090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

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 | 24 JUL 2020
version

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

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: MAIN INFORMED CONSENT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Informed Consent

1. | Consent Was:

OBTAINED
Date Written Consent Obtained
Aug/28/2020

Page 2 of 277
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55
Site No: 1027

Subject No: 10271105
Generated By:| (b) (4)

Form: DEMOGRAPHY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Demography

1. | Subject ID [10271105]

2. | Birth Date: (b) (6) /1974

3. | Sex: FEMALE

4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that apply): BLACK OR AFRICAN AMERICAN

6. | Racial Designation:

*** Confidential***
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02

Site No: 1027
Subject No: 10271105
Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Aug/28/2020
2. | Erroneous Visit
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Site

Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 30-Jul-2020 21:29

No: 1027

Subject No: 10271105
Generated By:| (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Form Comments

Inclusion Criteria Not M et

1

*** Confidential***

Description of Inclusion Criterion Not Applicable
Not Met
Exclusion Criteria Met
2. Description of Exclusion Criterion | Not Applicable
Met
Page 5 of 277

FDA-CBER-2021-5683-0900791
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: DISPOSITION - SCREENING

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Disposition - Screening

1. | Date of Completion/Discontinuation | Aug/28/2020
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: [1
Page 6 of 277
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Medical History Details

lall | ine/MH Number:

(1]

Disease/Syndrome/Surgery [Allergy to Shellfish]
/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/1996
Ongoing: YES

1b || Line/MH Number:

(2

Disease/Syndrome/Surgery [Allergy to lodin€]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1996
Ongoing: YES

1 || Lin/MH Number: (3]
Disease/Syndrome/Surgery [Hypertension]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2012
Ongoing: YES

1d || Line/MH Number:

(4

Disease/Syndrome/Surgery [Migraine Headaches]
/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/1995
Ongoing: YES

1e || Line/MH Number:

(5]

*** Confidential***

Disease/Syndrome/Surgery [Mitral Valve Prolapse]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2007
Ongoing: YES

Page 7 of 277

FDA-CBER-2021-5683-0900793




Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: VITAL SIGNS - BASELINE

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials; ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Vital Signs

1. | Date: Aug/28/2020
2. |Weight: [144.0]

3. | Unit: LB

4. | Height: [64.75]

5. | Unit: in

6. | Body Mass Index: [24.1]

Vital Signs Details

7.a

Record Identifier: 1
Temperature: [98.5]

Unit: F
Temperature Location: FOREHEAD

090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)
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*** Confidential***

Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: LAB URINALY SIS - PREGNANCY TEST
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials; ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
eCRF Audit Trail History

Lab Urinalysis

1. | Lab Pand: URINALYSIS

2. | Lab Sub-Panel: PREGNANCY

3. | Collection Date: Aug/28/2020

4. | Laboratory Name and Address [STUDY SITE]

(Derived)

5. | Specimen Type: URINE

Lab Result

6.2 || sponsor ID: [113]

Test: Choriogonadotropin Beta PX113
Result: NEGATIVE
Not Done:
Page 9 of 277

FDA-CBER-2021-5683-0900795
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: RANDOMIZATION

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Disposition
1. | Randomization Date : Aug/28/2020
2. | Randomization Number: [72609]
3. | Randomization Group: [1
Page 10 of 277
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

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

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Aug/28/2020
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 ID [BN60V.J]
5b ‘SampIeID ‘[BNGOVK]
5c¢ ‘SampIeID ‘[BNGOVL]
5d ‘SampIeID ‘[BLBBlF]
5e ‘SampIeID ‘[BLBBlG]
Page 11 of 277
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

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

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/28/2020
4. | If no sample was collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a || sample D [BN6OZF]
Page 12 of 277
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

*** Confidential***

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Aug/28/2020 15:00
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. | Wasthe subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
Page 13 of 277
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1027

Subject No: 10271105
Generated By:| (b) (4)

Form: REACTOGENICITY DIARY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Reactogenicity Diary

1

Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS SUBJECT

Page 14 of 277
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Header Text: c4591001
Visit: V2_VAX2 L
Form Version: 22-Apr-2020 21:02
Site No: 1027

Subject No: 10271105
Generated By:| (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Dateof Visit Sep/17/2020
2. | Erroneous Visit
Page 15 of 277

FDA-CBER-2021-5683-0900801
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 15-Sep-2020 21:54
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: VITAL SIGNS- TEMP

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Vital Signs
1. | Date: Sep/17/2020
Vital SignsDetails
2.a || Record Identifier: 1
Temperature: [97.7]
Unit: F
Temperature Location: ORAL CAVITY
Page 16 of 277
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*** Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALY SIS - PREGNANCY TEST
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials; ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
eCRF Audit Trail History

Lab Urinalysis

1. | Lab Pand: URINALYSIS

2. | Lab Sub-Panel: PREGNANCY

3. | Collection Date: Sep/17/2020

4. | Laboratory Name and Address [STUDY SITE]

(Derived)

5. | Specimen Type: URINE

Lab Result

6.2 sponsor ID: [113]

Test: Choriogonadotropin Beta PX113
Result: NEGATIVE
Not Done:
Page 17 of 277

FDA-CBER-2021-5683-0900803
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

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

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/17/2020
4. | If no sample was collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample D [BN615S]
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Form Comments
eCRF Audit Trail History

*** Confidential***

Vaccination
1. | Wasthere atemporary delay of YES Comments
vaccination? Date of First Delay:
Sep/17/2020
Reason(s) for Temporary Delay of Vaccination
FEVER OR ACUTE ILLNESS
RECENT SYSTEMIC CORTICOSTEROID TREATMENT
2. | Treatment Name [] Comments
3. | Formulation: Comments
4. | DoseDate Time: Not Done Comments
1
5. | Anatomical Location: Comments
6. |Body Side: Not Done Comments
7. | Route: Comments
8. |Actua Dose: [] Comments
9. [Unit: Comments
10. | Timeframe Subject Was Observed Comments
11. | Wasthe subject observed for at least | Not Done Comments
the protocol specified observation
period after investigational product
administration?
Page 19 of 277
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_ L
Form Version: 22-Apr-2020 21:02
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Oct/20/2020
2. | Erroneous Visit
Page 20 of 277
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Header Text: c4591001

Visit: V3_MONTH1 _POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials; ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

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 sample | [Samples were drawn under the Convalescent COVID Al visit. Visit 3 and
was not collected according to Convalescent COVID A1 were combined and completed together.]
protocol, please provide reason:

Aliquot

Please enter barcode for each aliquot.

S || sampleID []

Page 21 of 277
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Header Text: c4591001

Visit: V4_MONTH6_L

Form Version: 22-Apr-2020 21:02
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1. | Dateof Visit 1

2. | Erroneous Visit

Page 22 of 277
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Header Text: c4591001

Visit: V4_MONTH6_L

Form Version: 22-Apr-2020 21:03
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

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

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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 1D [

*** Confidential***
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Header Text: c4591001

Visit: V5_MONTH12 L

Form Version: 22-Apr-2020 21:02
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1. | Dateof Visit 1

2. | Erroneous Visit

Page 24 of 277
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Header Text: c4591001

Visit: V5_ MONTH12 L

Form Version: 22-Apr-2020 21:03
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

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

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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 1D [

*** Confidential***
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Header Text: c4591001

Visit: V6_MONTH24_L

Form Version: 22-Apr-2020 21:02
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1. | Dateof Visit 1

2. | Erroneous Visit

Page 26 of 277
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Header Text: c4591001

Visit: V6_MONTH24 L

Form Version: 22-Apr-2020 21:03
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

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

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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 1D [

*** Confidential***
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

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

Sep/12/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1027

Subject No: 10271105

Generated By:  (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit

1. |Dateof Visit Sep/12/2020

2. | Erroneous Visit

COVID-19 llIness Visit

3. [ COVID-19 IlIness Visit: COVID_A
Page 28 of 277
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Header Text: c4591001

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

Sep/12/2020

Form Version: 10-Oct-2020 16:02
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Sep/12/2020
2. | Date of First Symptom Started: Sep/11/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Sep/14/2020
Symptoms
4.a || symptoms: FEVER
Was symptom present? NO
4b || symptoms: NEW OR INCREASED COUGH
Was symptom present? YES
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
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO
4h || symptoms: DIARRHEA
Was symptom present? NO
4 || symptoms: VOMITING
Was symptom present? NO
Symptoms - Other
5. Symptoms - Other Text: []
Page 29 of 277
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:54
Site No: 1027

Subject No: 10271105

Form: MICROBIOLOGY SPECIMEN

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
# Date of Collectio | Specimen Typ | Specimen Collection Locati | Assay Code and Descripti | Device Typ Form Instance
n e on on e
1. | Not Done Not Done Not Done Not Done Not Done | Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN
Sep/12/2020

Form Version: 06-Jul-2020 21:54
Site No: 1027

Subject No: 10271105
Generated By:| (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

*** Confidential***

1. | Actual Date of Collection: Not Done Comments
I
2. | Specimen Type: Not Done Comments
3. | Specimen Collection Location: Not Done Comments
4. | Assay Code and Description: Not Done Comments
5. | Device Type: Not Done Comments
6. | Trade Name: Not Done Comments
7. | Test Result: Not Done Comments
8. | Comments/Findings/Details: Not Done Comments
[]
9. | Trade Name Other, Specify: Not Done Comments
[]
Page 31 of 277
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
Sep/12/2020

Form Version: 22-Apr-2020 21:03
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB_SELF
3. | Sample Collected? NO
4. | If no sample was collected or sample | [No sample was collected. Cough was related to GERD.]
was not collected according to
protocol, please provide reason:
Aliquot

Please enter barcode for each aiquot.

5.

Sample ID

Page 32 of 277
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Sep/12/2020

Form Version: 22-Apr-2020 21:03
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? NO
4. | If no sample was collected or sample | [No sample was collected. Cough was related to GERD.]
was not collected according to
protocol, please provide reason:
Aliquot

Please enter barcode for each aiquot.

5.

Sample ID

*** Confidential***
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/12/2020

Form Version: 10-Oct-2020 15:59
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: HEALTH CARE UTILIZATION

Form Status: Data Complete, Frozen, Verified

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Health Care Utilization

la

Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or Contacts:

NO

1b

Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts:

NO

lc

Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or Contacts:

NO

1d

Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or Contacts:

NO

le

Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts:

NO

1f

Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or Contacts:

NO

Health Care Utilization Other

2.

Other Type of Practitioner Specify:

Health Care Utilization

3.

Has the subject been hospitalized due

to potential COVID-19 illness?

NO

Page 34 of 277
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:53
Site No: 1027

Subject No: 10271105
Generated By:| (b) (4)

Form: RESPIRATORY TREATMENT

Site Name: (1027) PharmQuest
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

# | Treatment Identifier | Con Non-Drug Treatments Pre-specified | Treatment | Treatment | Start Date | Form Instance

1

Repeating Pages

*** Confidential***
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: RESPIRATORY TREATMENT

Sep/12/2020

Form Version: 06-Jul-2020 21:53
Site No: 1027

Subject No: 10271105
Generated By:| (b) (4)

Form Status: Not Started

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Respiratory Treatment

1. | What isthe treatment Identifier?

[]

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

Treatment:

Treatment:

[]

Start Date:

I

[S2 L N I

Ongoing?

Page 36 of 277
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Sep/12/2020

Form Version: 06-Jul-2020 21:52
Site No: 1027

Subject No: 10271105
Generated By:| (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ILLNESS DETAILS

Form Status: Data Complete, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

*** Confidential***

2. | Was adiagnosis obtained for Potential | NO
COVID-19 lliness?
3. | Toxicity Grade: 2
Page 37 of 277
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 17-Jul-2020 21:55
Site No: 1027

Subject No: 10271105
Generated By:| (b) (4)

Form: ILLNESS DETAILS - SEVERE

Site Name: (1027) PharmQuest
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

# | Category of Clinical Event:

Subcategory of Clinical Event | Diagnosis Obtained | Toxicity Grade | Form Instance

1

Repeating Pages
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton ~Form: ILLNESS DETAILS - SEVERE
Sep/12/2020

Form Version: 17-Jul-2020 21:55
Site No: 1027

Subject No: 10271105
Generated By:| (b) (4)

Form Status: Not Started

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

IlIness Details

1.

Category of Clinical Event:

Subcategory of Clinical Event:

Was a diagnosis obtained?

2
3.
4

Toxicity Grade:

*** Confidential***
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Header Text: c4591001

090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

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

Form Version: 21-Aug-2020 02:49

Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

# Category for Lab | Vendor Na CoIIec'u.on Da | Specimen Ty L ab Result Form Instance
Test me te: pe

L Sponsor -Defined I dent | Test | Resul Repesting

ifier |t Peges
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Sep/12/2020

Form Version: 21-Aug-2020 02:49
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Status: Not Started

Site Name: (1027) PharmQuest

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Lab Chemistry Details

Lab Panel:

Laboratory Name and Address

[]

Collection Date:

I

MlwDd|PE

Specimen Type:

Lab Result

5 Sponsor 1D:

Test:

Result:

Not Done:

LNMT

Low

[]
High

Unit

*** Confidential***
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Header Text: c4591001

090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING Hematology
Form Version: 21-Aug-2020 02:51
Site No: 1027 Site Name: (1027) PharmQuest
Subject No: 10271105 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Category for La | Vendor Name (DER | Collection D | Specimen T Form Instanc
# b Test IVED) ate: ype Lab Result e
L Sponsor-Defined Id | Tes | Resul Repeating
entifier t | t Pages
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Sep/12/2020

Form Version: 21-Aug-2020 02:51
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Status: Not Started

Site Name: (1027) PharmQuest

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

*** Confidential***

Laboratory Data Hematology
1. |Lab Pand:
2. | Laboratory Name and Address []
3. | Coallection Date: 1
4. | Specimen Type:
Lab Result
S. Sponsor ID: []
Test:
Result: []
Not Done:
LNMT Low
[
High
[
Unit
Page 43 of 277
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001
Visit: POT_COVID ILL 1

Form: VITAL SIGNS - COVID

Form Version: 21-Aug-2020 02:50

SiteNo: 1027
Subject No: 10271105
Generated By:| (b) (4)

Site Name: (1027) PharmQuest
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

# Date: Vital Signs Details Form Instance
1 Record Identifier: Systalic: Diastolic: Repeating Pages
Page 44 of 277
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Sep/12/2020

Form Version: 21-Aug-2020 02:50
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: VITAL SIGNS - COVID

Form Status: Not Started

Site Name: (1027) PharmQuest

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Vital Signs

1. | Date:

I

Vital Signs Details

2. || Record Identifier:

Systalic:

(]

Diastolic:

[]

Respiratory Rate in
respirations/minute:

[]

Heart Rate in beats/minute:

*** Confidential***
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001
Visit: POT_COVID ILL 1

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 21-Aug-2020 02:51

SiteNo: 1027
Subject No: 10271105
Generated By:| (b) (4)

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

# Date: Vital Signs Details Form Instance
L Record Identifier: Oxygen Saturation Repesting Pages
Page 46 of 277

*** Confidential***
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/12/2020

Form Version: 21-Aug-2020 02:51
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Status: Not Started

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Vital Signs

1. | Date: 1

Vital Signs Details

2. || Record Identifier:

SPO2 Pulse Oximetry % []

Page 47 of 277
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:52
Site No: 1027

Subject No: 10271105
Generated By:| (b) (4)

Form: OXY GENATION PARAMETERS

Site Name: (1027) PharmQuest
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

# Date Time of Assessment

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

1

Repeating Pages

Page 48 of 277
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Sep/12/2020

Form Version: 06-Jul-2020 21:52
Site No: 1027

Subject No: 10271105
Generated By:| (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: OXY GENATION PARAMETERS

Form Status: Not Started

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment:

I

2. | Arteria Blood Gases PaO2 (mmHg):

[]

3. | FiO2 (Fraction of Inhaled Oxygen):

[]

*** Confidential***
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:55
Site No: 1027

Subject No: 10271105
Generated By:| (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

# Sponsor-Defined Ide | Category for Medic | Concomitant Medications Pre- | Name of Medica | Start D Form Instance
ntifier ation specified tion ate
1 Repeating
Pages
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
Sep/12/2020

Form Version: 06-Jul-2020 21:55
Site No: 1027

Subject No: 10271105
Generated By:| (b) (4)

Form Status: Not Started

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Concomitant Medications

1.

What is the medication identifier?

[]

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

[]

Start Date:

I

Ongoing?

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID ILL 1

Form: IMAGING

Form Version: 06-Jul-2020 21:53

SiteNo: 1027
Subject No: 10271105
Generated By:| (b) (4)

Site Name: (1027) PharmQuest
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

# Date of Assessment L ocation of Assessment Imaging M ethod Overall Assessment Form Instance
1 Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1-Unscheduled Visiton Form: IMAGING
Sep/12/2020

Form Version: 06-Jul-2020 21:53
Site No: 1027

Subject No: 10271105
Generated By:| (b) (4)

Form Status: Not Started

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Imaging

1.

Date of Assessment:

I

Location of Assessment:

Type of Imaging Exam:

2
3.
4

Assessment:

*** Confidential***
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

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

on Oct/20/2020

Form Version: 22-Apr-2020 21:04
SiteNo: 1027

Subject No: 10271105

Generated By:  (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit

1. |Dateof Visit Oct/20/2020

2. | Erroneous Visit

COVID-19 llIness Visit

3. [ COVID-19 IlIness Visit: COVID_A1l
Page 54 of 277
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
on Oct/20/2020

Form Version: 22-Apr-2020 21:03
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Oct/20/2020
4. | If no sample was collected or sample | [Convalescent COVID A1l Visit and Visit 3 were combined together. Labs for both
was not collected according to visits are listed below.]
protocol, please provide reason:
Aliquot

Please enter barcode for each aliquot.

