*** Confidential***

FDA-CBER-2021-5683-0963027

1. Date:
Date L ocation User Value Reason
Nov-10-2020 17:06:32 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Nov/5/2020
Time (US & Canada)
2.a
Date L ocation User Value Reason
Nov-10-2020 17:06:32 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Record I dentifier:: 1
Time (US & Canada) Oxygen Saturation: 98.0
2.a Record | dentifier:
Date L ocation User Value Reason
Nov-10-2020 17:06:32 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 1
Time (US & Canada)
2.a SPO2 Pulse Oximetry %
Date L ocation User Value Reason
Nov-10-2020 17:06:32 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 98.0
Time (US & Canada)
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090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Header Text: c4591001
Visit: POT_COVID_CONVA 1 - Unscheduled Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit

Visit on Nov/30/2020 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: 10871029 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
Dec-01-2020 07:40:00 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Nov/30/2020

Time (US & Canada) (b) (6

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason
Dec-01-2020 07:40:00 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, COVID A1
Time (US & Canada) (b) (6
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Header Text: c4591001
Visit: POT_COVID_CONVA 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Visit on Nov/30/2020 - 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: 10871029
Generated By: ' (b) (4)

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

090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Back to Form

1. Data Origin

Date L ocation User Value Reason

Dec-01-2020 07:40:44 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Dec-01-2020 07:40:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SERUM

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Dec-01-2020 07:58:10 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Dec-01-2020 07:40:44 | 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.

Dec-01-2020 07:40:44 | ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), YES

Time (US & Canada) (b) (6 Date of Collection:

Nov/30/2020

5a

Date L ocation User Value Reason

Dec-01-2020 07:58:10 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (0) (6)
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090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Header Text: c4591001

Vigit: POT_COVID_CONVA 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Visit on Nov/30/2020

Form Version: 22-Apr-2020 21:03

Site No: 1087
Subject No: 10871029

Generated By: ' (b) (4)

- 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)

‘(b) @), (b) (6) ‘ Sample 1D: BSHOHK

5.a SampleID
Date L ocation User Value Reason
Dec-01-2020 07:58:10 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, BSH9HK
Time (US & Canada) (b) (6)
5b
Date L ocation User Value Reason
Dec-01-2020 07:59:29 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), Sample | D: BSHIJ2
Time (US & Canada) (b) (6
5.b Sample D
Date L ocation User Value Reason
Dec-01-2020 07:59:29 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, BSH9J2
Time (US & Canada) (b) (6
5.c
Date L ocation User Value Reason
Dec-01-2020 09:37:28 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), Sample |D: BR1STZ
Time (US & Canada) (b) (6
5.c Sample D
Date L ocation User Value Reason
Dec-01-2020 09:37:28 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, BR1STZ
Time (US & Canada) (b) (6
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Header Text: c4591001

Vigit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55

Site No: 1087
Subject No: 10871029
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 Location User Value Reason
Sep-24-2020 13:21:43 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (tf)“zé) Sep/23/2020
Time (US & Canada)
2. Phase of Disposition:
Date L ocation User Value Reason
Sep-24-2020 13:21:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | VACCINATION
Time (US & Canada)
3. Status:
Date Location User Value Reason
Sep-24-2020 13:21:43 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (13()426 COMPLETED
Time (US & Canada)
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Header Text: c4591001

090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (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: 10871029 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Back to Form
Date L ocation User Value Reason
Nov-04-2020 11:46:32 | ACVOPFEINFP6000 | (b) Form Created
(UTC-05:00) Eastern 4,
Time (US & Canada) (b) (6
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1087
Subject No: 10871029
Generated By:  (b) (4)

Form Version: 22-Apr-2020 21:02

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

*** Confidential***

FDA-CBER-2021-5683-0963033

Date L ocation User Value Reason
Nov-10-2020 14:41:16 | 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 Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871029
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
Nov-10-2020 14:43:40 ACVOPFEINFP6000 | (b) (4), Form Created
(UTC-05:00) Eastern (b) (6)
Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1087
Subject No: 10871029
Generated By:  (b) (4)