*** Confidential***

5a ‘SampIeID ’[BPZQSK]

5b ‘SampIeID ‘[BLBQKC]

5¢ ‘SampIeID ‘[BLClP9]
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Header Text: c4591001

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

Site No: 1027
Subject No: 10271105
Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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

Page 56 of 277
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit
Form Version: 22-Apr-2020 21:04
SiteNo: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: UNPLANNED VISIT
Form Status: Not Started

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Unplanned Assessments

1. | Assessments

*** Confidential***
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Disposition - Treatment

090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

1. | Date of Completion/Discontinuation | Sep/11/2020
/Death :
2. | Phase of Disposition: VACCINATION
3. | Status: ADVERSE EVENT
4, | Specify Status: [Subject has discontinued Study Drug. Subject has agreed to continue with follow-up
visits]
Page 58 of 277
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
Site No: 1027

Subject No: 10271105

Generated By:  (b) (4)

Form: DISPOSITION - FOLLOW-UP

Form Status: Data Complete, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Form Comments
eCRF Audit Trail History

Disposition - Follow-Up

*** Confidential***

1. | Date of Completion/Discontinuation | Not Applicable Comments
/Degth :

I
2. | Phase of Disposition: Not Applicable Comments
3. | Status: Not Applicable Comments
4. | Specify Status: Not Applicable Comments

[]
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1027

Subject No: 10271105
Generated By:  (b) (4)

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1. | Dateof Visit I

2. | Erroneous Visit

COVID-19 Repeat Swab

3. | COVID-19 Repesat Swab:
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Header Text: c4591001

Visit: POT_COVID REPEAT_SWAB - New Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB
Unscheduled Visit

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

5. || sampleID [
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Header Text: c4591001
Visit: Logs

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT

Site No: 1027 Site Name: (1027) PharmQuest
Subject No: 10271105 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
# Category AE. !den Adver se Event Start Date IstheAdversg Event S | Form Instanc
tifier till Ongoing e
1 ADVERSE |1 Allergic Reactiontoinvesti | Aug/29/2020U | NO Repeating
EVENT gational product NK:UNK End Date Time: Pages
Sep/11/2020 UNK:U
NK
2. ADVERSE |2 L eft-sided chest pain Sep/8/2020 UN | NO Repeating
EVENT K:UNK End Date Time: Pages
Sep/8/2020 UNK:U
NK
3. ADVERSE |3 Lower back pain Sep/8/2020 UN | NO Repeating
EVENT K:UNK End Date Time: Pages
Sep/11/2020 UNK:U
NK
4. DELETED |ADVERSE |4 Cough Sep/11/2020U | NO Repeating
EVENT NK:UNK End Date Time: Pages
Sep/14/2020 UNK:U
NK
5. ADVERSE |5 Mid back pain Sep/11/2020U | NO Repesating
EVENT NK:UNK End Date Time: Pages
Sep/14/2020 UNK:U
NK
6. ADVERSE |6 Right leg weakness Sep/10/2020U | NO Repeating
EVENT NK:UNK End Date Time: Pages
Sep/10/2020 UNK:U
NK
7. ADVERSE |7 Right arm numbness Sep/11/2020U | NO Repeating
EVENT NK:UNK End Date Time: Pages
Sep/11/2020 UNK:U
NK
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Header Text: c4591001
Vigit: Logs Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02
Site No: 1027 Site Name: (1027) PharmQuest
Subject No: 10271105 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
# Category AE. !den Adver se Event Start Date IstheAdverngvent S | Form Instanc
tifier till Ongoing e
8. ADVERSE |8 GERD Sep/8/2020 UN | YES Repeating
EVENT K:UNK Pages
0. ADVERSE |9 Throat Swelling Aug/29/2020U |NO Repeating
EVENT NK:UNK End Date Time: Pages
Sep/8/2020 UNK:U
NK
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adver se Event Report

1. | Category:

ADVERSE EVENT

2. |AEID:

(1]

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

[Allergic Reaction to investigational product]

4, | Start Date Time:

Aug/29/2020 UNK:UNK

5. | Isthe adverse event still ongoing?

NO

End Date Time:
Sep/11/2020 UNK:UNK

6. | Toxicity Grade:

7. | Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

8. |Isthis adverse event the result of a
study Medication Error?

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

NO

9. |Isthisevent related to study treatment:

RELATED

10. | Latest Action Taken with Study

DRUG WITHDRAWN

Treatment:
11. | Was a Concomitant Medication given? | YES
12. | Was aNon-Drug Treatment given? NO
13. | What was the outcome of this adverse | RECOVERED/RESOLVED
event?.
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
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Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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: 1027

Subject No: 10271105

Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [2]
3. | Adverse Event: [Left-sided chest pain]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Sep/8/2020 UNK:UNK
5. | Isthe adverse event still ongoing? NO
End Date Time:
Sep/8/2020 UNK:UNK
6. | Toxicity Grade: 1
7. |Isthe adverse event serious? NO
If Yes, NOTIFY PFIZER
IMMEDIATELY.
Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).
8. | Isthisadverse event 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 treatment: | NOT RELATED
If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Gerd]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | YES
12. | Was aNon-Drug Treatment given? NO
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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

RECOVERED/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: 1027

Subject No: 10271105

Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [3]
3. | Adverse Event: [Lower back pain]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Sep/8/2020 UNK:UNK
5. | Isthe adverse event still ongoing? NO
End Date Time:
Sep/11/2020 UNK:UNK
6. | Toxicity Grade: 1
7. |Isthe adverse event serious? NO
If Yes, NOTIFY PFIZER
IMMEDIATELY.
Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).
8. | Isthisadverse event 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 treatment: | NOT RELATED
If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[GERD]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | NO
12. | Was aNon-Drug Treatment given? NO
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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

RECOVERED/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, Deleted, Verified

Site No: 1027
Subject No: 10271105
Generated By:| (b) (4)

Site Name: (1027) PharmQuest
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [4]
3. | Adverse Event: [Cough]

(If possible specify diagnosis, not

individual symptoms)
4. | Start Date Time: Sep/11/2020 UNKUNK
5. | Isthe adverse event till ongoing? NO

Sep/14/2020 UNK:UNK

6. | Toxicity Grade: 2
7. | Isthe adverse event serious? NO

If Yes, NOTIFY PFIZER

IMMEDIATELY.

Fatal; Life-threatening; Inpatient

hospitalization or prolongation of

existing hospitalization; Persistent or

significant disability/incapacity;

Congenital anomaly/birth defect;

Important medical event (i.e. may

jeopardize subject and may require

medical/surgical intervention to

prevent above outcomes).
8. |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 treatment: | NOT-RELATED

OTHER
[6ERB]

10. | Latest Action Taken with Study NOT APPLICABLE

Trestment:
11. | Was a Concomitant Medication given? | NO
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Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Deleted, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

*** THISREPEATING FORM HASBEEN DELETED ***

*** Confidential***

12. | Was aNon-Drug Treatment given? NO
13. | What was the outcome of this adverse | RECOMVERED/RESOLVED
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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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1027

Subject No: 10271105

Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [5]
3. | Adverse Event: [Mid back pain]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Sep/11/2020 UNK:UNK
5. | Isthe adverse event still ongoing? NO
End Date Time:
Sep/14/2020 UNK:UNK
6. | Toxicity Grade: 1
7. |Isthe adverse event serious? NO
If Yes, NOTIFY PFIZER
IMMEDIATELY.
Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).
8. | Isthisadverse event 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 treatment: | NOT RELATED
If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[GERD]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | NO
12. | Was aNon-Drug Treatment given? NO
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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

RECOVERED/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

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1027

Subject No: 10271105

Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [6]
3. | Adverse Event: [Right leg weakness]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Sep/10/2020 UNK:UNK
5. | Isthe adverse event till ongoing? NO
End Date Time:
Sep/10/2020 UNK:UNK
6. | Toxicity Grade: 2
7. |Isthe adverse event serious? NO
If Yes, NOTIFY PFIZER
IMMEDIATELY.
Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).
8. | Isthisadverse event 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 treatment: | NOT RELATED
If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Unknown]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | NO
12. | Was aNon-Drug Treatment given? YES
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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

RECOVERED/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

*** Confidential***

Page 75 of 277

FDA-CBER-2021-5683-0900861




090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1027

Subject No: 10271105

Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [7]
3. | Adverse Event: [Right arm numbness]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Sep/11/2020 UNK:UNK
5. | Isthe adverse event still ongoing? NO
End Date Time:
Sep/11/2020 UNK:UNK
6. | Toxicity Grade: 1
7. |Isthe adverse event serious? NO
If Yes, NOTIFY PFIZER
IMMEDIATELY.
Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).
8. | Isthisadverse event 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 treatment: | NOT RELATED
If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Unknown]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | NO
12. | Was aNon-Drug Treatment given? NO
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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

RECOVERED/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

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Verified

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1

Category:

ADVERSE EVENT

2.

AEID:

(8]

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

[GERD]

Start Date Time:

Sep/8/2020 UNK:UNK

Isthe adverse event still ongoing?

YES

Toxicity Grade:

1

N|o || M

Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

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:
[acid reflux]

10.

Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11

Was a Concomitant Medication given?

YES

12.

Weas a Non-Drug Treatment given?

NO

13.

What was the outcome of this adverse
event?:

RECOVERING/RESOLVING
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Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT
Form Status: Data Complete, Verified
Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44
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14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For | []
Pfizer Use Only
Page 79 of 277

FDA-CBER-2021-5683-0900865




090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled
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Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1027
Subject No: 10271105
Generated By:| (b) (4)

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [9]
3. | Adverse Event: [Throat Swelling]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Aug/29/2020 UNK:UNK
5. | Isthe adverse event still ongoing? NO
End Date Time:
Sep/8/2020 UNK:UNK
6. | Toxicity Grade: 2
7. |Isthe adverse event serious? NO
If Yes, NOTIFY PFIZER
IMMEDIATELY.
Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).
8. | Isthisadverse event 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 treatment: | RELATED
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | YES
12. | Was aNon-Drug Treatment given? NO
13. | What was the outcome of this adverse | RECOVERED/RESOLVED
event?.
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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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Subject No: 10271105
Generated By:| (b) (4)

Form: MEDICATION ERROR

Site Name: (1027) PharmQuest
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Categor | Medication Err | Start Dat | Isthe medication error Still Ong | Study Medication Errors Act
# . . Form Instance
y or e oing ion
1 Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
Site No: 1027

Subject No: 10271105
Generated By:| (b) (4)

Form: MEDICATION ERROR
Form Status: Not Started

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Medication Error

1.

Category:

2.

Medication Error (Type of Medication
Error):

Start Date:

I

Is the medication error still ongoing?

Latest Action Taken with Study
Treatment:

Was a Concomitant Medication given?

Was a Non-Drug Treatment given?

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

Was this medication error associated
with any adverse events?

10.

Serious Adverse Event Number: For
Pfizer Use Only

[]

*** Confidential***
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Header Text: c4591001

Vigit: Logs

Form Version: 22-Apr-2020 21:03

Site No: 1027

Subject No: 10271105

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
4 Sponsor-Defined | | Category for Me | Concomitant Medications | Nameof Medi | Start D | Form Instanc
dentifier dication Pre-specified cation ate e
1. DELETED |1 VACCINATIONS |NO Prednisone Sep/2/2 Repeating
020 Pages
2.DELETED |2 VACCINATIONS |NO Solumedrol Sep/2/2 Repeating
020 Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS
Form Status: Data Complete, Deleted, Verified

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History

Form Audit Trail

Concomitant Medications

1

What is the medication identifier?

(4]

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

[Prednisone]

Date:

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS
Form Status: Data Complete, Deleted, Verified

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History

Form Audit Trail

Concomitant Medications

1.

What is the medication identifier?

(2]

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

Date:
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Header Text: c4591001

Vigit: Logs

Form Version: 22-Apr-2020 21:03

Site No: 1027

Subject No: 10271105

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Sponsor-Defined | Category for Me | Concomitant Medications | Name of Med | Dose Descr | Form I nstanc
Identifier dication Pre-specified ication iption e

1. DELETED |1 CORTICOSTER |NO Prednisone 30 Repeating
OIDS Pages

2. DELETED |2 CORTICOSTER |NO Solumedrol 80 Repeating
OIDS Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Status: Data Complete, Deleted, Verified

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History

Form Audit Trail

Concomitant Medications

1. | What isthe medication identifier? [4]
2. | Category: CORHCOSTEROIDS
3. | Concomitant Medications No
Pre-specified:
4. | Medication: [Prednisone]
Provide the complete generic drug
name (including salt form, where
applicable). Where generic nameis
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).
5. | Dose: [30]
6. | Dose Unit: mg
7. | Dose Freguency: UNKNOWN
8. | Route: ORAL
9. | Start Date: Sep/2/2020
10. | Ongoing? NO
End Date:
Sept4i2020
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Status: Data Complete, Deleted, Verified

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History

Form Audit Trail

Concomitant Medications

*** Confidential***

1. | What isthe medication identifier? [2]
2. | Category: CORHCOSTFERCIDS
3. | Concomitant Medications NO
Pre-specified:
4, | Medication: [Setumedrel]
Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).
5. | Dose: [80]
6. | Dose Unit: mg
7. | Dose Frequency: ONCE
8. | Route: HINTFRAMUSCULAR
9. | Start Date: Sepl7/2020
10. | Ongoing? NO
End-bate:
Sepl#2020
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Header Text: c4591001

Vigit: Logs

Form Version: 22-Apr-2020 21:02
SiteNo: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: RADIATION TREATMENT

Site Name: (1027) PharmQuest
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

# | Category | Treatment |dentifier

Con Non-Drug Treatments Pre-specified | Treatment | Start Date | Form Instance

1

Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: RADIATION TREATMENT
Form Status: Not Started

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Radiation Treatment

1. | Category:

2. | What isthe treatment Identifier? [1

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

4, | Treatment: [1

5. | Start Date: 1

6. | Ongoing?

*** Confidential***
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Header Text: c4591001

Vigit: Logs

Form Version: 22-Apr-2020 21:03
SiteNo: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: TRANSFUSIONS

Site Name: (1027) PharmQuest
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

# Transfusion Type Date of Transfusion Form Instance
1 Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. | Transfusion Type:

2. | Date of Transfusion: I
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Date of Visit

1. | Date of Visit 1

2. | Erroneous Visit

090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)
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Header Text: c4591001

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

Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: VITAL SIGNS- TEMP
Form Status: Not Started

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Vital Signs

1. | Date:

I

Vital Signs Details

2. || Record Identifier:

Temperature:

Unit:

Temperature Location:

*** Confidential***
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Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 20-Feb-2021 02:14
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

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

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Lab Urinalysis
1. | LabPanel:
2. | Lab Sub-Panel:
3. | Collection Date: 1
4. | Laboratory Name and Address []
(Derived)
5. | Specimen Type:
Lab Result
6. || sponsor 1D: [
Test:
Result:
Not Done:
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Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Dec-2020 02:26
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: VACCINATION

Form Status: Not Started

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Vaccination

1

Was there atemporary delay of
vaccination?

Treatment Name

[]

Formulation:

Dose Date Time:

I

Anatomical Location:

Body Side:

Route:

Actua Dose:

[]

Ol | Nl | W[IDN

Unit:

=
o

Timeframe Subject Was Observed

[Eny
=

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

*** Confidential***
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Header Text: c4591001

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

Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: CONTACT OUTCOME - MONTH 1
Form Status: Not Started

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: []
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Header Text: c4591001

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

Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: CONTACT OUTCOME - MONTH 6
Form Status: Not Started

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: []

*** Confidential***
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Header Text: c4591001
Visit: V201_SURVEIL_CONSENT - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02

Site No: 1027
Subject No: 10271105
Generated By:  (b) (4)

Form Status: Not Started

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit
1. | Dateof Visit 1
2. | Erroneous Visit
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT - Unscheduled
Form Version: 14-Jan-2021 02:29

Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: INFORMED CONSENT - ASYMPTOMATIC SURVEILLANCE
Form Status: Not Started

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Informed Consent - Asymptomatic Surveillance

1. | Consent Was:
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Header Text: c4591001
Visit: V201_SURVEIL_CONSENT - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Version: 22-Apr-2020 21:03
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form Status: Not Started

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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
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Header Text: c4591001

Form Version: 22-Apr-2020 21:03
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Visit: V201_SURVEIL_CONSENT - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Not Started

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

S. Sample ID

*** Confidential***
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Header Text: c4591001
Visit: Potential ReVax Initial Contact - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02

Site No: 1027
Subject No: 10271105
Generated By:| (b) (4)

Form Status: Not Started

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit
1. | Dateof Visit 1
2. | Erroneous Visit
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Header Text: c4591001

Form Version: 10-Dec-2020 02:25
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Visit: Potential ReVax Initial Contact - Unscheduled Form: FURTHER VACCINATION CONFIRMATION

Form Status: Not Started

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Further Vaccination Confirmation

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

*** Confidential***
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1027

Subject No: 10271105

Generated By:  (b) (4)

Form: TREATMENT UNBLINDED
Form Status: Not Started

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Treatment Unblinded

1.

Date Treatment Unblinded :

I

2.

Primary Reason for Unblinding:
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Header Text: c4591001
Visit: Disposition - Unscheduled

SiteNo: 1027
Subject No: 10271105
Generated By:| (b) (4)

Form Version: 22-Apr-2020 21:03

Form: WITHDRAWAL OF CONSENT
Form Status: Not Started

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Withdrawal Of Consent

1. | Withdrawal of Consent Date :

I

*** Confidential***
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: DEATH DETAILS CODED
Form Status: Not Started

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Death Details

1. | Date of Collection / Notification of
Death:

Cause of Death

2. || cause of Death Status:

Cause of Death:
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Header Text: c4591001
Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1027

Subject No: 10271105
Generated By:  (b) (4)

Form: SUBJECT STATUS

Form Status: Data Complete, Verified

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Subject Status
1. | Subject Status DISCONTINUED
2. | Subject Status Date Sep/11/2020

*** Confidential***
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Header Text: c4591001

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

Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: CASEBOOK SIGNATURE FORM
Form Status: Data Complete, Signed, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature

Click Hereto Enable
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Header Text: c4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
Site No: 1027 Site Name: (1027) PharmQuest
Subject No: 10271105 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Audit Trail
Thisform reguires signing by a member of each of the following signature groups:
e CRF_Sign

Name Signature Date Type Action

Meaning
(b) (6) Approved Dec-16-2020 09:08:24 (UTC-05:00) Eastern Time | BOOK Signed
(US & Canada)
Affidavit:
By my dated signature below, I, (b) (6) 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.
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:29
Site No: 1027

Subject No: 10271105
Generated By:| (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
Form | Aug-28-2020 16:22:21 (UTC-05:00) Eastern Time || (b) (4), Not Applicable
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: VACCINATION - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
Form | Sep-22-2020 07:21:40 (UTC-05:00) Eastern Time | (b) (4), (b) (6)
(US & Canada)
Form | Sep-21-2020 15:34:30 (UTC-05:00) Eastern Time | (b) (4), (b) (6) Not Applicable
(US & Canada)
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Header Text: c4591001

Visit: V2_VAX2 L Form: VACCINATION - Comments

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
1 Sep-22-2020 07:21:40 (UTC-05:00) Eastern Time  |(b) (4), (b) (6)
(US & Canada)
1 Sep-21-2020 15:34:30 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Applicable

(US & Canada)
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Visit: V2_VAX2 L Form: VACCINATION - Comments

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
2 Sep-22-2020 07:21:40 (UTC-05:00) Eastern Time  |(b) (4), (b) (6)
(US & Canada)
2 Sep-21-2020 15:34:30 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Applicable
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Visit: V2_VAX2 L Form: VACCINATION - Comments

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
3 Sep-22-2020 07:21:40 (UTC-05:00) Eastern Time  |(b) (4), (b) (6)
(US & Canada)
3 Sep-21-2020 15:34:30 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Applicable

(US & Canada)
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001
Visit: V2_VAX2 L
Form Version: 22-Apr-2020 21:04

Form: VACCINATION - Comments
Form Status: Data Complete, Locked, Frozen, Verified

(US & Canada)

Site No: 1027 Site Name: (1027) PharmQuest
Subject No: 10271105 Subject Initials; ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
Item |Date User Comment
4 Sep-22-2020 07:24:01 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Subject discontinued study drug dueto AE # 1.
(US & Canada)
Not Done
4 Sep-22-2020 07:21:40 (UTC-05:00) Eastern Time  |(b) (4), (b) (6)
(US & Canada)
4 Sep-21-2020 15:34:30 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Applicable
(US & Canada)
4 Sep-18-2020 08:10:54 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Did not receive vaccine #2 due to reaction (throat

itching, difficulty swallowing, and "lump in throat")
after vaccine #1, was treated with systemic and oral
steroids, and eventually an endoscopy was
performed (normal). Agreesto stay in study w/o V
#2.

Not Applicable
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Visit: V2_VAX2 L Form: VACCINATION - Comments

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
5 Sep-22-2020 07:21:40 (UTC-05:00) Eastern Time  |(b) (4), (b) (6)
(US & Canada)
5 Sep-21-2020 15:34:30 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Applicable

(US & Canada)
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001
Visit:
Form Version: 22-Apr-2020 21:04
Site No: 1027

Subject No: 10271105

Generated By:

V2 VAX2 L

(b) (4)

Form: VACCINATION - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item |Date User Comment
6 Sep-22-2020 07:24:27 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Vaccination 2 was not given.

(US & Canada)

Not Done

6 Sep-22-2020 07:21:40 (UTC-05:00) Eastern Time  |(b) (4), (b) (6)

(US & Canada)
6 Sep-21-2020 15:34:30 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Applicable

(US & Canada)
6 Sep-18-2020 08:11:06 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Did not receive vaccine #2 due to reaction (throat

itching, difficulty swallowing, and "lump in throat")
after vaccine #1, was treated with systemic and oral
steroids, and eventually an endoscopy was
performed (normal). Agreesto stay in study w/o V
#2.

Not Applicable
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Visit: V2_VAX2 L Form: VACCINATION - Comments

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
7 Sep-22-2020 07:21:40 (UTC-05:00) Eastern Time  |(b) (4), (b) (6)
(US & Canada)
7 Sep-21-2020 15:34:30 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Applicable

(US & Canada)
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Visit: V2_VAX2 L Form: VACCINATION - Comments

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
8 Sep-22-2020 07:21:40 (UTC-05:00) Eastern Time  |(b) (4), (b) (6)
(US & Canada)
8 Sep-21-2020 15:34:30 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Applicable
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Visit: V2_VAX2 L Form: VACCINATION - Comments
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105
Generated By:| (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
9 Sep-22-2020 07:21:40 (UTC-05:00) Eastern Time  |(b) (4), (b) (6)
(US & Canada)
9 Sep-21-2020 15:34:30 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Applicable

(US & Canada)

)
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001
Visit: V2_VAX2 L Form: VACCINATION - Comments
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest
Subject No: 10271105 Subject Initials; ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
Item | Date User Comment
10 | Sep-22-2020 07:21:40 (UTC-05:00) Eastern Time | (b) (4), (b) (6)
(US & Canada)
10 Sep-21-2020 15:34:30 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Applicable
(US & Canada) )
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: VACCINATION - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item |Date User Comment
11 | Sep-22-2020 07:24:43 (UTC-05:00) Eastern Time | (b) (4), (b) (6) Vaccination 2 was not given.

(US & Canada)

Not Done

11 | Sep-22-2020 07:21:40 (UTC-05:00) Eastern Time | (b) (4), (b) (6)

(US & Canada)
11 | Sep-21-2020 15:34:30 (UTC-05:00) Eastern Time | (b) (4), (b) (6) Not Applicable

(US & Canada)
11 | Sep-18-2020 08:11:16 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Did not receive vaccine #2 due to reaction (throat

(US & Canada)

)

itching, difficulty swallowing, and "lump in throat")
after vaccine #1, was treated with systemic and oral
steroids, and eventually an endoscopy was
performed (normal). Agreesto stay in study w/o V
#2.

Not Applicable
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Sep/12/2020

Form Version: 06-Jul-2020 21:54
Site No: 1027

Subject No: 10271105
Generated By:| (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date

User

Comment

(US & Canada)

Form | Oct-12-2020 09:26:09 (UTC-05:00) Eastern Time | (b) (4), (b) (6)

Not Done

*** Confidential***
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001
POT_COVID_ILL 1- Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - Comments
Sep/12/2020

Visit:

Form Version: 06-Jul-2020 21:54
Site No: 1027

Subject No: 10271105
Generated By:| (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item

Date

User

Comment

1

Oct-12-2020 09:26:09 (UTC-05:00) Eastern Time
(US & Canada)

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

Not Done
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - Comments
Sep/12/2020
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest
Subject No: 10271105 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
Item |Date User Comment
2 Oct-12-2020 09:26:09 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Done
(US & Canada)
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001
POT_COVID_ILL 1- Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - Comments
Sep/12/2020

Visit:

Form Version: 06-Jul-2020 21:54
Site No: 1027

Subject No: 10271105
Generated By:| (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item

Date

User

Comment

3

Oct-12-2020 09:26:09 (UTC-05:00) Eastern Time
(US & Canada)

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

Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - Comments
Sep/12/2020
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest
Subject No: 10271105 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
Item |Date User Comment
4 Oct-12-2020 09:26:09 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Done
(US & Canada)
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Header Text: c4591001
POT_COVID_ILL 1- Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - Comments
Sep/12/2020

Visit:

Form Version: 06-Jul-2020 21:54
Site No: 1027

Subject No: 10271105
Generated By:| (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item

Date

User

Comment

5

Oct-12-2020 09:26:09 (UTC-05:00) Eastern Time
(US & Canada)

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

Not Done
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - Comments
Sep/12/2020
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest
Subject No: 10271105 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
Item |Date User Comment
6 Oct-12-2020 09:26:09 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Done
(US & Canada)
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Header Text: c4591001
POT_COVID_ILL 1- Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - Comments
Sep/12/2020

Visit:

Form Version: 06-Jul-2020 21:54
Site No: 1027

Subject No: 10271105
Generated By:| (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item

Date

User

Comment

7

Oct-12-2020 09:26:09 (UTC-05:00) Eastern Time
(US & Canada)

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

Not Done
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - Comments
Sep/12/2020
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest
Subject No: 10271105 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
Item |Date User Comment
8 Oct-12-2020 09:26:09 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Done
(US & Canada)
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Header Text: c4591001
POT_COVID_ILL 1- Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - Comments
Sep/12/2020

Visit:

Form Version: 06-Jul-2020 21:54
Site No: 1027

Subject No: 10271105
Generated By:| (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
9 Oct-12-2020 09:26:09 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Done
(US & Canada)
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Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: DISPOSITION - FOLLOW-UP - Comments
Form Status: Data Complete, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date

User

Comment

(US & Canada)

Form | Sep-22-2020 07:16:59 (UTC-05:00) Eastern Time | (b) (4), (b) (6)

)

Not Applicable

*** Confidential***
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Header Text: c4591001

Visit: Follow-Up Form: DISPOSITION - FOLLOW-UP - Comments
Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105
Generated By:| (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Iltem

Date

User

Comment

1

Sep-22-2020 07:16:59 (UTC-05:00) Eastern Time
(US & Canada)

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

Not Applicable
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Header Text: c4591001
Visit: Follow-Up Form: DISPOSITION - FOLLOW-UP - Comments
Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest
Subject No: 10271105 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
Item | Date User Comment
2 Sep-22-2020 07:16:59 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Applicable

(US & Canada)
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Header Text: c4591001

Visit: Follow-Up Form: DISPOSITION - FOLLOW-UP - Comments
Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105
Generated By:| (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Iltem

Date

User

Comment

3

Sep-22-2020 07:16:59 (UTC-05:00) Eastern Time
(US & Canada)

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

Not Applicable
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Header Text: c4591001
Visit: Follow-Up Form: DISPOSITION - FOLLOW-UP - Comments
Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest
Subject No: 10271105 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
Item | Date User Comment
4 Sep-22-2020 07:16:59 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Applicable

(US & Canada) )
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Header Text: c4591001

Visgit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

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

e CRF_Sign
Name Signature Date Type Action
Meaning
(b) (6) Approved Dec-16-2020 09:08:24 (UTC-05:00) Eastern Time | BOOK Signed
(US & Canada)
Affidavit:
By my dated signature below, I, (b) (6) 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, thisis to certify that | intend that this electronic signature
isto bethelegally 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 Dec-15-2020 12:16:12 (UTC-05:00) Eastern Time Edit - All
(US & Canada) signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-12-2020 14:01:25 (UTC-05:00) Eastern Time | BOOK Signed
(US & Canada)
Affidavit:
By my dated signature below, I, (b) (6) 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 bethe 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-12-2020 08:29:26 (UTC-05:00) Eastern Time Edit - All
(US & Canada) signatures
invalidated

Affidavit:

N/A

(b) (6) Approved Oct-28-2020 09:07:50 (UTC-05:00) Eastern Time | BOOK Signed
(US & Canada)
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Header Text: c4591001

Visgit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Affidavit:

By my dated signature below, I, (b) (6) 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 bethelegally 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 Oct-27-2020 16:18:24 (UTC-05:00) Eastern Time Edit - All
(US & Canada) signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Oct-27-2020 11:31:59 (UTC-05:00) Eastern Time | BOOK Signed
(US & Canada)
Affidavit:
By my dated signature below, I, (b) (6) 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.
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

’ 1. Select appropriate response - Protocol version

’ Date L ocation User Value Reason
Aug-28-2020 16:21:27 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) 24 JUL 2020
(US & Canada)

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

‘ Date L ocation User Value Reason
Aug-28-2020 16:21:27 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) STAGE 3 COHORTS
(US & Canada)
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
SiteNo: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: MAIN INFORMED CONSENT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Consent Was:

‘ Date L ocation User Value Reason
Aug-28-2020 16:21:37 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) OBTAINED
(US & Canada) Date Written Consent Obtained

Aug/28/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History
Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105
Generated By:| (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Subject ID

‘Date L ocation |User |Va|ue Reason
Aug-28-2020 16:21:15 ACVOPFEINFP6000 |autocalc |DataEntry: Item copied from
(UTC-05:00) Eastern Time (autocalc) | 10271105 previous form
(US & Canada)

‘ 2. Birth Date:

‘Date L ocation |User |Value Reason
Aug-28-2020 16:21:11 ACVOPFEINFP6000 | auto calc Data Entry: Enrollment Entry

(UTC-05:00) Eastern Time

(autocalc) |(b) (6) /1974

(US & Canada)

’ 3. Sex:

’ Date L ocation User Value Reason
Aug-28-2020 16:21:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) FEMALE
(US & Canada)

‘ 4. Ethnicity:

‘ Date L ocation User Value Reason
Aug-28-2020 16:21:58 ACVOPFEINFPG6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NOT HISPANIC OR LATINO(A) OR

(US & Canada)

OF SPANISH ORIGIN

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

‘ Date L ocation User Value Reason
Aug-28-2020 16:21:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) BLACK OR AFRICAN AMERICAN
(US & Canada)

Page 144 of 277

*** Confidential***
FDA-CBER-2021-5683-0900930




090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

’ 1. Date of Visit

’ Date L ocation User Value Reason
Aug-28-2020 16:22:10 ACVOPFEINFPE000 || (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Aug/28/2020
(US & Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: DISPOSITION - SCREENING - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Date of Completion/Discontinuation/Death

‘ Date L ocation User Value Reason
Aug-28-2020 16:22:44 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Aug/28/2020
(US & Canada)

‘ 2. Phase of Disposition:

‘Date L ocation ’User |Value Reason
Aug-28-2020 16:22:44 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SCREENING
(US & Canada)

’ 3. Status:

’ Date L ocation User Value Reason
Aug-28-2020 16:22:44 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) COMPLETED

(US & Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1027

Subject No: 10271105

Generated By:| (b) (4)

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

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ la

‘Date L ocation |User |Value Reason
Aug-28-2020 16:26:40 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number: 1
(US& Canada) Medical History Te Allergy to Shellf

rm: ish

Start Date: UNK/UNK/199
6

Ongoing: YES

’ l.aLine/MH Number:

’Date L ocation |User |Value Reason
Aug-28-2020 16:26:40 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |1
(US & Canada)

‘ 1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

‘ Date L ocation User Value Reason
Aug-28-2020 16:26:40 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Allergy to Shellfish
(US & Canada)

‘ 1l.a Start Date:

‘ Date L ocation User Value Reason
Aug-28-2020 16:26:40 ACVOPFEINFPG000 || (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) UNK/UNK/1996
(US & Canada)

’ 1.a Ongoing:

‘ Date L ocation User Value Reason
Aug-28-2020 16:26:40 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) YES
(US & Canada)
|1
‘Date |Location |User |Value |Reason
Aug-28-2020 16:27:13 ACVOPFEINFP6000 Data Entry: Initial Entry

‘ auto calc
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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: 1027
Subject No: 10271105
Generated By:| (b) (4)

Site Name: (1027) PharmQuest
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

(UTC-05:00) Eastern Time (autocalc) | Line/MH Number: 2
(US& Canada) Medical History Ter Allergy to lodi
m: ne
Start Date: UNK/UNK/19
96
Ongoing: YES

‘ 1.bLine/MH Number:

’Date L ocation ’User |Value Reason
Aug-28-2020 16:27:13 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |2
(US & Canada)

‘ 1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

‘ Date L ocation User Value Reason
Aug-28-2020 16:27:13 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Allergy to lodine
(US & Canada)

‘ 1.b Start Date:

‘ Date L ocation User Value Reason
Aug-28-2020 16:27:13 ACVOPFEINFPG000 || (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) UNK/UNK/1996
(US & Canada)

‘ 1.b Ongoing:

’ Date L ocation User Value Reason
Aug-28-2020 16:27:13 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) YES
(US & Canada)

‘ 1lc

‘Date L ocation |User |Value Reason
Aug-28-2020 16:28:29 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number: 3
(US& Canada) Medical History Ter Hypertension

m:
Start Date: UNK/UNK/20
12
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: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

‘ 1.cLine/MH Number:

‘ Date L ocation ’User |Value Reason
Aug-28-2020 16:28:29 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |3
(US & Canada)

’ 1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

‘ Date L ocation User Value Reason
Aug-28-2020 16:28:29 ACVOPFEINFPE000 || (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Hypertension
(US & Canada)

‘ 1.c Start Date:

‘ Date L ocation User Value Reason
Aug-28-2020 16:28:29 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) UNK/UNK/2012
(US & Canada)

‘ 1.c Ongoing:

‘ Date L ocation User Value Reason
Aug-28-2020 16:28:29 ACVOPFEINFPG000 || (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) YES
(US & Canada)

|1

‘ Date L ocation | User | Value Reason
Aug-28-2020 16:28:58 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number: 4
(US& Canada) Medical History Te Migraine Headac

rm: hes
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: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

‘ 1.d Line/MH Number:

‘ Date L ocation ’User |Value Reason
Aug-28-2020 16:28:58 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |4
(US & Canada)

’ 1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

‘ Date L ocation User Value Reason
Aug-28-2020 16:28:58 ACVOPFEINFPE000 || (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Migraine Headaches
(US & Canada)

‘ 1.d Start Date:

‘ Date L ocation User Value Reason
Aug-28-2020 16:28:58 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) UNK/UNK/1995
(US & Canada)

‘ 1.d Ongoing:

‘ Date L ocation User Value Reason
Aug-28-2020 16:28:58 ACVOPFEINFPG000 || (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) YES
(US & Canada)

’ le

‘ Date L ocation | User | Value Reason
Aug-28-2020 16:29:29 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number 5
(US & Canada) :

Medical History T Mitral Valve Prol
erm: apse
Start Date;: UNK/UNK/2007
Ongoing: YES

090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

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

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

‘ 1l.eLine/MH Number:

‘ Date L ocation ’User |Value Reason
Aug-28-2020 16:29:29 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |5
(US & Canada)

’ 1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

’ Date L ocation User Value Reason
Aug-28-2020 16:29:29 ACVOPFEINFPE000 || (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Mitral Valve Prolapse
(US & Canada)

‘ 1.e Start Date:

‘ Date L ocation User Value Reason
Aug-28-2020 16:29:29 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) UNK/UNK/2007
(US & Canada)

‘ 1.e Ongoing:

‘ Date L ocation User Value Reason
Aug-28-2020 16:29:29 ACVOPFEINFPG000 || (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) YES

(US & Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51

SiteNo: 1027
Subject No: 10271105
Generated By:| (b) (4)

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Date:

‘ Date L ocation User Value Reason
Aug-28-2020 16:30:48 ACVOPFEINFPE000 || (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) ) | Aug/28/2020
(US & Canada)

‘ 2. Weight:

‘ Date L ocation User Value Reason
Aug-28-2020 16:32:31 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)

Aug-28-2020 16:30:48 ACVOPFEINFP6000 | auto query Query 1: Opened Weight 144 is outside

(UTC-05:00) Eastern Time (autoquery) of Normal Range 25 -

(US & Canada) 136 for kg or 50 -
300 for Ib.