Form Version: 22-Apr-2020 21:02

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

*** Confidential***

FDA-CBER-2021-5683-0963035

Date L ocation User Value Reason
Nov-10-2020 14:45:40 | 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 Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871029
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
Nov-10-2020 14:55:09 | ACVOPFEINFP6000 |/ (b) (4), Form Created
(UTC-05:00) Eastern (b) (6)
Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1087
Subject No: 10871029
Generated By:  (b) (4)

Form Version: 22-Apr-2020 21:02

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

*** Confidential***

FDA-CBER-2021-5683-0963037

Date L ocation User Value Reason
Nov-10-2020 14:56:29 | 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 Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871029
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

Mar-11-2021 09:38:46
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b)
(6)

Form Deleted

Transcription
Error

Nov-10-2020 15:22:39
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4),
(b) (6)

Form Created
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Site No: 1087

Generated By:

Subject No: 10871029
(b) (4)

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, Locked, Frozen

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

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

Back to Form

*** Confidential***

1. Category:

Date L ocation User Value Reason

Nov-04-2020 11:46:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date L ocation User Value Reason

Nov-04-2020 11:46:32 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-16-2020 ACVOPFEINFP6000 |(b) (4), Query 2: Closed Response satisfies query

15:24:11 (b) (6)

(UTC-05:00) Eastern

Time (US & Canada)

Nov-16-2020 ACVOPFEINFP6000 | (b) Query 2: Answered subject does not have a

14:58:26 (4), diagnosis of Alzheimer;s.

(UTC-05:00) Eastern (b) (8)

Time (US & Canada)

Nov-16-2020 ACVOPFEINFP6000 |(b) (4), Query 2: Opened CLINICAL - SAE reports

00:02:38 (b) (6) that subject receives

(UTC-05:00) Eastern Donepezil [Aricept] for

Time (US & Canada) Med Hx condition of
memory loss. Please clarify
is subject has received a
diagnosis of Alzheimer's; if
s0, please update SAE and
Med Hx CRF

Nov-15-2020 ACVOPFEINFP6000 ||(b) (4), Query 2: Candidate CLINICAL - SAE reports

19:15:28 (b) (6) that subject receives

(UTC-05:00) Eastern Donepezil [Aricept] for

Time (US & Canada) Med Hx condition of
memory loss. Please clarify
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1087

Subject No: 10871029

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen

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

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
is subject has received a
diagnosis of Alzheimer's; if
S0, please update SAE and
Med Hx CRF
Nov-11-2020 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response satisfies query
01:37:32 (b) (6)

(UTC-05:00) Eastern
Time (US & Canada)

Nov-10-2020 ACVOPFEINFP6000 | auto query Query 1. Answered Transcription Error

14:03:20 (autoquery)

(UTC-05:00) Eastern

Time (US & Canada)

Nov-10-2020 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Transcription Error

14:03:20 (b) (6) Acute Toxic Metabolic

(UTC-05:00) Eastern Encephal opathy

Time (US & Canada)

Nov-09-2020 ACVOPFEINFP6000 || (b) (4), Query 1: Opened SAE

06:23:03 (b) (6) RECON:AER#2020422217,

(UTC-05:00) Eastern the term in Safety database

Time (US & Canada) was updated to ‘acute toxic
metabolic encephal opathy'
while retained as Confusion
in AE CRF. Please confirm
correct term. If safety
updateis required, please
submit a follow-up form.

Nov-04-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

11:46:32 (4), Confusion

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

Time (US & Canada)

4, Start Date Time;

Date L ocation User Value Reason

Nov-04-2020 11:46:32 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry

(UTC-05:00) Eastern 4, Oct/28/2020 UNK:UNK

Time (US & Canada) (b) (6

5. Isthe adverse event still ongoing?

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, Locked, Frozen

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

Subject No: 10871029 Subject Initials: ---

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

Nov-12-2020 22:03:32 | ACVOPFEINFP6000 ||(b) (4), Query 1: Closed Query closed; will

(UTC-05:00) Eastern (b) (6) follow for SAE

Time (US & Canada) update with the
update end date

Nov-12-2020 15:40:11 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1. Answered SAE follow up

(UTC-05:00) Eastern report has been sent

Time (US & Canada) including end date.