Aug-28-2020 16:30:48 ACVOPFEINFPG000 || (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern Time (b) (6) 144.0

(US & Canada)

’ 3. Unit:

’ Date L ocation User Value Reason
Aug-28-2020 16:32:31 ACVOPFEINFP6000 | auto query Query 1. Closed Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)

Aug-28-2020 16:32:31 ACVOPFEINFPE000 | (b) (4), Data Entry: Transcription Error

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

(US & Canada)

Aug-28-2020 16:30:48 ACVOPFEINFP6000 | auto query Query 1: Opened kg is selected for

(UTC-05:00) Eastern Time (autoquery) weight unit, then cm

(US & Canada) is expected to be
selected for Height
unit. Please check and
update data as
appropriate.

Aug-28-2020 16:30:48 ACVOPFEINFPE000 || (b) (4), Data Entry: Initial Entry

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

(US & Canada)

4, Height:
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest
Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

‘ Date L ocation User Value Reason
Aug-28-2020 16:30:48 ACVOPFEINFPG000 || (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) 64.75
(US & Canada)

’ 5. Unit:

’ Date L ocation User Value Reason
Aug-28-2020 16:30:48 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) in
(US & Canada)

‘ 6. Body Mass I ndex:

‘Date L ocation |User |VaJue Reason
Aug-28-2020 16:32:31 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-05:00) Eastern Time (autocalc) |24.1
(US & Canada)

Aug-28-2020 16:30:48 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc)
(US & Canada)

[7a

‘ Date L ocation User Value Reason
Aug-28-2020 16:30:48 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Record Identifier:: 1
(US & Canada) Temperature: 98.5

Temperature Unit: F
Temperature Location FOREHEA
i D

‘ 7.a Record | dentifier:

’ Date L ocation User Value Reason
Aug-28-2020 16:30:48 ACVOPFEINFPG000 || (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) 1
(US & Canada)

‘ 7.a Temperature:

‘ Date L ocation User Value Reason
Aug-28-2020 16:30:48 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) 98.5
(US & Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

‘ 7.aUnit:

‘ Date L ocation User Value Reason
Aug-28-2020 16:30:48 ACVOPFEINFPG000 || (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) F
(US & Canada)

’ 7.a Temperature Location:

‘ Date L ocation User Value Reason
Aug-28-2020 16:30:48 ACVOPFEINFPE000 || (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) FOREHEAD
(US & Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49
Site No: 1027

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1027) PharmQuest

090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Subject No: 10271105
Generated By:| (b) (4)

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Lab Panel:

‘Date L ocation |User |Value Reason
Aug-28-2020 16:31:05 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |URINALYSIS
(US & Canada)

| 2. Lab Sub-Pane:

‘Date L ocation ’User |Value Reason
Aug-28-2020 16:31:05 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | PREGNANCY
(US & Canada)

’ 3. Collection Date:

’ Date L ocation User Value Reason
Aug-28-2020 16:31:05 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Aug/28/2020
(US & Canada)

‘ 4. Laboratory Name and Address (Derived)

‘Date L ocation |User |Value Reason
Aug-28-2020 16:31:05 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | STUDY SITE
(US & Canada)

‘ 5. Specimen Type:

‘Date L ocation ’User |Value Reason
Aug-28-2020 16:31:05 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) [URINE
(US & Canada)

’ 6.a
’Date L ocation |User |Value Reason
Aug-28-2020 16:31:05 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Sponsor-Defined 113
(US & Canada) | dentifier:

Test:: Choriogonadotropin
Beta PX113
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Result:: NEGATIVE
Not Done::

’ 6.a Sponsor |D:

’Date L ocation |User |Value Reason
Aug-28-2020 16:31:05 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | 113
(US & Canada)

‘ 6.a Test:

‘ Date L ocation User Value Reason
Aug-28-2020 16:31:05 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Choriogonadotropin Beta PX113
(US & Canada)

‘ 6.a Result:

’ Date L ocation User Value Reason
Aug-28-2020 16:31:05 ACVOPFEINFPE000 || (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NEGATIVE

(US & Canada)
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: RANDOMIZATION - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Randomization Date:

‘ Date L ocation User Value Reason
Aug-28-2020 16:31:28 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Aug/28/2020
(US & Canada)

‘ 2. Randomization Number:

‘ Date L ocation User Value Reason
Aug-28-2020 16:31:28 ACVOPFEINFPG000 || (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) 72609
(US & Canada)
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1027
Subject No: 10271105
Generated By:| (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Data Origin

‘Date L ocation ’User |Value Reason
Aug-28-2020 16:23:44 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |[SITE
(US & Canada)

’ 2. Sample Type

’Date L ocation |User |Value Reason
Aug-28-2020 16:23:44 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SERUM
(US & Canada)

‘ 3. Sample Collected?

‘ Date L ocation | User | Value Reason
Aug-28-2020 16:23:53 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)
Aug-28-2020 16:23:44 ACVOPFEINFP6000 | auto query | Query 1: Candidate '‘Sample Collected? is
(UTC-05:00) Eastern Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Aug-28-2020 16:23:44 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) YES
(US & Canada) Date of Collection:
Aug/28/2020

‘ 5a
‘ Date L ocation |User |Value Reason
Aug-28-2020 16:23:53 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Sample | D: BN6OVJ
(US & Canada)

’ 5.aSampleD
‘ Date | L ocation |User |Value | Reason
AUg-28-2020 16:23:53 ACVOPFEINFPS000 Egg E‘g, DataEntry: Initial Entry

Page 158 of 277

*** Confidential***
FDA-CBER-2021-5683-0900944
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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: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
(UTC-05:00) Eastern Time (g) (g)’ BN60VJ
(US & Canada) (b) ()

Ex:

’ Date | L ocation ’ User | Value | Reason
Aug-28-2020 16:23:59 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sample ID: BN60VK
(US & Canada) () (6)

’ 5.b Sample D

‘ Date L ocation | User | Value Reason
Aug-28-2020 16:23:59 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), BN60OVK
(US & Canada) (b) (6

[sc

‘Date L ocation |User |Value Reason
Aug-28-2020 16:24:06 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sample | D: BN60VL
(US & Canada) (b) (6

‘ 5.c Sample D

’ Date L ocation ’ User | Value Reason
Aug-28-2020 16:24:06 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), BN60OVL
(US & Canada) (b) (6

5

‘ Date L ocation | User | Value Reason
Aug-28-2020 16:24:23 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sample ID: BLBB1F
(US & Canada) (b) (6

‘ 5.d Sample ID

‘Date L ocation |User |Value Reason
Aug-28-2020 16:24:23 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), BLBB1F
(US & Canada) () (6)
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Header Text: c4591001

090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

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: 1027 Site Name: (1027) PharmQuest
Subject No: 10271105 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

’ 5e

‘ Date L ocation | User | Value Reason
Aug-28-2020 16:24:29 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time @, Sample|D: BLBB1G
(US & Canada) () (6)

‘ 5.e Sample D

‘Date L ocation |User |VaJue Reason
Aug-28-2020 16:24:29 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), BLBB1G
(US & Canada) (b) (6)
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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: 1027
Subject No: 10271105
Generated By:| (b) (4)

Site Name: (1027) PharmQuest
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Data Origin
‘Date L ocation ’User |Value Reason
Aug-28-2020 16:24:39 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-05:00) Eastern Time

(autocalc) |[SITE

(US & Canada)

’ 2. Sample Type

’Date L ocation |User |Value Reason
Aug-28-2020 16:24:39 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

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

(autocalc) | NASAL_SWAB

‘ 3. Sample Collected?

‘ Date L ocation | User | Value Reason

Aug-28-2020 16:24:48 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)

Aug-28-2020 16:24:39 ACVOPFEINFP6000 | auto query | Query 1: Candidate '‘Sample Collected? is
(UTC-05:00) Eastern Time (autoquery) Yes, however no

(US & Canada) barcodes are entered.

Please review and
correct as appropriate.

Aug-28-2020 16:24:39 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6 Date of Collection:
Aug/28/2020
‘ 5a
‘ Date L ocation | User | Value Reason
Aug-28-2020 16:24:48 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Sample | D: BN60ZF
(US & Canada) () (6)
’ 5.aSampleD
‘ Date | L ocation | User |Value | Reason

Aug-28-2020 16:24:48

ACVOPFEINFP6000 Initial Entry

Eg; (4), (b) | Data Entry:
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1027

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest

Subject No: 10271105 als: ---

Generated By:| (b) (4) enerated Time (GMT): 29-Mar-2021 04:44
(UTC-05:00) Eastern Time (g) (). (o) BN60ZF

(US & Canada) (6)
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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: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Wasthere a temporary delay of vaccination?

‘ Date L ocation User Value Reason
Aug-28-2020 16:33:26 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)

‘ 2. Treatment Name

‘Date L ocation ’User |Value Reason
Aug-28-2020 16:33:26 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | BLINDED THERAPY
(US & Canada)

’3. Formulation:

’Date L ocation |User |Value Reason
Aug-28-2020 16:33:26 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | INJECTION
(US & Canada)

‘ 4. Dose Date Time:

‘ Date L ocation User Value Reason
Aug-28-2020 16:33:26 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Aug/28/2020 15:00
(US & Canada)

‘ 5. Anatomical Location:

‘Date L ocation ’User |Value Reason
Aug-28-2020 16:33:26 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | DELTOID MUSCLE
(US & Canada)

’ 6. Body Side:

’ Date L ocation User Value Reason
Aug-28-2020 16:33:26 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) LEFT
(US & Canada)

‘ 7. Route:
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

‘Date L ocation ’User |Value Reason
Aug-28-2020 16:33:26 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | INTRAMUSCULAR
(US & Canada)

’ 10. Timeframe Subject Was Observed

’Date L ocation |User |Value Reason
Aug-28-2020 16:33:26 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry

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

(autocalc) | THE PROTOCOL SPECIFIED OBSE
RVATION PERIOD

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

‘ Date L ocation

Aug-28-2020 16:33:26
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFP6000 | (b) (4),

User Value Reason
Data Entry: Initial Entry
(b) (6) YES
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: REACTOGENICITY DIARY - eCRF Audit Trail History
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Select appropriate response - Reactogenicity diary collection

‘ Date L ocation User Value Reason
Aug-28-2020 16:33:34 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO - REACTOGENICITY E-DIARY
(US & Canada) NOT COLLECTED FOR THIS SUB

JECT
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

’ 1. Date of Visit

’ Date L ocation User Value Reason
Sep-18-2020 08:00:54 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (OF Sep/17/2020
(US & Canada) () (6)
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Header Text: c4591001

Visit: V2_VAX2 L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History
Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Date:

‘ Date L ocation User Value Reason
Sep-18-2020 08:01:15 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time @), Sep/17/2020
(US & Canada) (b) (6

[2a

‘ Date L ocation User Value Reason
Sep-18-2020 08:01:15 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (tf)4)(6 Record Identifier:: 1
(US& Canada) Temperature: 97.7

TemperatureUnit: F
TemperatureLocati ORAL CAVI

on:: TY

’ 2.a Record | dentifier:

’ Date L ocation User Value Reason
Sep-18-2020 08:01:15 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (OF 1
(US & Canada) ®) (&

‘ 2.a Temperature:

‘ Date L ocation User Value Reason
Sep-18-2020 08:01:15 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (OF 97.7
(US & Canada) (b) (6

‘ 2.aUnit:

‘ Date L ocation User Value Reason
Sep-18-2020 08:01:15 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time @), F
(US & Canada) (b) (6)

’ 2.a Temperature Location:

‘ Date L ocation User Value Reason
Sep-18-2020 08:01:15 AcvopreINFPsoo0 |(P) (4), (0) | pataEntry: Initial Entry
(UTC-05:00) Eastern Time (6) ORAL CAVITY
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 15-Sep-2020 21:54
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

(US & Canada)

(b) (4), (b) (6)
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Header Text: c4591001
Visit: V2_VAX2_L
Form Version: 21-Aug-2020 02:49

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Site No: 1027 Site Name: (1027) PharmQuest
Subject No: 10271105 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Lab Panel:

‘ Date L ocation | User | Value Reason
Sep-18-2020 08:01:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |URINALYSIS
(US & Canada)

| 2. Lab Sub-Pane:

‘ Date L ocation | User ’ Value Reason
Sep-18-2020 08:01:37 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | PREGNANCY
(US & Canada)

’ 3. Collection Date:

’ Date L ocation User Value Reason
Sep-18-2020 08:01:37 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time @, Sep/17/2020
(US & Canada) ®) (&

‘ 4. Laboratory Name and Address (Derived)

‘ Date L ocation | User | Value Reason
Sep-18-2020 08:01:37 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | STUDY SITE
(US & Canada)

‘ 5. Specimen Type:

‘ Date L ocation | User ’ Value Reason
Sep-18-2020 08:01:37 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | URINE
(US & Canada)

’ 6.a
’ Date L ocation | User | Value Reason
Sep-18-2020 08:01:37 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | sponsor-Defined 113
(US & Canada) | dentifier:

Test:: Choriogonadotropin
Beta PX113
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 21-Aug-2020 02:49
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Result:: NEGATIVE
Not Done::
’ 6.a Sponsor |D:
’ Date L ocation | User |Value Reason
Sep-18-2020 08:01:37 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern Time

(autocalc) |113

(US & Canada)

‘ 6.a Test:

‘ Date L ocation User Value Reason
Sep-18-2020 08:01:37 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time @), Choriogonadotropin Beta PX113
(US & Canada) (b) (6)

‘ 6.a Result:

’ Date L ocation User Value Reason
Sep-18-2020 08:01:37 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time @), NEGATIVE

(US & Canada)

(b) (6)
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090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1027
Subject No: 10271105
Generated By:| (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

Site Name: (1027) PharmQuest
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Form Status: Data Complete, Locked, Frozen, Verified

Back to Form

‘ 1. Data Origin

‘ Date L ocation | User ’ Value Reason
Sep-18-2020 08:01:57 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |SITE
(US & Canada)

’ 2. Sample Type

’ Date L ocation | User | Value Reason
Sep-18-2020 08:01:57 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | NASAL_SWAB
(US & Canada)

‘ 3. Sample Collected?

‘ Date L ocation User Value Reason
Sep-18-2020 08:02:05 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)
Sep-18-2020 08:01:57 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected? is
(UTC-05:00) Eastern Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Sep-18-2020 08:01:57 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time @), YES
(US & Canada) (b) (6 Date of Collection:
Sep/17/2020

‘ 5a

‘ Date L ocation User Value Reason
Sep-18-2020 08:02:05 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sample ID: BN615S
(US & Canada) (b) (6)

’ 5.aSampleD
‘ Date |Location | User ‘Value | Reason
‘ Sep-18-2020 08:02:05 ACVOPFEINFPS000 ‘(b) (@), (b) |pataEntry: Initial Entry

(6)
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

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

Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

(b) (4), BN615S

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

(US & Canada)

090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)
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Header Text: c4591001

Visit: V2_VAX2 L
Form Version: 22-Apr-2020 21:04

Site No: 1027

Subject No: 10271105
(b) (4)

Generated By:

Site Name: (1027) PharmQuest

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Back to Form

‘ 1. Wasthere a temporary delay of vaccination?

‘ Date L ocation User Value Reason
Sep-22-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 2: Clo | Auto closed by
15:11:57 (b) (4) sed Validation Check:
(UTC-05:00) VC_ECO001 2 13
Eastern Time
(US & Canada)

Sep-22-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: Clo | Response satisfies
15:01:53 sed query
(UTC-05:00)
Eastern Time
(US & Canada)
Sep-22-2020 ACVOPFEINFP6000 auto query Query 2: An | Initial Entry
07:22:30 (autoquery) swered
(UTC-05:00)
Eastern Time
(US & Canada)
Sep-22-2020 ACVOPFEINFP6000 auto query Query 1: An | Initial Entry
07:22:30 (autoquery) swered
(UTC-05:00)
Eastern Time
(US & Canada)
Sep-22-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: |Initia Entry
07:22:30 YES
(UTC-05:00) Date of Fir
Eastern Time st Delay:
(US & Canada)
Sep/17/2
020
Reason(s) f
or Tempora
ry Delay of
Vaccinatio
n
FEVER
ORACU
TEILLN
ESS
RECENT
SYSTEM
IC CORT
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Header Text: c4591001

Visit: V2_VAX2 L
Form Version: 22-Apr-2020 21:04

Site No: 1027

Site Name: (1027) PharmQuest

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
ICOSTE
ROID TR
EATME
NT

Sep-22-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: |Initial Entry

07:21:40

(UTC-05:00)

Eastern Time

(US & Canada)

Sep-22-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 2: Op | DMW4767400;Temp

03:33:37 (b) (4) ened Delay is not expected

(UTC-05:00) to be Unknown or

Eastern Time Not Applicable.

(US & Canada) Please review and
update appropriately
or clarify

Sep-22-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: Rei | GPDCLIN: Please

02:41:50 ssued:Opene | record the systemic

(UTC-05:00) d steroids therapy on

Eastern Time the prohibited

(US & Canada) concomitant
medication log page.

Sep-21-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: |Initia Entry

15:34:30 Not Applica

(UTC-05:00) ble

Eastern Time

(US & Canada)

Sep-21-2020 ACVOPFEINFP6000 auto query Query 1: An | Changed Information

15:34:22 (autoquery) swered

(UTC-05:00)

Eastern Time

(US & Canada)

Sep-21-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: | Changed Information

15:34:22

(UTC-05:00)

Eastern Time

(US & Canada)

Sep-21-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: Op | GPDCLIN: Please

13:59:18 ened record the systemic

(UTC-05:00) steroids therapy on

Eastern Time the prohibited

(US & Canada) concomitant

medication log page.
Please dlso clarify
why temporary delay
of second vaccination
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Header Text: c4591001
Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04

Site No: 1027
Subject No: 10271105
Generated By:| (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

islisted if AE of
alergic reactionis
listed with action
taken of drug
withdrawn.