Nov-11-2020 14:20:24 | ACVOPFEINFP6000 ||(b) (4), Query 1: Opened CLINICAL - Event

(UTC-05:00) Eastern (b) (6) end date is reported

Time (US & Canada) 05Nov20; however,
SAE event dateis
UNKNOWN.
Please submit a
SAE safety update
with end date
information.

Nov-10-2020 14:46:31 | ACVOPFEINFP6000 || (b) (4), Data Entry: New Information

(UTC-05:00) Eastern (b) (6) NO

Time (US & Canada) End Date Time:

Nov/5/2020 UNK:UNK

Nov-04-2020 11:46:32 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), YES

Time (US & Canada) (b) (8

6. Toxicity Grade:

Date L ocation User Value Reason
Nov-04-2020 11:46:32 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), 3

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
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090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

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, Locked, Frozen

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Nov-12-2020 22:02:31 | ACVOPFEINFP6000 ||(b) (4), Query 3: Closed Query closed; will
(UTC-05:00) Eastern (b) (6) follow for SAE
Time (US & Canada) update with the
requested COVID
test info
Nov-12-2020 15:41:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 3: Answered Updated SAE
(UTC-05:00) Eastern report sent with
Time (US & Canada) new information.
Nov-11-2020 22:12:43 | ACVOPFEINFP6000 ||(b) (4), Query 3: Reissued:Opened CLINICAL Thanks
(UTC-05:00) Eastern (b) (6) for clarifying;
Time (US & Canada) please send a SAE
update to clarify
'Son confirmed
subject had a
NEGATIVE
COVID-19 test'
rather than ‘did not
perform'a
COVID-19 test
Nov-11-2020 16:26:23 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 3: Answered Possible
(UTC-05:00) Eastern transcription error.
Time (US & Canada) Son reported
negative COVID
test donein
hospital.
Nov-11-2020 14:35:06 | ACVOPFEINFP6000 ||(b) (4), Query 3: Opened CLINICAL In SAE
(UTC-05:00) Eastern (b) (6) report, lab section
Time (US & Canada) states COVID test
performed and
NEG; however in
narrative states
subject's son
confirmed NO
COVID test
performed in Hosp
['had adid not".
Please
clarify/update
which is correct.
Nov-07-2020 08:07:28 | ACVOPFEINFP6000 | Charu Query 2: Closed Please note - this
(UTC-05:00) Eastern Sabharwal request isfor a
Time (US & Canada) (b) (4) follow-up SAE
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Site No: 1087

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

Subject No: 10871029

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen
Site Name: (1087) PMG Research of Wilmington, LLC
Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
formto be
submitted to
safety/DSU if the
date of the negative
SARSCoV?2 test
result is known.
Nov-06-2020 09:27:37 | ACVOPFEINFP6000 || (b) Query 2: Answered PLEASE
(UTC-05:00) Eastern (4), UNFREEZE SO
Time (US & Canada) (b) (6) THAT WE MAY
UPDATE
Nov-05-2020 11:28:21 | ACVOPFEINFP6000 |/(b) (4), Query 2: Opened Clinical - if known,
(UTC-05:00) Eastern (b) (6) please submit
Time (US & Canada) DATE of COVID
test during
hospitalization as a
SAE safety update.
Nov-05-2020 02:03:27 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Nov-04-2020 11:46:32 | ACVOPFEINFP6000 | auto query Query 1. Candidate For AE Confusion:
(UTC-05:00) Eastern (autoquery) Responseto "Isthe
Time (US & Canada) adverse event
serious?' is'Yes
but " Serious
Adverse Event
Number" is blank.
Nov-04-2020 11:46:32 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, YES
Time (US & Canada) (b) (6 Is this serious event associat
ed with congenital anomaly
or birth defect?
NO
Did this serious event result
in death?
NO
Did this serious event requir
e or prolong hospitalization?
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 10871029

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen

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

Subject Initials: ---

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

YES
Did this serious event result
in persistent or significant di
sability/incapacity?

NO

Isthis serious event life thre
atening?