Sep-18-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: | Initial Entry
08:02:58 YES
(UTC-05:00) Date of Fir
Eastern Time st Delay:

(US & Canada)

Sep/17/2
020
Reason(s) f
or Tempora
ry Delay of
Vaccinatio
n
FEVER
ORACU
TEILLN
ESS
RECENT
SYSTEM
IC CORT
ICOSTE
ROID TR
EATME
NT

‘ 2. Treatment Name

‘Date L ocation |User |Value Reason
Sep-22-2020 07:21:40 ACVOPFEINFPG000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6

Sep-21-2020 15:34:30 ACVOPFEINFPG000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable

(US & Canada) (b) (6

‘ 3. Formulation:

‘Date L ocation ‘User |Value Reason
Sep-22-2020 07:21:40 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4),

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

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Sep-21-2020 15:34:30 ACVOPFEINFP6000 (b)
(UTC-05:00) Eastern Time (4),
(US & Canada) (b) (6)

Data Entry:
Not Applicable

Initial Entry

‘ 4. Dose Date Time:

’ Date L ocation

User

|Value

’ Reason

Sep-25-2020 | ACVOPFEINFPE000
04:40:31
(UTC-05:00)
Eastern Time
(US&

Canada)

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

Query
2: Del
eted

Query isinvalid or does not
apply

Sep-22-2020
15:11:57
(UTC-05:00)
Eastern Time
(US&
Canada)

ACVOPFEINFP6000.InFormA dapter.Discrepancy

DMW QUERY
(b) (4)

Query
1: Clo

g

Auto closed by Validation
Check: VC_EC001_2 06_AN

Sep-22-2020
07:24:.01
(UTC-05:00)
Eastern Time
(US&
Canada)

ACVOPFEINFP6000

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

Zmo
9.3|&’.
o ®

o

ne

Initial Entry

Sep-22-2020 | ACVOPFEINFPE000
07:21:40
(UTC-05:00)
Eastern Time
us&

Canada)

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

O
=
o

-]
—
—

Initial Entry

Sep-21-2020 | ACVOPFEINFPE000
07:20:34
(UTC-05:00)
Eastern Time
(US&

Canada)

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

Query
1: Ans

Subject was not administered
Vaccination 2.

Sep-21-2020
03:25:42
(UTC-05:00)
Eastern Time
Us&
Canada)

ACVOPFEINFP6000.InFormA dapter.Discrepancy

DMW QUERY
(b) (4)

Query

didate

DMW4747292;Dose Date is
not expected to be Unknown
or Not Applicable. Please
review and update
appropriately or clarify

Sep-18-2020
14:53:24
(UTC-05:00)

ACVOPFEINFP6000.InFormA dapter.Discrepancy

DMW QUERY
(b) (4)

Query
1: Ope
ned

DMWA4747324;Randomization
number is recorded and the
final disposition dateis
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Header Text: c4591001
Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04

Site No: 1027
Subject No: 10271105
Generated By:| (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Eastern Time present on the Disposition -

(US& Follow-up eCREF, but thereis

Canada) no dosing date present on the
Treatment eCRF. Please
review and update as
appropriate.

Sep-18-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data |Initial Entry

08:10:54 Entr

(UTC-05:00) Not A

Eastern Time pplica

Us& ble

Canada)

‘ 5. Anatomical Location:

‘ Date L ocation ‘ User |Value Reason
Sep-22-2020 07:21:40 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6)

Sep-21-2020 15:34:30 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Not Applicable

(US & Canada) (b) (6)

’ 6. Body Side:

’ Date L ocation User Value Reason
Sep-22-2020 07:24:27 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6
Sep-22-2020 07:21:40 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6

Sep-18-2020 08:11:06 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time @), Not Applicable

(US & Canada) () (&

’ 7. Route:

’ Date L ocation | User | Value Reason
Sep-22-2020 07:21:40 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6)

Sep-21-2020 15:34:30 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Not Applicable

(US & Canada) (b) (6)
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Header Text: c4591001
Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04

Site No: 1027
Subject No: 10271105
Generated By:| (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

‘ 8. Actual Dose:

‘ Date L ocation ‘ User |Value Reason
Sep-22-2020 07:21:40 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6)

Sep-21-2020 15:34:30 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Not Applicable

(US & Canada) (b) (6)

’ 9. Unit:

’ Date L ocation | User | Value Reason
Sep-22-2020 07:21:40 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6)

Sep-21-2020 15:34:30 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable

(US & Canada) (b) (6)

’ 10. Timeframe Subject Was Observed

‘ Date L ocation | User |Value Reason
Sep-22-2020 07:21:40 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6)

Sep-21-2020 15:34:30 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable

(US & Canada) (b) (6)

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

‘ Date L ocation User Value Reason
Sep-22-2020 07:24:43 ACVOPFEINFPG000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

Sep-22-2020 07:21:40 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6)

Sep-18-2020 08:11:16 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (OF Not Applicable

(US & Canada) () (6)
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Header Text: c4591001
Visit: V3_MONTH1_POSTVAX2_ L
Form Version: 22-Apr-2020 21:02

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

’ 1. Date of Visit

’ Date L ocation User | Value | Reason

Oct-24-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Response satisfies query
03:44:25 1: Clo

(UTC-05:00) sed
Eastern Time

(Us&

Canada)

Oct-23-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query |Visit3and COVID_A1 Visit
07:58:05 1: Ans | occurred on the same day.
(UTC-05:00) wered | They occurred back-to-back.
Eastern Time
(Us&
Canada)
Oct-23-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW5086922; The Date of
02:25:43 (b) (4) 1: Ope | Visit at Visit
(UTC-05:00) ned V3_MONTH1_POSTVAX2 L
Eastern Time isthe same as the other Date
(Us& of Visit at Visit COVID_AL.
Canada) Please review for duplication

and update as appropriate.

Oct-20-2020 | ACVOPFEINFP6000 (b) (4, (b) (6) Data |Initia Entry
15:03:47 Entry
(UTC-05:00) L
Eastern Time Oct/20
(Us& 12020
Canada)
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Header Text: c4591001

Visit: V3 MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1027
Subject No: 10271105
Generated By:| (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Data Origin

‘ Date L ocation | User ’ Value Reason

Oct-20-2020 15:05:09 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)

’ 2. Sample Type

’ Date L ocation | User | Value Reason

Oct-20-2020 15:05:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern Time (autocalc) | SERUM

(US & Canada)

‘ 3. Sample Collected?

‘ Date L ocation User Value Reason

Oct-21-2020 07:26:25 ACVOPFEINFP6000 |autoquery | Query 1: Closed Close Auto Query

(UTC-05:00) Eastern Time (autoquery)

(US & Canada)

Oct-21-2020 07:26:25 ACVOPFEINFP6000 (b) Data Entry: Changed Information

(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

Oct-21-2020 06:34:28 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Opened ‘Sample Collected? is

(UTC-05:00) Eastern Time Yes, however no

(US & Canada) barcodes are entered.
Please review and
correct as appropriate.

Oct-20-2020 15:05:09 ACVOPFEINFP6000 |autoquery | Query 1: Candidate ‘Sample Collected? is

(UTC-05:00) Eastern Time (autoquery) Yes, however no

(US & Canada) barcodes are entered.
Please review and
correct as appropriate.

Oct-20-2020 15:05:09 ACVOPFEINFP6000 (b) Data Entry: Initial Entry

(UTC-05:00) Eastern Time 4), YES

(US & Canada) (b) (6 Date of Collection:

Oct/20/2020
’ 4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:
‘ Date L ocation | User | Value Reason
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Header Text: c4591001

Subject No: 10271105
Generated By:| (b) (4)

Visit: V3_MONTH1 _POSTVAX2 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: 1027 Site Name: (1027) PharmQuest

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Oct-20-2020 15:05:09
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFP6000 (b) Data Entry: Initial Entry
4), Samples were drawn under the Conval

(b) (6) escent COVID Al visit. Visit 3and Co
nvalescent COVID A1 were combined
and completed together.

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/12/2020

Form Version: 22-Apr-2020 21:03

Site No: 1027
Subject No: 10271105
Generated By:  (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Date of Visit

‘Date L ocation |User |Value Reason

Oct-14-2020 01:12:52 ACVOPFEINFP6000 |(b) (4), Query 1: Closed As per site

(UTC-05:00) Eastern Time (b) (6) confirmation - updated

(US & Canada) PD tracker

Oct-13-2020 07:26:10 ACVOPFEINFPE000 | (b) Query 1: Answered Nasal swab was not

(UTC-05:00) Eastern Time (4), collected for the

(US & Canada) (b) (6) Potential I1Iness.

Oct-13-2020 04:32:47 ACVOPFEINFPE000 |(b) (4), Query 1: Opened PDQ : Details for

(UTC-05:00) Eastern Time (b) (6) either Nasal Swab Self

(US & Canada) or Nasal Swab
expected to be
completed. Please
check and update else
clarify.

Oct-12-2020 09:25:08 ACVOPFEINFP6000 |auto query | Query 2: Deleted Close Auto Query

(UTC-05:00) Eastern Time (autoquery)

(US & Canada)

Oct-12-2020 09:24:29 ACVOPFEINFP6000 |auto query | Query 2: Candidate Date of Visitis

(UTC-05:00) Eastern Time (autoquery) completed but Date of

(US & Canada) Assessment in the
Signs and Symptoms
form is missing.
Please review and
update as appropriate.

Oct-12-2020 09:24:29 ACVOPFEINFP6000 |auto query | Query 1: Candidate Date of Visitis

(UTC-05:00) Eastern Time (autoquery) completed but Date of

(US & Canada) Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please review
and update as
appropriate.

Oct-12-2020 09:24:29 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern Time (4), Sep/12/2020

(US & Canada) (b) (6

|3.COVID-19 IlIness Visit:

‘ Date L ocation | User | Value Reason
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Header Text: c4591001

Subject No: 10271105
Generated By:| (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Sep/12/2020
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Oct-12-2020 09:24:29
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(autocalc) |[COVID_A

*** Confidential***
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Sep/12/2020

Form Version: 10-Oct-2020 16:02
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Date of Assessment:

‘Date L ocation ‘User |Value Reason
Oct-12-2020 09:25:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sep/12/2020
(US & Canada) (b) (6)

’ 2. Date of First Symptom Started:

’ Date L ocation | User | Value Reason
Oct-12-2020 09:25:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sep/11/2020
(US & Canada) (b) (6)

‘ 3. Symptoms Ongoing?

‘Date L ocation |User |VaJue Reason
Oct-12-2020 09:25:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6) Date of Last Symptom Resolved:

Sep/14/2020

[4a
‘Date L ocation |User |VaJue Reason
Oct-12-2020 09:25:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-OSOO) Eastern Time (4), %/mptoms: FEVER
(US& Canada) ) (6) Symptom Present: NO
‘ 4.a Symptoms:

‘Date L ocation |User |Value Reason
Oct-12-2020 09:25:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), FEVER
(US & Canada) (b) (6)

‘ 4.a Was symptom present?

‘ Date L ocation ‘ User |Value Reason
Oct-12-2020 09:25:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

Page 184 of 277

*** Confidential***
FDA-CBER-2021-5683-0900970




090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Sep/12/2020 Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest
Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

|ab

‘ Date L ocation | User |Value Reason
Oct-12-2020 09:25:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4, Symptoms. NEW OR INCREASE
(US & Canada) (b) (6) D COUGH

Symptom Pr YES
esent:

‘ 4.b Symptoms:

’Date L ocation ‘User ’Value Reason
Oct-12-2020 09:25:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NEW OR INCREASED COUGH
(US & Canada) (b) (6)

’ 4.b Was symptom present?

‘Date L ocation |User |Va|ue Reason
Oct-12-2020 09:25:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6)

[0

‘Date L ocation ‘User |VaJue Reason
Oct-12-2020 09:25:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4, Symptom NEW OR INCREASED S
(US & Canada) (b) (6) s HORTNESS OF BREATH

Symptom NO
Present:

‘ 4.c Symptoms:

‘Date L ocation |User |VaJue Reason
Oct-12-2020 09:25:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NEW OR INCREASED SHORTNESS
(US & Canada) (b) (6) OF BREATH

‘ 4.c Was symptom present?

‘Date L ocation ‘User |Value Reason
Oct-12-2020 09:25:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1-Unscheduled Visiton Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Sep/12/2020 Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

|ad

‘ Date L ocation | User |Value Reason
Oct-12-2020 09:25:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptoms: CHILLS
(US & Canada) (b) (6) Symptom Present: NO

’ 4.d Symptoms:

‘ Date L ocation | User |Value Reason
Oct-12-2020 09:25:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), CHILLS
(US & Canada) (b) (6)

‘ 4.d Was symptom present?

‘Date L ocation |User |Value Reason
Oct-12-2020 09:25:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6

[4e

’Date L ocation ‘User ’Value Reason
Oct-12-2020 09:25:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptoms. NEW OR INCREASED
(US & Canada) (b) (6 MUSCLE PAIN

Symptom P NO
resent:

‘ 4.e Symptoms:

‘Date L ocation ‘User |Value Reason
Oct-12-2020 09:25:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NEW OR INCREASED MUSCLE PAI
(US & Canada) (b) (6) N

‘ 4.e Was symptom present?

’Date L ocation |User |Value Reason
Oct-12-2020 09:25:08 ACVOPFEINFPE000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

|af
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/12/2020

Form Version: 10-Oct-2020 16:02
Site No: 1027

Subject No: 10271105
Generated By:| (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date L ocation | User | Value Reason
Oct-12-2020 09:25:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4, Symptoms: NEW LOSS OF TASTE
(US & Canada) (b) (6) OR SMELL

Symptom P NO

resent:

‘ 4.f Symptoms:

‘Date L ocation ‘User |Value Reason
Oct-12-2020 09:25:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NEW LOSS OF TASTE OR SMELL
(US & Canada) (b) (6)

’ 4.f Was symptom present?

’ Date L ocation | User | Value Reason
Oct-12-2020 09:25:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

l4g

‘Date L ocation |User |Value Reason
Oct-12-2020 09:25:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time @, Symptoms. NEW OR INCREASED
(US & Canada) (b) (6) SORE THROAT

Symptom P NO
resent:

’ 4.9 Symptoms:

‘ Date L ocation | User |Value Reason
Oct-12-2020 09:25:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NEW OR INCREASED SORE THRO
(US & Canada) (b) (6) AT

‘ 4.9 Was symptom present?

‘Date L ocation |User |Value Reason
Oct-12-2020 09:25:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/12/2020

Form Version: 10-Oct-2020 16:02

Site No: 1027
Subject No: 10271105
Generated By:| (b) (4)

Site Name: (1027) PharmQuest
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Trail History
Form Status: Data Complete, Frozen, Verified

|ah

‘ Date L ocation | User |Value Reason
Oct-12-2020 09:25:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptoms: DIARRHEA
(US & Canada) (b) (6) Symptom Present: NO

’ 4.h Symptoms:

‘ Date L ocation | User |Value Reason
Oct-12-2020 09:25:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), DIARRHEA
(US & Canada) (b) (6)

‘ 4.h Was symptom present?

‘Date L ocation |User |Value Reason
Oct-12-2020 09:25:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6

i

’Date L ocation ‘User ’Value Reason
Oct-12-2020 09:25:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Symptoms: VOMITING
(US & Canada) (b) (6 Symptom Present: NO

‘ 4.i Symptoms:

’Date L ocation ‘User ’Value Reason
Oct-12-2020 09:25:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), VOMITING
(US & Canada) (b) (6

‘ 4.i Was symptom present?

‘Date L ocation |User |Va|ue Reason
Oct-12-2020 09:25:08 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Sep/12/2020

Form Version: 06-Jul-2020 21:54
Site No: 1027

Subject No: 10271105
Generated By:| (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Actual Date of Collection:

‘Date L ocation ‘User |Value Reason
Oct-12-2020 09:26:09 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

’ 2. Specimen Type:

’ Date L ocation | User | Value Reason
Oct-12-2020 09:26:09 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 3. Specimen Collection Location:

‘Date L ocation |User |VaJue Reason
Oct-12-2020 09:26:09 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6
‘ 4. Assay Code and Description:

‘Date L ocation ‘User |Value Reason
Oct-12-2020 09:26:09 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) () (6
’ 5. Device Type:

’ Date L ocation | User | Value Reason
Oct-12-2020 09:26:09 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6
‘ 6. Trade Name:

‘Date L ocation |User |VaJue Reason
Oct-12-2020 09:26:09 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6
‘ 7. Test Result:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/12/2020

Form Version: 06-Jul-2020 21:54
Site No: 1027

Subject No: 10271105
Generated By:| (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1027) PharmQuest

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

’Date L ocation | User |Value Reason
Oct-12-2020 09:26:09 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 8. Comments/Findings/Details:

‘Date L ocation |User |VaJue Reason
Oct-12-2020 09:26:09 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

‘ 9. Trade Name Other, Specify:

‘Date L ocation ‘User |Value Reason
Oct-12-2020 09:26:09 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

Page 190 of 277

*** Confidential***
FDA-CBER-2021-5683-0900976




090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on

Sep/12/2020

Form Version: 22-Apr-2020 21:03

Site No: 1027
Subject No: 10271105
Generated By:| (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - eCRF
Audit Trail History

Form Status:

Data Complete, Frozen, Verified

Site Name: (1027) PharmQuest
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Data Origin

‘ Date L ocation | User ’ Value Reason
Oct-12-2020 09:27:28 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |SITE
(US & Canada)

’ 2. Sample Type

’ Date L ocation | User | Value Reason
Oct-12-2020 09:27:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | NASAL_SWAB_SELF
(US & Canada)

‘ 3. Sample Collected?

‘Date L ocation |User |VaJue Reason
Oct-12-2020 09:27:28 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

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

‘Date L ocation ’User |Value Reason
Oct-12-2020 09:30:17 ACVOPFEINFP6000 | auto query | Query 1: Closed Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)

Oct-12-2020 09:30:17 ACVOPFEINFP6000 (b) Data Entry: Transcription Error

(UTC-05:00) Eastern Time (4), No sample was collected. Cough was r

(US & Canada) (b) (6) elated to GERD.