NO

Other medically important s
erious event

NO

8. I sthis 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
Nov-04-2020 11:46:32 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO

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

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Nov-11-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 2 | Response

22:04:42
(UTC-05:00)
Eastern Time
(Us&
Canada)

: Closed | setisfies query

Nov-11-2020 | ACVOPFEINFP6000
16:25:22
(UTC-05:00)
Eastern Time
(Us&
Canada)

auto query Query 2 | New
(autoquery) : Answe | Information
red

Nov-11-2020 | ACVOPFEINFPG000

(b) (4), (b) (6) DataE |New
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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, Locked, Frozen
Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
16:25:22 (b) (4), (b) (6) ntry: Information
(UTC-05:00) NOT R
Eastern Time ELATE
(Us& D
Canada) If Not
Relate
dtost
udy tr
eatme
nt(s), t
hisev
entis
dueto:
CON
CO
MIT
ANT
DRU
GT
REA
TME
NT
Nov-11-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Query 2 | CLINICAL
14:23:39 : Opene | Encephal opathy
(UTC-05:00) d event reported
Eastern Time dueto UTI;
(Us& however, SAE
Canada) report states "It
was determined
that acute toxic
metabolic
encephal opathy
wasrelated to a
recent Med
topiramate.”
Please review,
and updatein
the appropriate
location
Nov-10-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1 | Response
17:18:48 : Closed | satisfies query
(UTC-05:00)
Eastern Time
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 10871029

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen

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

Subject Initials: ---

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

(Us&
Canada)
Nov-10-2020 | ACVOPFEINFP6000 auto query Query 1 | New
14:31:56 (autoquery) : Answe | Information
(UTC-05:00) red
Eastern Time
(Us&
Canada)
Nov-10-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) DataE | New
14:31:56 ntry: Information
(UTC-05:00) NOT R
Eastern Time ELATE
(Us& D
Canada) If Not
Relate
dtost
udy tr
eatme
nt(s), t
hisev
entis
due to:
OTH
ER
If
Oth
er,
spe
cify
U
ri
n
ar
y
T
ra
ct
In
fe
ct
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 10871029

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen

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

Subject Initials: ---

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

io
n

Nov-10-2020 | ACVOPFEINFP6000
09:40:52
(UTC-05:00)
Eastern Time
(US&
Canada)

(b) (4), (b) (6) Query 1 | Pleasereview

: Reissu | "If not related
ed:Open | to study

ed treatment
other" field, the
following text
was indicated
in the comment
field [UTI].
Any symptoms,
AEs or other
key data should
be collected on
the appropriate
page. Please
review and
update as
necessary.

Nov-05-2020 | ACVOPFEINFPG000

(b) (4), (b) (6) " | Query 1 | 11/5/2020 site

12:35:22 : Reissu | waiting for
(UTC-05:00) ed:Cand | medical records
Eastern Time idate to update
(US& database - lets
Canada) wait alittle
Nov-05-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1 | UTI has not
08:14:50 : Answe | been
(UTC-05:00) red confirmed.
Eastern Time Pending
(US& medical
Canada) records. Once
medical records
arereceived al
other AEs/key
datawill be
updated.
Nov-05-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 1 | Pleasereview
06:21:28 (b) (4) : Opene | "If not related
(UTC-05:00) d to study
Eastern Time treatment
(US& other" field, the
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version:
Site No: 1087

22-Apr-2020 21:02

Subject No: 10871029

Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen
Site Name: (1087) PMG Research of Wilmington, LLC

Subject Initials: ---

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

Canada)

following text
was indicated
in the comment
field [UTI].
Any symptoms,
AEsor other
key data should
be collected on
the appropriate
page. Please
review and
update as
necessary.

(b)

(4)

Nov-04-2020
11:46:32
(UTC-05:00)
Eastern Time
(US&
Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Data E
ntry:
NOT R
ELATE
D
If Not
Relate
dtost
udy tr
eatme
nt(s), t
hisev
entis
due to:

OTH
ER

If
Oth
€r,
spe
cify

0s

bl

Initial Entry
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1087

Subject No: 10871029

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen

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

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
e
U
T
|
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Nov-04-2020 11:46:32 | ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NOT APPLICABLE
Time (US & Canada) (b) (6
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Nov-04-2020 11:46:32 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, YES
Time (US & Canada) (b) (6
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Nov-04-2020 11:46:32 | ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), NO
Time (US & Canada) (b) (6
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Nov-14-2020 ACVOPFEINFP6000 |/(b) (4), (b) Query 2: Closed SDB updated to recovered/resolved
10:23:34 (6)
(UTC-05:00)
Eastern Time (US
& Canada)
Nov-13-2020 ACVOPFEINFP6000 (b) (4), Query 2: Reissued: | Pending SDB update
03:28:03 (b) (6) Candidate
(UTC-05:00)
Eastern Time (US
& Canada)
Nov-12-2020 ACVOPFEINFP6000 | (B) (4), (B) | Query 2: Answered | Follow up SAE report has been
15:40:54 (6) submitted with updated information.
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1087

Subject No: 10871029

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen

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

Subject Initials: ---

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

(UTC-05:00) (b) (4), (b) (6)

Eastern Time (US

& Canada)

Nov-12-2020 ACVOPFEINFP6000 || (b) (4), Query 2: Opened SAE

04:59:04 (b) (6) RECON:AER#2020422217,0utcome

(UTC-05:00) was reported as NOT

Eastern Time (US RECOVERED/NOT RESOLVED to

& Canada) Safety DB however, recorded as
RECOVERED/RESOLVED on AE
CRF. Please confirm correct
outcome. If safety updateis
required, please submit afollow-up
form.

Nov-10-2020 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

14:55:30 (autoquery)

(UTC-05:00)

Eastern 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: 10871029
Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen

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

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

Back to Form

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

Date L ocation User Value Reason

Nov-10-2020 14:55:30 | ACVOPFEINFPE000 || (b) (4), Data Entry: New Information

(UTC-05:00) Eastern (b) (6) RECOVERED/RESOLVED

Time (US & Canada)

Nov-10-2020 14:46:31 | ACVOPFEINFP6000 | auto query Query 1: Opened For AE Acute Toxic

(UTC-05:00) Eastern (autoquery) Metabolic

Time (US & Canada) Encephal opathy:
Response to "What
was the outcome of
this adverse event?'
is'Not
Recovered/Not
Resolved' but AE
End Date/Timeis
present.

Nov-04-2020 11:46:32 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry

(UTC-05:00) Eastern 4, NOT RECOVERED/NOT R

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

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

Date L ocation User Value Reason

Nov-04-2020 11:46:32 | ACVOPFEINFPG000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern 4), NO

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

15. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation User Value Reason

Nov-05-2020 02:03:27 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) 2020422217

Time (US & Canada)

*** Confidential***

Page 311 of 337

FDA-CBER-2021-5683-0963051




090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871029
Generated By: ' (b) (4)

Form: ADVERSE EVENT REPORT - 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. Category:
Date L ocation User Value Reason
Nov-10-2020 14:41:16 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT
Time (US & Canada)
2.AEID:
Date L ocation User Value Reason
Nov-10-2020 14:41:16 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-10-2020 14:41:16 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Functional Abdominal Pain
Time (US & Canada)
4. Start Date Time:
Date L ocation User Value Reason
Nov-10-2020 14:41:16 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Oct/28/2020 UNK:UNK
Time (US & Canada)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Nov-10-2020 14:41:16 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada) End Date Time:
Nov/5/2020 UNK:UNK

6. Toxicity Grade:
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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, Locked, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

Subject No: 10871029 Subject Initials: ---

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

Date L ocation User Value Reason
Nov-10-2020 14:43:58 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Transcription Error
(UTC-05:00) Eastern (b) (6) 2

Time (US & Canada)

Nov-10-2020 14:41:16 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 1

Time (US & Canada)

7. | sthe adverse event ser

If Yes, NOTIFY PFIZER

ious?

IMMEDIATELY.

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

*** Confidential***

Date L ocation User Value Reason
Nov-10-2020 14:41:16 | ACVOPFEINFP6000 |/ (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
Nov-10-2020 14:41:16 | 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-10-2020 14:42:00 | ACVOPFEINFP6000 | (b) (4), Data Entry: Transcription Error
(UTC-05:00) Eastern (b) (6) NOT RELATED
Time (US & Canada) If Not Related to study treatm
ent(s), this event is due to:
OTHER
If Other, specify:
Diverticulosis
Page 313 of 337

FDA-CBER-2021-5683-0963053




090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

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, Locked, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Nov-10-2020 14:41:16 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NOT RELATED
Time (US & Canada) If Not Related to study treatm
ent(s), this event is due to:
OTHER
If Other, specify:
Diverticulitis
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Nov-10-2020 14:41:16 | 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
Nov-10-2020 14:41:16 | ACVOPFEINFP6000 |/ (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
Nov-10-2020 14:41:16 | 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
Nov-10-2020 14:41:16 | 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
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1087
Subject No: 10871029
Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 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

Nov-10-2020 14:41:16 | 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: 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: 10871029
Generated By: ' (b) (4)

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

Nov-10-2020 14:43:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT

Time (US & Canada)

2.AEID:

Date Location User Value Reason

Nov-10-2020 14:43:40 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-10-2020 14:43:40 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry

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

Time (US & Canada)

4. Start Date Time:

Date L ocation User Value Reason

Nov-10-2020 14:43:40 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Oct/28/2020 UNK:UNK

Time (US & Canada)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason

Nov-10-2020 14:43:40 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) 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 Form Status: Data Complete, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

Subject No: 10871029 Subject Initials: ---

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

Nov-10-2020 14:43:40 | ACVOPFEINFP6000 |/ (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
Nov-10-2020 14:43:40 | ACVOPFEINFP6000 | (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
Nov-10-2020 14:43:40 | 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
Nov-10-2020 14:43:40 | 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:

OTHER
If Other, specify:
Poor Diet
10. Latest Action Taken with Study Treatment:
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: 10871029 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Nov-10-2020 14:43:40 | 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
Nov-10-2020 14:43:40 | 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
Nov-10-2020 14:43:40 | 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
Nov-10-2020 14:43:40 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NOT RECOVERED/NOT RES
Time (US & Canada) OLVED
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Nov-10-2020 14:43:40 | 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: 10871029
Generated By: ' (b) (4)

Form: ADVERSE EVENT REPORT - 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. Category:
Date L ocation User Value Reason
Nov-10-2020 14:45:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT
Time (US & Canada)
2.AEID:
Date L ocation User Value Reason
Nov-10-2020 14:45:40 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
Nov-10-2020 14:45:40 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Urinary Tract Infection
Time (US & Canada)
4. Start Date Time:
Date L ocation User Value Reason
Nov-10-2020 14:45:40 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Oct/28/2020 UNK:UNK
Time (US & Canada)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Nov-10-2020 14:45:40 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada) End Date Time:
Nov/5/2020 UNK:UNK

6. Toxicity Grade:
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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, Locked, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

Subject No: 10871029 Subject Initials: ---

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

Date L ocation User Value Reason
Nov-10-2020 14:45:40 | ACVOPFEINFP6000 (' (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 2

Time (US & Canada)

7. Isthe 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; I mportant medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason
Nov-10-2020 14:45:40 | ACVOPFEINFP6000 | (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
Nov-10-2020 14:45:40 | 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
Nov-10-2020 14:45:40 | 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:
OTHER
If Other, specify:

Probable Bacterial Infecti
on

090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

10. Latest Action Taken with Study Treatment:
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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, Locked, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC
Subject No: 10871029 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Date L ocation User Value Reason
Nov-10-2020 14:45:40 | 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
Nov-10-2020 14:45:40 | 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
Nov-10-2020 14:45:40 | 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
Nov-10-2020 14:45:40 | 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
Nov-10-2020 14:45:40 | ACVOPFEINFPE000 | (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: 10871029

Generated By: ' (b) (4)

Subject Initials: ---

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

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1087) PMG Research of Wilmington, LLC

Back to Form

1. Category:

Date L ocation User Value Reason

Nov-10-2020 14:55:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date L ocation User Value Reason

Nov-10-2020 14:55:09 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

Nov-11-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1. Clo | Discrepancy

11:24:43 Oracle sed has been

(UTC-05:00) (b) 4 closed.