Oct-12-2020 09:27:28 ACVOPFEINFP6000 | auto query | Query 1: Opened Entered text has either

(UTC-05:00) Eastern Time (autoquery) acarriagereturn (line

(US & Canada) break) or extra spaces
at the end of the text
or between words.
Please correct by
removing al datain
the field and re-enter
without adding extra
spaces or using enter
or tab keys.

Oct-12-2020 09:27:28 ACVOPFEINFP6000 Eg; (4), ()| pata Entry: Initial Entry
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Header Text: c4591001

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

Sep/12/2020
Form Version: 22-Apr-2020 21:03
Site No: 1027

Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

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

No sample was collected. Cough wasr

elated to GERD.

(b) (4), (b)
(6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit

Sep/12/2020 Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Data Origin
‘ Date L ocation | User ’ Value Reason
Oct-12-2020 09:27:42 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |SITE

(US & Canada)

’ 2. Sample Type

’ Date L ocation | User | Value Reason
Oct-12-2020 09:27:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | NASAL_SWAB

(US & Canada)

‘ 3. Sample Collected?

‘Date L ocation |User |VaJue Reason
Oct-12-2020 09:27:42 ACVOPFEINFPG000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

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

‘Date L ocation ‘User |Value Reason
Oct-12-2020 09:27:42 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), No sample was collected. Cough was r
(US & Canada) (b) (6) elated to GERD.
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Sep/12/2020

Form Version: 10-Oct-2020 15:59
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

[1a

‘Date L ocation ‘User |Value Reason
Oct-12-2020 09:27:54 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Typeof Practitioner: ~ SPECIAL
(US & Canada) (b) (6) IST

Occurrenceof Visitsor C NO
ontacts:

‘ 1.a Physician or Healthcare Professional:

‘Date L ocation |User |VaJue Reason
Oct-12-2020 09:27:54 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), SPECIALIST
(US & Canada) (b) (6)

‘ 1.a Occurrence of Visitsor Contacts:

‘Date L ocation ‘User |Value Reason
Oct-12-2020 09:27:54 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

’ 1b

’Date L ocation | User |Value Reason
Oct-12-2020 09:27:54 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4, Type of Practitioner: EMERGENC
(US & Canada) (b) (6) Y ROOM

Occurrence of Visits NO
or Contacts:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/12/2020

Form Version: 10-Oct-2020 15:59
Site No: 1027

Subject No: 10271105
Generated By:| (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

’ 1.b Physician or Healthcare Professional:

‘ Date L ocation | User | Value Reason
Oct-12-2020 09:27:54 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), EMERGENCY ROOM
(US & Canada) (b) (6)

‘ 1.b Occurrence of Visitsor Contacts:

‘Date L ocation |User |Value Reason
Oct-12-2020 09:27:54 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

10

’Date L ocation ‘User ’Value Reason
Oct-12-2020 09:27:54 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Typeof Practition PRIMARY CAR
(US & Canada) (b) (6) er: E PHYSICIAN

Occurrenceof Vis NO
itsor Contacts:

‘ 1.c Physician or Healthcare Professional:

‘Date L ocation ‘User |VaJue Reason
Oct-12-2020 09:27:54 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4, PRIMARY CARE PHYSICIAN
(US & Canada) (b) (6)

‘ 1.c Occurrence of Visits or Contacts:

’Date L ocation ‘User ’Value Reason
Oct-12-2020 09:27:54 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

‘ 1d
‘Date L ocation |User |Value Reason
Oct-12-2020 09:27:54 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Typeof Practitioner: URGENT C
(US & Canada) (b) (6) ARE

Occurrence of Visitsor NO

Contacts:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/12/2020

Form Version: 10-Oct-2020 15:59
Site No: 1027

Subject No: 10271105
Generated By:| (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

’ 1.d Physician or Healthcare Professional:

‘ Date L ocation | User | Value Reason
Oct-12-2020 09:27:54 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), URGENT CARE
(US & Canada) (b) (6)

‘ 1.d Occurrence of Visitsor Contacts:

‘Date L ocation |User |Value Reason
Oct-12-2020 09:27:54 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

[1e

’Date L ocation ‘User ’Value Reason
Oct-12-2020 09:27:54 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Type of Practition TELEPHONE C
(US & Canada) (b) (6) er: ONSULTATION

Occurrence of Vis NO
itsor Contacts:

‘ 1.e Physician or Healthcare Professional:

‘Date L ocation ‘User |VaJue Reason
Oct-12-2020 09:27:54 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4, TELEPHONE CONSULTATION
(US & Canada) (b) (6)

‘ 1.e Occurrence of Visits or Contacts:

’Date L ocation ‘User ’Value Reason
Oct-12-2020 09:27:54 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

‘ 1f
‘Date L ocation |User |Value Reason
Oct-12-2020 09:27:54 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Type of Practitioner: OTHE
(US & Canada) (b) (6) R

Occurrence of Visitsor Cont NO
acts:
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Header Text: c4591001

Subject No: 10271105
Generated By:| (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Sep/12/2020
Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

’ 1.f Physician or Healthcare Professional:

‘ Date L ocation | User |Value Reason
Oct-12-2020 09:27:54 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), OTHER
(US & Canada) (b) (6)

‘ 1.f Occurrence of Visits or Contacts:

‘Date L ocation |User |Value Reason
Oct-12-2020 09:27:54 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

‘ 3. Hasthe subject been hospitalized due to potential COVID-19 illness?

’Date L ocation ‘User ’Value Reason
Oct-12-2020 09:27:54 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1-Unscheduled Visiton Form: ILLNESS DETAILS - eCRF Audit Trail History

Sep/12/2020
Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105
Generated By:| (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Category of Clinical Event:

‘ Date L ocation | User ’ Value Reason
Oct-12-2020 09:28:09 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | POTENTIAL COVID-19 ILLNESS

’ 2. Was a diagnosis obtained for Potential COVID-19 IlIness?

’ Date L ocation | User | Value Reason
Oct-12-2020 09:28:09 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

‘ 3. Toxicity Grade:

‘Date L ocation |User |VaJue Reason
Oct-12-2020 09:28:09 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 2
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit Trail
on Oct/20/2020 History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest
Subject No: 10271105 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Back to Form

‘ 1. Date of Visit

‘ Date L ocation User | Value | Reason
Oct-24-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Response satisfies query
03:37:18 1: Clo
(UTC-05:00) sed
Eastern Time
Us&

Canada)

Oct-23-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query |Visit 3and COVID_AL1 Visit

07:57:44 1: Ans | occurred on the same day. They

(UTC-05:00) wered | occurred back-to-back.

Eastern Time

Us&

Canada)

Oct-23-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW5086921;The Date of

02:25:43 (b) (4) 1: Op |Visitat Visit COVID_Alisthe

(UTC-05:00) ened |same asthe other Date of Visit

Eastern Time at Visit

(Us& V3 _MONTH1 POSTVAX2 L.

Canada) Please review for duplication
and update as appropriate.

Oct-20-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data |Initia Entry

14:50:32 Entry

(UTC-05:00) M

Eastern Time Oct/2

Us& 0/202

Canada) 0

|3.COVID-19 IlIness Visit:

‘ Date L ocation ‘ User ’Value Reason
Oct-20-2020 14:50:32 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), COVID_Al
(US & Canada) (b) (6)
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Header Text: c4591001
Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF

on Oct/20/2020 Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Data Origin
‘ Date L ocation | User ’ Value Reason
Oct-20-2020 15:33:54 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |SITE
(US & Canada)
’ 2. Sample Type
’ Date L ocation | User | Value Reason
Oct-20-2020 15:33:54 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SERUM
(US & Canada)

‘ 3. Sample Collected?

‘ Date L ocation | User | Value Reason

Oct-20-2020 15:34:02 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)

Oct-20-2020 15:33:54 ACVOPFEINFP6000 |auto query | Query 1: Candidate '‘Sample Collected? is
(UTC-05:00) Eastern Time (autoquery) Yes, however no

(US & Canada) barcodes are entered.

Please review and
correct as appropriate.

Oct-20-2020 15:33:54 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6 Date of Collection:

Oct/20/2020

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

‘ Date L ocation ‘ User |Value Reason
Oct-20-2020 15:38:57 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Convalescent COVID A1l Visit and Vis
(US & Canada) (b) (6) it 3 were combined together. Labs for b

oth visits are listed below.

[oa

‘ Date L ocation | User | Value Reason
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit
on Oct/20/2020

Form Version: 22-Apr-2020 21:03
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Oct-20-2020 15:34:02 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sample | D: BP29SK
(US & Canada) (b) (6)

’ 5.aSample|D

‘Date L ocation |User |Va|ue Reason
Oct-20-2020 15:34:02 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), BP29sK
(US & Canada) (b) (6)

5b

‘Date L ocation ‘User |VaJue Reason
Oct-20-2020 15:34:33 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sample |D: BLB9KC
(US & Canada) (b) (6

‘ 5.b Sample D

’Date L ocation ‘User ’Value Reason
Oct-20-2020 15:34:33 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), BLB9KC
(US & Canada) (b) (6)

‘ 5.c

‘Date L ocation |User |Value Reason
Oct-20-2020 15:34:39 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4, Sample|D: BLC1P9
(US & Canada) (b) (6

‘ 5.c Sample D

‘Date L ocation ‘User |Value Reason
Oct-20-2020 15:34:39 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), BLC1P9
(US & Canada) (b) (6
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55

Site No: 1027
Subject No: 10271105
Generated By:| (b) (4)

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

’ 1. Date of Completion/Discontinuation/Death :

’ Date L ocation User Value Reason
Nov-13-2020 05:03:58 ACVOPFEINFP6000 |/ (b) (4), Query 1: Closed Response sétisfies
(UTC-05:00) Eastern Time (b) (6) query
(US & Canada)

Nov-12-2020 08:30:52 ACVOPFEINFP6000 | auto query Query 1: Answered Changed Information

(UTC-05:00) Eastern Time (autoquery)

(US & Canada)

Nov-12-2020 08:30:52 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Changed Information

(UTC-05:00) Eastern Time Sep/11/2020

(US & Canada)

Nov-10-2020 21:26:40 ACVOPFEINFP6000 |/ (b) (4), Query 1: Opened The discontinuation

(UTC-05:00) Eastern Time (b) (6) date of 17SEP2020

(US & Canada) should berelative to
the AE causing the the
withdrawal of the
study vaccine, AE
start 29AUG2020 and
end 08SEP2020.
Please adjust
Discontinuation date.

Sep-22-2020 07:15:56 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-05:00) Eastern Time Sep/17/2020

(US & Canada)

’ 2. Phase of Disposition:

‘ Date L ocation | User | Value Reason
Sep-22-2020 07:15:56 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | VACCINATION
(US & Canada)
|3 Status
‘ Date L ocation User Value Reason
Oct-28-2020 00:42:10 ACVOPFEINFPE000 |Balaji Prabu R | Query 3: Closed Response satisfies
(UTC-05:00) Eastern Time (b) (4) query

(US & Canada)

Oct-27-2020 16:19:17
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFPG000

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

Query 3: Answered

The subject
discontinued Study
drug. The subject

Page 202 of 277

*** Confidential***
FDA-CBER-2021-5683-0900988




090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55

Site No: 1027
Subject No: 10271105
Generated By:| (b) (4)

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

agreed to continue
with follow-up visits.

Oct-27-2020 16:18:24 ACVOPFEINFP6000 | auto query Query 3: Opened Status is reported as

(UTC-05:00) Eastern Time (autoquery) Adverse Event, but

(US & Canada) thereisno Adverse
Event with 'Did the
adverse event cause
the subject to be
discontinued from the
study' reported as
YES. Please check
and correct the data.

Sep-23-2020 10:24:36 ACVOPFEINFP6000 || (b) Query 2: Closed Response satisfies

(UTC-05:00) Eastern Time (4), query

(US & Canada) (b) (6)

Sep-22-2020 13:51:43 ACVOPFEINFP6000 | auto query Query 2: Answered Answer Auto Query

(UTC-05:00) Eastern Time (autoquery)

(US & Canada)

Sep-22-2020 11:43:01 ACVOPFEINFP6000 (b) Query 2: Reissued:Opened Thereisno Adverse

(UTC-05:00) Eastern Time (4), Event with 'Did the

(US & Canada) (b) (6) adverse event cause
the subject to be
discontinued from the
study' reported as
YES. Please check
AE#1 and correct the
data.

Sep-22-2020 11:41:56 ACVOPFEINFP6000 || (b) Query 1: Closed Response satisfies

(UTC-05:00) Eastern Time (4), query

(US & Canada) (b) (6)

Sep-22-2020 07:21:17 ACVOPFEINFPE000 |(b) (4), (b) (6) |Query 2: Answered AE#1 caused the

(UTC-05:00) Eastern Time subject to discontinue

(US & Canada) study treatment.
Subject will continue
with follow-up visits.

Sep-22-2020 07:20:29 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Answered AE #1 caused the

(UTC-05:00) Eastern Time subject to discontinue

(US & Canada) study treatment.
Subject agreed to
continue with
follow-up visits.

Sep-22-2020 07:15:56 ACVOPFEINFP6000 | auto query Query 2: Opened Statusis reported as

(UTC-05:00) Eastern Time (autoquery) Adverse Event, but
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Status:

Data Complete, Locked, Frozen, Verified

Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

(US & Canada) thereisno Adverse

Event with 'Did the
adverse event cause
the subject to be
discontinued from the
study' reported as
YES. Please check
and correct the data.

Sep-22-2020 07:15:56 ACVOPFEINFP6000 | auto query Query 1: Opened Response to " Status®

(UTC-05:00) Eastern Time (autoquery) isADVERSE

(US & Canada) EVENT but " Specify
Status” is Provided.

Sep-22-2020 07:15:56 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-05:00) Eastern Time ADVERSE EVENT

(US & Canada)

‘ 4. Specify Status:

‘Date L ocation ‘User |Value Reason
Sep-22-2020 07:15:56 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Subject has discontinued Study Drug.

(US & Canada) (b) (6) Subject has agreed to continue with fol
low-up visits.
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Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53

Site No: 1027

Subject No: 10271105
(b) (4)

Generated By:

Site Name: (1027) PharmQuest

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Form: DISPOSITION - FOLLOW-UP - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Back to Form

’ 1. Date of Completion/Discontinuation/Death :

’ Date L ocation User Value Reason
Sep-23-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: Clo | Response satisfies
21:35:31 sed query
(UTC-05:00)

Eastern Time

(US & Canada)

Sep-23-2020 ACVOPFEINFP6000 (b) Query 2: Clo | Response satisfies

10:29:33 (4), sed query

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

Eastern Time

(US & Canada)

Sep-23-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 2: Ans | The subject

07:07:10 wered discontinued study

(UTC-05:00) drug but agreed to

Eastern Time complete study

(US & Canada) visits. Isthis page
applicable? EOT
page is completed.

Sep-23-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 2: Ope | DMW4777443;Date

02:10:12 (b) (4) ned is not expected to be

(UTC-05:00) Unknown or Not

Eastern Time Applicable. Please

(US & Canada) review and update
appropriately or
clarify

Sep-22-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: | Initial Entry

07:16:59 Not Applicab

(UTC-05:00) le

Eastern Time

(US & Canada)

Sep-22-2020 ACVOPFEINFP6000 auto query Query 1: Ans | Transcription Error

07:16:27 (autoquery) wered

(UTC-05:00)

Eastern Time

(US & Canada)

Sep-22-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: | Transcription Error

07:16:27

(UTC-05:00)

Eastern Time

(US & Canada)
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Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53

Form: DISPOSITION - FOLLOW-UP - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site No: 1027 Site Name: (1027) PharmQuest
Subject No: 10271105 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Sep-21-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: Ope | ClinQuery: As
22:08:07 ned subject has
(UTC-05:00) discontinued study
Eastern Time drug but agreed to
(US & Canada) continue with
follow-up visits,
EOT CRF page
should be compl eted
with reason for IP
discontinuation,
instead of FUP.

Sep-18-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: |Initia Entry

08:58:09 Sep/17/2020

(UTC-05:00)

Eastern Time

(US & Canada)

’ 2. Phase of Disposition:

‘Date L ocation |User |Va|ue Reason
Sep-22-2020 07:16:59 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Not Applicable
(US & Canada)

Sep-22-2020 07:16:27 ACVOPFEINFP6000 |autocac Data Entry: Transcription Error
(UTC-05:00) Eastern Time (autocalc)

(US & Canada)

Sep-18-2020 08:58:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | FOLLOW-UP

(US & Canada)

’ 3. Status:

‘ Date L ocation User Value Reason
Sep-23-2020 10:26:10 ACVOPFEINFP6000 || (b) Query 1: Closed Response satisfies
(UTC-05:00) Eastern Time 4), query
(US & Canada) (b) (6)

Sep-22-2020 13:52:56 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answered AE page has been
(UTC-05:00) Eastern Time updated.

(US & Canada)

Sep-22-2020 11:48:19 ACVOPFEINFP6000 (b) Query 4: Closed Response satisfies
(UTC-05:00) Eastern Time (4), query

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

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53

Site No: 1027
Subject No: 10271105
Generated By:| (b) (4)

Form: DISPOSITION - FOLLOW-UP - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Sep-22-2020 11:47:38 ACVOPFEINFP6000 (b) Query 1: Reissued:Opened We understand that

(UTC-05:00) Eastern Time (4), the subject

(US & Canada) (b) (6) discontinued study
drug and will
continue with follow
up, but thereisno
Adverse Event with
'Did the adverse event
cause the subject to
be discontinued from
the study' reported as
YES. Please update
AE page accordingly.

Sep-22-2020 11:39:04 ACVOPFEINFP6000 (b) Query 5: Closed Response satisfies

(UTC-05:00) Eastern Time 4), query

(US & Canada) (b) (6)

Sep-22-2020 11:38:41 ACVOPFEINFP6000 (b) Query 6: Closed Response satisfies

(UTC-05:00) Eastern Time 4), query

(US & Canada) (b) (6)

Sep-22-2020 07:16:59 ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry

(UTC-05:00) Eastern Time Not Applicable

(US & Canada)

Sep-22-2020 07:16:42 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error

(UTC-05:00) Eastern Time

(US & Canada)

Sep-21-2020 15:47:08 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 6: Answered Subject was

(UTC-05:00) Eastern Time discontinued from

(US & Canada) study medication but
will continue to
complete follow-up
visits.