Eastern Time

(US & Canada)

Nov-11-2020 ACVOPFEINFP6000 auto query Query 1: Ans | Transcription

08:57:02 (autoquery) wered Error

(UTC-05:00)

Eastern Time

(US & Canada)

Nov-11-2020 ACVOPFEINFP6000 (b) (4), Data Entry: | Transcription

08:57:02 (b) (6) Distended Ga | Error

(UTC-05:00) [Ibladder

Eastern Time

(US & Canada)

Nov-10-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Ope | Spacing:

20:50:43 Oracle ned Verbatim Term

(UTC-05:00) (b) (4) contains

Eastern Time leading,

(US & Canada) trailing or
more than one
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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: 10871029 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
consecutive
space.
Nov-10-2020 ACVOPFEINFP6000 (b) (4), Data Entry: | Initial Entry
14:55:09 (b) (6) Distended Ga
(UTC-05:00) [Ibladder
Eastern Time
(US & Canada)
4, Start Date Time;
Date L ocation User Value Reason
Nov-10-2020 14:55:09 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Oct/28/2020 UNK:UNK
Time (US & Canada)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Nov-10-2020 14:55:09 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
6. Toxicity Grade:
Date L ocation User Value Reason
Nov-10-2020 14:55:09 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 1
Time (US & Canada)

7. | sthe adverse event ser

If Yes, NOTIFY PFIZER

ious?

IMMEDIATELY.

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

*** Confidential***

Date L ocation User Value Reason
Nov-10-2020 14:55:09 | 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: 10871029
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

8. I sthis 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
Nov-10-2020 14:55:09 | 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
Nov-10-2020 14:55:09 | 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:
OTHER
If Other, specify:
Idiopathic
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Nov-10-2020 14:55:09 | 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
Nov-10-2020 14:55:09 | 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
Nov-10-2020 14:55:09 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
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Header Text: c4591001

Subject No: 10871029
Generated By:  (b) (4)

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

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

Date L ocation User Value Reason
Nov-10-2020 14:55:09 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NOT RECOVERED/NOT RES

Time (US & Canada) OLVED

14. Did the adverse event

cause the subject to be discontinued from the study?

*** Confidential***

Date L ocation User Value Reason
Nov-10-2020 14:55:09 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)

Page 325 of 337

FDA-CBER-2021-5683-0963065




090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1087
Subject No: 10871029
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

Nov-10-2020 14:56:29 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT

Time (US & Canada)

2.AEID:

Date Location User Value Reason

Nov-10-2020 14:56:29 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

Nov-10-2020 14:56:29 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Small Hiatal Hernia

Time (US & Canada)

4. Start Date Time:

Date L ocation User Value Reason

Nov-10-2020 14:56:29 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Oct/28/2020 UNK:UNK

Time (US & Canada)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason

Nov-10-2020 14:56:29 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) 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 Form Status: Data Complete, Frozen, Verified

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

Subject No: 10871029 Subject Initials: ---

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

Nov-10-2020 14:56:29 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 1

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
Nov-10-2020 14:56:29 | ACVOPFEINFP6000 | (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
Nov-10-2020 14:56:29 | 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
Nov-10-2020 14:56:29 | 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:

OTHER
If Other, specify:
Idiopathic
10. Latest Action Taken with Study Treatment:
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: 10871029 Subject Initials: ---
Generated By: ' (b) (4) Generated Time (GMT): 29-Mar-2021 10:22
Nov-10-2020 14:56:29 | 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
Nov-10-2020 14:56:29 | 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
Nov-10-2020 14:56:29 | 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
Nov-10-2020 14:56:29 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NOT RECOVERED/NOT RES
Time (US & Canada) OLVED
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Nov-10-2020 14:56:29 | ACVOPFEINFPE000 | (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: 10871029

Generated By: ' (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted

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-10-2020 15:22:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date L ocation User Value Reason

Nov-10-2020 15:22:39 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-11-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Item removed

15:09:19 1: Clos

(UTC-05:00) ed

Eastern Time

(Us&

Canada)

Mar-11-2021 | ACVOPFEINFP6000 auto query Query | Transcription

09:38:46 (autoquery) 1: Ans | Error

(UTC-05:00) wered

Eastern Time

(Us&

Canada)