Sep-21-2020 15:44:47 ACVOPFEINFP6000 | auto query Query 6: Opened Statusis reported as

(UTC-05:00) Eastern Time (autoquery) Adverse Event, but

(US & Canada) thereisno Adverse
Event with 'Did the
adverse event cause
the subject to be
discontinued from the
study’ reported as
YES. Please check
and correct the data.

Sep-21-2020 07:21:18 ACVOPFEINFPE000 |(b) (4), (b) (6) Query 5: Answered Subject was

(UTC-05:00) Eastern Time discontinued from

(US & Canada) study drug but will
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Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53

Site No: 1027
Subject No: 10271105
Generated By:| (b) (4)

Form: DISPOSITION - FOLLOW-UP - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

continue with
follow-up visits.

Sep-21-2020 07:18:41 ACVOPFEINFP6000 | auto query Query 5: Opened Statusis reported as

(UTC-05:00) Eastern Time (autoquery) Adverse Event, but

(US & Canada) thereisno Adverse
Event with 'Did the
adverse event cause
the subject to be
discontinued from the
study’ reported as
YES. Please check
and correct the data.

Sep-21-2020 07:15:20 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answered The subject

(UTC-05:00) Eastern Time discontinued study

(US & Canada) drug but will continue
with follow-up visits.

Sep-21-2020 07:14:25 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 4: Answered AE#1 - Allergic

(UTC-05:00) Eastern Time Reaction caused the

(US & Canada) subject to be
discontinue study
drug.

Sep-20-2020 09:15:48 ACVOPFEINFPG000 |(b) (4), Query 4. Reissued:Opened DM 1: Response to

(UTC-05:00) Eastern Time (b) (6) "Status’ is

(US & Canada) ADVERSE EVENT
but " Specify Status’
is Provided. Please
check and update
accordingly.

Sep-20-2020 09:05:03 ACVOPFEINFP6000 |(b) (4), Query 3: Closed Duplicate query

(UTC-05:00) Eastern Time (b) (6) (re-issued).

(US & Canada)

Sep-20-2020 09:04:29 ACVOPFEINFPG000 |(b) (4), Query 2: Closed Duplicate query.

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

(US & Canada)

Sep-20-2020 09:04:06 ACVOPFEINFPG000 |(b) (4), Query 1: Reissued:Opened DM 1: Asper

(UTC-05:00) Eastern Time (b) (6) response AE page

(US & Canada) updated, but thereis
no Adverse Event

with 'Did the adverse
event cause the
subject to be
discontinued from the
study' reported as
YES. Please recheck
and update AE page
accordingly, else
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Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53

Site No: 1027
Subject No: 10271105
Generated By:| (b) (4)

Form: DISPOSITION - FOLLOW-UP - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

clarify.

Sep-18-2020 12:53:43 ACVOPFEINFP6000 [(b) (4), (b) (6) Query 4: Answered Origina vaueis

(UTC-05:00) Eastern Time correct

(US & Canada)

Sep-18-2020 12:53:30 ACVOPFEINFP6000 | auto query Query 4: Opened Response to " Status”

(UTC-05:00) Eastern Time (autoquery) isADVERSE

(US & Canada) EVENT but "Specify
Status' is Provided.

Sep-18-2020 12:48:29 ACVOPFEINFPG000 |(b) (4), (b) (6) Query 3: Answered The subject

(UTC-05:00) Eastern Time discontinued study

(US & Canada) drug but will continue
to comeinto site for
follow-up visits.

Sep-18-2020 12:31:54 ACVOPFEINFP6000 | auto query Query 3: Opened Statusisreported as

(UTC-05:00) Eastern Time (autoquery) Adverse Event, but

(US & Canada) thereisno Adverse
Event with 'Did the
adverse event cause
the subject to be
discontinued from the
study' reported as
YES. Please check
and correct the data.

Sep-18-2020 09:18:17 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Answered Original valueis

(UTC-05:00) Eastern Time correct

(US & Canada)

Sep-18-2020 09:18:01 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answered AE page updated.

(UTC-05:00) Eastern Time

(US & Canada)

Sep-18-2020 08:58:09 ACVOPFEINFP6000 | auto query Query 2: Opened Response to " Status"

(UTC-05:00) Eastern Time (autoquery) isADVERSE

(US & Canada) EVENT but " Specify
Status' is Provided.

Sep-18-2020 08:58:09 ACVOPFEINFP6000 | auto query Query 1: Opened Statusisreported as

(UTC-05:00) Eastern Time (autoquery) Adverse Event, but

(US & Canada) thereisno Adverse
Event with 'Did the
adverse event cause
the subject to be
discontinued from the
study' reported as
YES. Please check
and correct the data.

Sep-18-2020 08:58:09 ACVOPFEINFPG000 |(b) (4), (b) (6) Data Entry: Initial Entry
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Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53

Site No: 1027
Subject No: 10271105
Generated By:| (b) (4)

Form: DISPOSITION - FOLLOW-UP - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

(UTC-05:00) Eastern Time (g) (). (0) ADVERSE EVENT
(US & Canada) (6)

‘ 4. Specify Status:

‘Date ‘Location |User |VaJue |Reason
Sep-22-2020 07:16:59 ACVOPFEINFPG000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6
Sep-22-2020 07:16:50 ACVOPFEINFPG000 (b) Data Entry: Transcription Error
(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6
Sep-18-2020 12:53:30 ACVOPFEINFP6000 (b) Data Entry: Changed Information
(UTC-05:00) Eastern Time (4), Subject has discontinued Study Drug.
(US & Canada) (b) (6 Subject will continue with follow-up v
isits.
Sep-18-2020 08:58:09 ACVOPFEINFPG000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Subject has discontinued Study Drug.
(US & Canada) (b) (6 Subject remainsin Follow-up.
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials; ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Date L ocation User Value Reason
Sep-18-2020 09:16:44 ACVOPFEINFPE000 | (b) Form Created

(UTC-05:00) Eastern Time (4),

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

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trall

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Date L ocation User Value Reason
Sep-18-2020 12:31:54 ACVOPFEINFPE000 | (b) Form Created

(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6

090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trall

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Date L ocation User Value Reason
Sep-18-2020 12:32:58 ACVOPFEINFPE000 | (b) Form Created

(UTC-05:00) Eastern Time (4),

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

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trall
Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date L ocation User Value Reason

Oct-19-2020 08:06:25 ACVOPFEINFP6000 || (b) Form Deleted Recorded as

(UTC-05:00) Eastern Time (4), Potential

(US & Canada) (b) (6 COVID-19
IlIness.

Sep-18-2020 12:36:27 ACVOPFEINFP6000 | (b) Form Created

(UTC-05:00) Eastern Time (4),

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

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trall

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Date L ocation User Value Reason
Sep-18-2020 12:40:47 ACVOPFEINFPE000 | (b) Form Created

(UTC-05:00) Eastern Time (4),

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

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trall

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Date L ocation User Value Reason
Sep-18-2020 12:42:42 ACVOPFEINFPE000 | (b) Form Created

(UTC-05:00) Eastern Time (4),

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

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trall

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Date L ocation User Value Reason
Sep-18-2020 12:46:16 ACVOPFEINFPE000 | (b) Form Created

(UTC-05:00) Eastern Time (4),

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

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trall

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Date L ocation User Value Reason
Sep-21-2020 07:18:41 ACVOPFEINFPE000 | (b) Form Created

(UTC-05:00) Eastern Time (4),

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

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trall

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Date L ocation User Value Reason
Sep-21-2020 15:44:47 ACVOPFEINFP6000 || (b) Form Created

(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1027
Subject No: 10271105
Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

’ 1. Category:

‘ Date L ocation | User |Value Reason
Sep-18-2020 09:16:44 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | ADVERSE EVENT
(US & Canada)

‘ 2. AE ID:

‘ Date L ocation | User ’ Value Reason
Sep-18-2020 09:16:44 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) (1
(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Dec-15-2020 14:31:30 ACVOPFEINFPE000 |Hayley Query 2: Closed Response satisfies

(UTC-05:00) Eastern Time Wyper query

(US & Canada) (b) (4)

Dec-15-2020 12:16:12 ACVOPFEINFP6000 | auto query Query 2: Answered Changed Information

(UTC-05:00) Eastern Time (autoquery)

(US & Canada)

Dec-15-2020 12:16:12 ACVOPFEINFP6000 (b) Data Entry: Changed Information

(UTC-05:00) Eastern Time (4), Allergic Reaction to investigational p

(US & Canada) (b) (6) roduct

Dec-15-2020 10:54:33 ACVOPFEINFP6000 | Hayley Query 2: Opened CLINQUERY: For

(UTC-05:00) Eastern Time Wyper coding and due to

(US & Canada) (b) (4) randomised trial
design, please review
use of 'vaccine' in
event term. Please
consider updating to
'investigational
product'

Sep-22-2020 02:37:34 ACVOPFEINFP6000 | (b) (4), (b) |Query 1: Closed Response satisfies

(UTC-05:00) Eastern Time (6) query

(US & Canada)

Sep-21-2020 15:22:04 ACVOPFEINFP6000 |autoquery | Query 1: Answered Changed Information

(UTC-05:00) Eastern Time (autoquery)

(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, Not Complete

Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Sep-21-2020 15:22:04 ACVOPFEINFPG000 (b) Data Entry: Changed Information

(UTC-05:00) Eastern Time (4), Allergic Reaction to Study Vaccine

(US & Canada) (b) (6)

Sep-21-2020 13:44:50 ACVOPFEINFP6000 | (b) (4), (b) | Query 1: Opened GPDCLIN: Please edit

(UTC-05:00) Eastern Time (6) event term to include

(US & Canada) the etiology. If the
event was due to study
vaccine, AE term
should be, “dlergic
reaction to study
vaccine.” If dueto
other reason (i.e.,
insect bite), AE term
should be“allergic
reaction to inset bite.”

Sep-18-2020 09:16:44 ACVOPFEINFPG000 (b) Data Entry: Initial Entry

(UTC-05:00) Eastern Time (4), Allergic Reaction

(US & Canada) (b) (6

‘ 4. Start Date Time:
‘ Date L ocation User Value Reason

Sep-22-2020 02:37:48 ACVOPFEINFP6000 | (b) (4), (b) | Query 1: Closed Response satisfies

(UTC-05:00) Eastern Time (6) query

(US & Canada)

Sep-21-2020 15:45:13 ACVOPFEINFP6000 (b) Query 1: Answered AE term added.

(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6)

Sep-21-2020 13:46:56 ACVOPFEINFPE000 | (b) (4), (b) |Query 1: Opened GPDCLIN: Please

(UTC-05:00) Eastern Time (6) enter aseparate AE

(US & Canada) term(s) for the
signs/symptoms that
are observed. For
example, if the dlergic
reaction consisted of
macular lesions and
pruritus of the left arm,
then record a separate
one for each event.

Sep-18-2020 11:07:07 ACVOPFEINFPE6000 (b) Data Entry: Changed Information

(UTC-05:00) Eastern Time (4), Aug/29/2020 UNK:UNK

(US & Canada) (b) (6

Sep-18-2020 09:16:44 ACVOPFEINFP6000 (b) Data Entry: Initial Entry

(UTC-05:00) Eastern Time (4), Sep/2/2020 UNK:UNK

(US & Canada) (b) (6

*** Confidential***
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1027
Subject No: 10271105
Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

‘ 5. Isthe adverse event still ongoing?

‘ Date L ocation User Value Reason
Oct-29-2020 11:12:18 ACVOPFEINFP6000 | Juleen Query 1: Closed Response satisfies
(UTC-05:00) Eastern Time Gayed query
(US & Canada) (b) (4)
Oct-29-2020 07:56:48 ACVOPFEINFP6000 (b) Query 1: Answered The subject
(UTC-05:00) Eastern Time (4), experienced
(US & Canada) (b) (6) symptoms of an
alergic reaction.
According to source
subject developed
throat itching,
difficulty swallowing,
and a"lump in throat".
Throat swelling ended
on 08 SEP 2020 per
subject.
Oct-29-2020 03:49:56 ACVOPFEINFPE000 |/(b) (4), (b) | Query 1: Opened Clin: Please clarify
(UTC-05:00) Eastern Time (6) what the symptom of
(US & Canada) this allergic reaction
was, in order to
understand why the
end date is different
from the AE of throat
swelling, thank you
Oct-28-2020 11:03:46 ACVOPFEINFP6000 | Juleen Query 1. Candidate Clin: Please clarify
(UTC-05:00) Eastern Time Gayed what the symptom of
(US & Canada) (b) (4) thisallergic reaction
was, in order to
understand why the
end date is different
from the AE of throat
swelling, thank you
Sep-18-2020 09:16:44 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), NO
(US & Canada) (b) (6 End Date Time:
Sep/11/2020 UNK:UNK
‘ 6. Toxicity Grade:
’ Date L ocation ‘ User ’ Value Reason
Sep-18-2020 09:16:44 ACVOPFEINFPE000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4, 2
(US & Canada) (b) (6)
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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, Not Complete

Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

7. 1sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.
Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant

disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date L ocation ‘ User ’ Value Reason
Sep-18-2020 09:16:44 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

8. Isthis adverse event theresult of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

‘Date L ocation ‘User |Value Reason
Sep-18-2020 09:16:44 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), NO
(US & Canada) (b) (6)

‘ 9. Isthis event related to study treatment:

’Date L ocation ‘User ’Value Reason
Sep-18-2020 09:16:44 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (@), RELATED
(US & Canada) (b) (6)

‘ 10. Latest Action Taken with Study Treatment:

‘ Date L ocation User Value Reason

Nov-12-2020 13:29:36 ACVOPFEINFP6000 |(B) (4), (b) (6) | Query 2: Closed Response satisfies
(UTC-05:00) Eastern Time query

(US & Canada)

Nov-12-2020 08:29:51 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 2: Answered Data updated.
(UTC-05:00) Eastern Time

(US & Canada)

Nov-10-2020 22:10:59 ACVOPFEINFP6000 | (b) (4), Query 2: Opened Only one primary
(UTC-05:00) Eastern Time (b) (6) Adverse Event should
(US & Canada) be chosen to have

question 'LATEST
ACTION TAKEN
WITH STUDY
DRUG' that would
indicate DRUG
WITHDRAWN.
Multiple are selected
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1027
Subject No: 10271105

Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Not Complete
Site Name: (1027) PharmQuest
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

at thistime, please
select ONLY Primary
Adverse Event.

Nov-10-2020 22:10:34 ACVOPFEINFP6000 | (b) (4), Query 1: Closed issued in error

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

(US & Canada)

Nov-10-2020 21:24:40 ACVOPFEINFP6000 | (b) (4), Query 1: Opened Only one primary

(UTC-05:00) Eastern Time (b) (6) Adverse Event should

(US & Canada) be chosen to have
question 'Did the
adverse event cause
the subject to be
discontinued from the
study? answered as
YESif applicable.
Please chose Primary
Adverse Event.

Sep-18-2020 09:16:44 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-05:00) Eastern Time DRUG WITHDRAWN

(US & Canada)

’ 11. Was a Concomitant Medication given?

‘ Date L ocation | User | Value Reason
Sep-18-2020 09:16:44 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6)

‘ 12. Was a Non-Drug Treatment given?

‘Date L ocation |User |Value Reason
Sep-18-2020 09:16:44 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

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

’Date L ocation ‘User ’Value Reason
Sep-18-2020 09:16:44 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), RECOVERED/RESOLVED
(US & Canada) (b) (6)

’ 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

Form Version: 22-Apr-2020 21:02

Site No: 1027
Subject No: 10271105
Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Oct-28-2020 00:43:14 ACVOPFEINFP6000 |Balaji Prabu R | Query 2: Closed Response satisfies

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

(US & Canada)

Oct-27-2020 16:18:24 ACVOPFEINFP6000 | auto query Query 2: Answered Changed Information

(UTC-05:00) Eastern Time (autoquery)

(US & Canada)

Oct-27-2020 16:18:24 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Changed Information

(UTC-05:00) Eastern Time NO

(US & Canada)

Oct-27-2020 13:52:38 ACVOPFEINFP6000 |EricaWeaver | Query 2: Opened If subject is ongoing

(UTC-05:00) Eastern Time (b) (4) in study , please enter

(US & Canada) NO. If they did
discontinue the follow
up period, please enter
the FUP disposition.

Sep-29-2020 07:08:22 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Closed Response satisfies

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

query.

Sep-28-2020 08:49:15
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

DISPOSITION -
TREATMENT has
been completed with
status of Adverse
Event.

Sep-26-2020 03:17:09
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFPG000

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

Query 1: Opened

DM: 'Did the adverse
event cause the
subject to be
discontinued from the
study? is Yes but
neither
DISPOSITION -
TREATMENT form
nor DISPOSITION -
FOLLOW-UP has
Status as'ADVERSE
EVENT'. Please
review and update as
appropriate. Thank
you.

Sep-22-2020 13:51:43
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFPG000

auto query
(autoquery)

Query 1: Candidate

'Did the adverse event
cause the subject to be
discontinued from the
study? is Yes but
neither

DISPOSITION -
TREATMENT form
nor DISPOSITION -
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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, Not Complete

Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
FOLLOW-UP has
Status as "ADVERSE
EVENT". Please
review and update as
appropriate.

Sep-22-2020 13:51:43 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Changed Information

(UTC-05:00) Eastern Time YES

(US & Canada)

Sep-18-2020 09:16:44 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-05:00) Eastern Time NO

(US & Canada)

090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1027
Subject No: 10271105
Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Category:

‘ Date L ocation | User ’ Value Reason
Sep-18-2020 12:31:54 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | ADVERSE EVENT
(US & Canada)

’ 2. AE ID:

’ Date L ocation | User | Value Reason
Sep-18-2020 12:31:54 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |2
(US & Canada)

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

‘ Date L ocation ‘ User |Value Reason
Sep-18-2020 12:31:54 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Left-sided chest pain
(US & Canada) (b) (6)

’ 4. Start Date Time:

’ Date L ocation | User | Value Reason
Sep-18-2020 12:31:54 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sep/8/2020 UNK:UNK
(US & Canada) (b) (6)

‘ 5. Isthe adverse event still ongoing?