Mar-11-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query | eDiary: AE

07:42:29 (b) (4) 1: Ope | Fatigue

(UTC-05:00) ned reported with

Eastern Time start date 31

(Us& Aug 2020 and

Canada) End Date 01
Sep 2020 seems
tobesamease
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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

Site No: 1087 Site Name: (1087) PMG Research of Wilmington, LLC

Subject No: 10871029 Subject Initials: ---

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

*** TH|SREPEATING FORM HASBEEN DELETED ***
Diary
occurence
Fatigue
reported on 31
Aug 2020 .
Please
reconcile or
confirm in the
guery response
as appropriate
(b)
4)

Nov-10-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) DataE | Initial Entry

15:22:39 ntry:

(UTC-05:00) Fatigue

Eastern Time

(Us&

Canada)

4. Start Date Time:

Date L ocation User Value Reason

Nov-10-2020 15:22:39 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Aug/31/2020 UNK:UNK

Time (US & Canada)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason

Nov-10-2020 15:22:39 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) NO

Time (US & Canada) End Date Time:

Sep/1/2020 UNK:UNK

6. Toxicity Grade:

Date L ocation User Value Reason

Nov-10-2020 15:22:39 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) 1

Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1087
Subject No: 10871029
Generated By:  (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Deleted

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

*** THISREPEATING FORM HASBEEN DELETED ***

7. | sthe adverse event ser

If Yes, NOTIFY PFIZER

ious?

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).

*** Confidential***

Date L ocation User Value Reason
Nov-10-2020 15:22:39 | ACVOPFEINFP6000 | (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
Nov-10-2020 15:22:39 | 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
Nov-10-2020 15:22:39 | 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
Nov-10-2020 15:22:47 | 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
Nov-10-2020 15:22:39 | 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: Logs - Unscheduled

Site No: 1087
Subject No: 10871029
Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted
Site Name: (1087) PMG Research of Wilmington, LLC

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

*** THISREPEATING FORM HASBEEN DELETED ***

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Nov-10-2020 15:22:39 | 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
Nov-10-2020 15:22:39 | 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
Nov-10-2020 15:22:39 | 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: Potential ReVax Initial Contact -
Unscheduled

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

Subject No: 10871029

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

*** Confidential***

1. Date of Visit
Date L ocation User Value Reason
Jan-14-2021 16:35:53 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()42'6 Jan/11/2021
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: 10871029
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 - Is participant willing to return for Vaccination 3?

Date L ocation User Value Reason
Jan-14-2021 16:36:26 ACVOPFEINFP6000 |auto query |Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Jan-14-2021 16:36:01 ACVOPFEINFP6000 |autoquery | 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-14-2021 16:36:01 ACVOPFEINFP6000 |/(b) (4), (b) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) Participant iswilling to return fo
Time (US & Canada) r Vaccination 3
Participant is:
eligibleand NOT confirmed t
0 have received only placebo
at Vaccination 1/2
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090177e196ae403f\Final\Final On: 01-Apr-2021 05:34 (GMT)

Header Text: c4591001

Vigit: 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: 10871029 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-14-2021 16:36:26 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern “) Jan/11/2021

Time (US & Canada) ®)®

2. Primary Reason for Unblinding:

Date L ocation User Value Reason
Jan-14-2021 16:36:26 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (b()‘% ASSESSELIGIBILITY FOR AD
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: 10871029
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
Sep-24-2020 13:21:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | FOLLOW-UP
Time (US & Canada)
Aug-08-2020 10:50:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | ENROLLED/RANDOMIZED
Time (US & Canada)
Aug-08-2020 10:44:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SCREENED
Time (US & Canada)
2. Subject Status Date
Date L ocation User Value Reason
Sep-24-2020 13:21:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sep/23/2020
Time (US & Canada)
Aug-08-2020 10:50:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Aug/7/2020
Time (US & Canada)
Aug-08-2020 10:44:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Aug/7/2020
Time (US & Canada)
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Header Text: c4591001
Vigit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail 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: 10871029 Subject Initials: ---

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

Back to Form

1. Casebook Signature
Date L ocation User Value Reason
Sep-14-2020 15:54:37 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), Click Here to Enable
Time (US & Canada) (b) (6
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