‘Date L ocation |User |Value Reason
Sep-18-2020 12:31:54 ACVOPFEINFPG000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6) End Date Time:

Sep/8/2020 UNK:UNK

‘ 6. Toxicity Grade:

‘Date L ocation |User |Value Reason
Sep-18-2020 12:31:54 ACVOPFEINFPG000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 1

(US & Canada)

(b) (6)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

7. 1sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

medical/surgical intervention to prevent above outcomes).

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

Date L ocation ‘ User ’ Value Reason
Sep-18-2020 12:31:54 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

8. Isthis adverse event theresult of a study Medication Error?

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

‘Date L ocation ‘User |Value Reason
Sep-18-2020 12:31:54 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), NO
(US & Canada) (b) (6)

‘ 9. Isthis event related to study treatment:

’ Date L ocation User Value Reason
Sep-24-2020 ACVOPFEINFPE000 (b) (4), (b) (6) Query 1: Closed | Response
03:55:32 satisfies query
(UTC-05:00)

Eastern Time

(US & Canada)

Sep-21-2020 ACVOPFEINFPE000 (b) (4), (b) (6) Query 1: Answe | GERD was

07:19:31 red added as an

(UTC-05:00) AE.

Eastern Time

(US & Canada)

Sep-21-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 1. Opene | Pleasereview

01:54:57 (b) (4) d "If not related

(UTC-05:00) to study

Eastern Time treatment

(US & Canada) other" field, the
following text
was indicated
in the comment
field [Gerd].
Any symptoms,
AEs or other
key data should
be collected on
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1027

Subject No: 10271105

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest
Subject Initials: ---

090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
the appropriate
page. Please
review and
update as
necessary.
(b) (4)
Sep-18-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: Initial Entry
12:31:54 NOT RELATED
(UTC-05:00) If Not Related
Eastern Time to study treatm
(US & Canada) ent(s), thiseve
nt is due to:
OTHER
If Other, spe
cify:
Gerd

‘ 10. Latest Action Taken with Study Treatment:

‘Date L ocation ‘User |Value Reason
Sep-18-2020 12:31:54 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NOT APPLICABLE
(US & Canada) (b) (6

‘ 11. Was a Concomitant Medication given?

’Date L ocation |User |Value Reason
Sep-18-2020 12:31:54 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6)

‘ 12. Was a Non-Drug Treatment given?

‘Date L ocation |User |VaJue Reason
Sep-18-2020 12:31:54 ACVOPFEINFPG000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

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

‘Date L ocation ‘User |Value Reason
Sep-18-2020 12:31:54 AcVOPFEINFPs000 |(0) (4), | pataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) RECOVERED/RESOLVED
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‘(US& Canada) ’ ‘(b) (4), (b) (6) | |

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

‘ Date | L ocation | User |Value | Reason
Sep-18-2020 12:31:54 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Category:
‘ Date L ocation | User ’ Value Reason
Sep-18-2020 12:32:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | ADVERSE EVENT
(US & Canada)
’ 2. AE ID:
’ Date L ocation | User | Value Reason
Sep-18-2020 12:32:58 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) (3
(US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Sep-24-2020 10:59:41 ACVOPFEINFP6000 | (b) (4), (b) | Query 1: Closed Response satisfies
(UTC-05:00) Eastern Time (6) query
(US & Canada)
Sep-23-2020 07:20:39 ACVOPFEINFP6000 (b) Query 1: Answered Radiation to the lower
(UTC-05:00) Eastern Time 4), back is common with
(US & Canada) (b) (6) GERD.
Sep-23-2020 03:41:28 ACVOPFEINFPE000 | (b) (4), (b) |Query 1: Reissued:Opened GPDCLIN: please
(UTC-05:00) Eastern Time (6) clarify therationa for
(US & Canada) GERD as areason for
low back painin
addition to chest pain
and cough.
Sep-21-2020 15:55:45 ACVOPFEINFP6000 || (b) Query 1: Answered Investigator's
(UTC-05:00) Eastern Time (4), assessment of the
(US & Canada) (b) (6 etiology of the cough
+ chest/back pain
starting from 8-11 Sep
2020 is GERD.
Sep-21-2020 13:51:24 ACVOPFEINFPE000 | (b) (4), (b) | Query 1: Opened GPDCLIN: Please
(UTC-05:00) Eastern Time (6) clarify investigator's
(US & Canada) assessment of the
etiology of the cough
+ chest/back pain
starting from 8-11 Sep
2020.
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Sep-18-2020 12:32:58 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Lower back pain

(US & Canada) (b) (6)

‘ 4. Start Date Time:

’ Date L ocation ‘ User ’ Value Reason
Sep-18-2020 12:32:58 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Sep/8/2020 UNK:UNK
(US & Canada) (b) (6)

’ 5. Isthe adverse event still ongoing?

‘Date L ocation |User |Value Reason
Sep-18-2020 12:32:58 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6) End Date Time:

Sep/11/2020 UNK:UNK

‘ 6. Toxicity Grade:

‘Date L ocation |User |Value Reason
Sep-18-2020 12:32:58 ACVOPFEINFPG000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 1
(US & Canada) (b) (6)

7. 1sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

medical/surgical intervention to prevent above outcomes).

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

Date L ocation ‘ User | Value Reason
Sep-18-2020 12:32:58 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4, NO

(US & Canada) (b) (6)

8. Isthis adverse event theresult of a study Medication Error?

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

Date L ocation |User |Value Reason
Sep-18-2020 12:32:58 ACVOPFEINFPG000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)
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‘ 9. Isthis event related to study treatment:

‘ Date L ocation |User |VaJue Reason
Sep-21-2020 15:52:35 ACVOPFEINFP6000 (b) Data Entry: Changed Information
(UTC-05:00) Eastern Time 4), NOT RELATED
(US & Canada) (b) (6) If Not Related to study treatment(s), t

his event is due to:
OTHER
If Other, specify:
GERD
Sep-18-2020 12:32:58 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NOT RELATED
(US & Canada) (b) (6 If Not Related to study treatment(s), t
his event is due to:
OTHER
If Other, specify:
Unknown

‘ 10. Latest Action Taken with Study Treatment:

’Date L ocation ‘User ’Value Reason
Sep-18-2020 12:32:58 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NOT APPLICABLE
(US & Canada) (b) (6)

’ 11. Was a Concomitant Medication given?

‘Date L ocation |User |Va|ue Reason
Sep-18-2020 12:32:58 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

‘ 12. Was a Non-Drug Treatment given?

‘Date L ocation ‘User |Value Reason
Sep-18-2020 12:32:58 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), NO
(US & Canada) (b) (6)

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

’Date L ocation ‘User ’Value Reason
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Sep-18-2020 12:32:58 ACVOPFEINFPE000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), RECOVERED/RESOLVED

(US & Canada) (b) (6)

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

’Date L ocation ‘User ’Value Reason
Sep-18-2020 12:32:58 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), NO
(US & Canada) (b) (6)
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*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

‘ 1. Category:
‘ Date L ocation | User | Value Reason
Sep-18-2020 12:36:27 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |ADVERSE EVENT
(US & Canada)
‘ 2. AE ID:
‘ Date L ocation | User ’Va]ue Reason
Sep-18-2020 12:36:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) (4
(US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Oct-27-2020 10:12:48 ACVOPFEINFP6000 | Salim Query 1: Closed Response satisfies query
(UTC-05:00) Eastern Bouguermouh
Time (US & Canada) (b) (4)
Oct-19-2020 09:03:04 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Closed Response satisfies query
(UTC-05:00) Eastern
Time (US & Canada)
Oct-19-2020 08:06:25 ACVOPFEINFP6000 | auto query Query 2: Answered Recorded as Potential
(UTC-05:00) Eastern (autoquery) COVID-19 llIness.
Time (US & Canada)
Oct-19-2020 08:06:25 ACVOPFEINFP6000 | auto query Query 1: Answered Recorded as Potential
(UTC-05:00) Eastern (autoquery) COVID-19 llIness.
Time (US & Canada)
Oct-16-2020 14:48:52 ACVOPFEINFP6000 | Salim Query 1: Reissued:Opened Clin: Thank you. The
(UTC-05:00) Eastern Bouguermouh CRF form should be
Time (US & Canada) (b) (4) unfreeze. update.
Oct-16-2020 14:11:04 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Reissued:Opened [DM - plz
(UTC-05:00) Eastern unfreeze] CLINQUERY:
Time (US & Canada) Potential COVID-19
listed symptom
COUGH is documented
under COVID IlIness
SOD CRF. PP Section
8.37, events consistent
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*** THISREPEATING FORM HASBEEN DELETED ***

with theclinical
endpoint definition are
not to then also be

recorded as AEs.
Update AE CRF as
appropriate
Oct-16-2020 11:42:47 ACVOPFEINFPE000 |(b) (4), (b) (6) Query 1: Answered Confirmed. Please
(UTC-05:00) Eastern unfreeze the data so the
Time (US & Canada) AE can be deleted.
Oct-16-2020 11:05:45 ACVOPFEINFP6000 | Salim Query 1: Reissued:Opened Clin: Per protocol
(UTC-05:00) Eastern Bouguermouh section 8.3.7.,
Time (US & Canada) (b) (4) COVID-19 listed
symptoms COUGH

does not qualify as AE
and please should be
documented only on the
COVID Iliness CRF
SOD form and should
not be captured on the
AE CRF page.

Oct-16-2020 07:38:35 ACVOPFEINFP6000
(UTC-05:00) Eastern
Time (US & Canada)

(b) (4), (b) (6) Query 2: Reissued:Candidate [DM - plz

unfreeze] CLINQUERY:
Potential COVID-19
listed symptom
COUGH is documented
under COVID llIness
SOD CRF. PP Section
8.37, events consistent
with the clinical
endpoint definition are
not to then also be

recorded as AEs.
Update AE CRF as
appropriate
Oct-16-2020 06:42:35 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Answered Please unfreeze data so
(UTC-05:00) Eastern AE can be deleted.
Time (US & Canada)
Oct-15-2020 15:30:32 ACVOPFEINFP6E000 |(b) (4), (b) (6) Query 2: Opened CLINQUERY: Potential
(UTC-05:00) Eastern COVID-19 listed
Time (US & Canada) symptom COUGH is
aready documented

under the COVID
IlIness SOD CRF. PP
Section 8.37, events
consistent with the
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*** THISREPEATING FORM HASBEEN DELETED ***

clinical endpoint
definition are not to
then also be recorded as
AEs. Update AE CRF
as appropriate.

Oct-12-2020 09:29:38
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4). (b) (6)

Query 1: Answered

Data updated.

Oct-11-2020 19:39:34
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

Salim
Bouguermouh

(b) (4)

Query 1: Reissued:Opened

Clin: Despite missed
COVID Visit, please
potential COVID IlIness
Visit CRF forms should
be completed with all
information available.
NASAL SWAB will not
be collected.

Oct-05-2020 09:36:35
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4). () (6)

Query 1. Answered

Potential COVID Iliness
Visit did not occur.

Oct-05-2020 08:53:32
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Salim
Bouguermouh

(b) (4)

Query 1. Reissued:Opened

Clin: Please potential
COVID llIness Visit
CRF forms should be
completed with al
information available.
NASAL SWAB will not
be collected.

Sep-30-2020 09:46:38
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

(b) (4). () (6)

Query 1. Answered

Have spoken with CRA
regarding this issue.
Study team has been
notified and is looking
into thisissue.

Sep-30-2020 03:16:32
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Salim
Bouguermouh

(b) (4)

Query 1: Reissued:Opened

Clin: Per protocol
section 8.1., COVID-19
listed symptom
COUGH should have
please triggered a
potential COVID IlIness
Visit irrespective of
GERD or clinica
significance. NASAL
SWAB will not be
collected. Protocol
deviation be
documented
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*** THISREPEATING FORM HASBEEN DELETED ***

Sep-28-2020 08:53:21 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1. Answered Cough was related to

(UTC-05:00) Eastern GERD and is not

Time (US & Canada) indicative of apossible
COVID-19illness.

Sep-27-2020 18:23:02 ACVOPFEINFP6000 | Salim Query 1: Opened Clin: Per protocol

(UTC-05:00) Eastern Bouguermouh section 8.1., COVID-19

Time (US & Canada) (b) (4) listed symptom
COUGH should have
please triggered a
potential COVID IlIness
Visit irrespective of
possible etiology or
clinical significance.
NASAL SWAB will not
be collected. Protocol
deviation be
documented

Sep-18-2020 12:36:27 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: Initial Entry

(UTC-05:00) Eastern Cough

Time (US & Canada)

’ 4. Start Date Time:

’ Date L ocation | User | Value Reason
Sep-18-2020 12:36:27 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sep/11/2020 UNK:UNK
(US & Canada) (b) (6)

‘ 5. Isthe adverse event still ongoing?

‘Date L ocation |User |Value Reason
Sep-18-2020 12:36:27 ACVOPFEINFPG000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6) End Date Time:

Sep/14/2020 UNK:UNK

‘ 6. Toxicity Grade:

‘Date L ocation |User |Value Reason
Sep-18-2020 12:36:27 ACVOPFEINFPG000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 2
(US & Canada) (b) (6)

7. 1sthe adverse event serious?
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted, Verified

*** THISREPEATING FORM HASBEEN DELETED ***

If Yes, NOTIFY PFIZER IMMEDIATELY.

medical/surgical intervention to prevent above outcomes).

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

Date L ocation | User | Value Reason
Sep-18-2020 12:36:27 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

8. Isthis adverse event the result of a study Medication Error?

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

’Date L ocation ‘User ’Value Reason
Sep-18-2020 12:36:27 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

‘ 9. Isthis event related to study treatment:

‘Date L ocation User Value Reason
Sep-24-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: Closed | Response
03:56:22 satisfies query
(UTC-05:00)

Eastern Time

(US & Canada)

Sep-23-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: Answe | Coughisa

07:21:27 red common

(UTC-05:00) symptom of

Eastern Time GERD.

(US & Canada)

Sep-23-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 1: Opene | Pleasereview

03:46:24 (b) (4) d "If not related to

(UTC-05:00) study treatment

Eastern Time other" field, the

(US & Canada) following text
was indicated in
the comment
field [gerd]. Any
symptoms,
MH,AEs or
other key data
should be
collected on the
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*** THISREPEATING FORM HASBEEN DELETED ***
appropriate
page. Please
review and
update as
necessary.
(b) (4)

Sep-21-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: Changed
15:57:46 NOT RELATE | Information
(UTC-05:00) D
Eastern Time If Not Related
(US & Canada) to study treat

ment(s), thise
vent isdueto:
OTHER
If Other, sp
ecify:
GERD
Sep-18-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: Initial Entry
12:36:27 NOT RELATE
(UTC-05:00) D
Eastern Time If Not Related
(US & Canada) to study treat
ment(s), thise
vent is due to:
OTHER
If Other, sp
ecify:
Unknown

‘ 10. Latest Action Taken with Study Treatment:

‘Date L ocation |User |VaJue Reason
Sep-18-2020 12:36:27 ACVOPFEINFPG000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NOT APPLICABLE
(US & Canada) (b) (6)

‘ 11. Was a Concomitant Medication given?

‘Date L ocation ‘User |Value Reason
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Sep-18-2020 12:36:27

(UTC-05:00) Eastern Time

(US & Canada)

ACVOPFEINFP6000 (b) Data Entry: Initial Entry
4), NO
(b) (6)

‘ 12. Was a Non-Drug Treatment given?

‘Date L ocation |User |VaJue Reason
Sep-18-2020 12:36:27 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

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

’Date L ocation ‘User ’Value Reason
Sep-18-2020 12:36:27 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), RECOVERED/RESOLVED
(US & Canada) () (6)

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

‘Date L ocation |User |Va|ue Reason
Sep-18-2020 12:36:27 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)
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Form Status: Data Complete, Locked, Frozen, Verified

Back to Form

‘ 1. Category:

‘ Date L ocation | User ’ Value Reason
Sep-18-2020 12:40:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | ADVERSE EVENT
(US & Canada)

’ 2. AE ID:

’ Date L ocation | User | Value Reason
Sep-18-2020 12:40:47 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |5
(US & Canada)

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

‘ Date L ocation ‘ User |Value Reason
Sep-18-2020 12:40:47 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Mid back pain
(US & Canada) (b) (6)

’ 4. Start Date Time:

’ Date L ocation | User | Value Reason
Sep-18-2020 12:40:47 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sep/11/2020 UNK:UNK
(US & Canada) (b) (6)

‘ 5. Isthe adverse event still ongoing?

‘Date L ocation |User |Value Reason
Sep-18-2020 12:40:47 ACVOPFEINFPG000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6) End Date Time:

Sep/14/2020 UNK:UNK

‘ 6. Toxicity Grade:

‘Date L ocation |User |Value Reason
Sep-18-2020 12:40:47 ACVOPFEINFPG000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 1
(US & Canada) (b) (6)
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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: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

7. 1sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.
Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant

disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date L ocation ‘ User ’ Value Reason
Sep-18-2020 12:40:47 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

8. Isthis adverse event theresult of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

‘Date L ocation ‘User |Value Reason
Sep-18-2020 12:40:47 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), NO
(US & Canada) (b) (6)

‘ 9. Isthis event related to study treatment:

’Date L ocation |User ’Value Reason
Sep-21-2020 15:58:29 ACVOPFEINFP6000 (b) Data Entry: Changed Information
(UTC-05:00) Eastern Time (4), NOT RELATED
(US & Canada) (b) (6) If Not Related to study treatment(s), t

his event is due to:
OTHER
If Other, specify:
GERD
Sep-18-2020 12:40:47 ACVOPFEINFP6000 (b) Data Entry: Initia Entry
(UTC-05:00) Eastern Time 4), NOT RELATED
(US & Canada) (b) (6 If Not Related to study treatment(s), t
his event is dueto:
OTHER
If Other, specify:
Unknown
’ 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
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Sep-18-2020 12:40:47 ACVOPFEINFPG000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NOT APPLICABLE
(US & Canada) (b) (6)

‘ 11. Was a Concomitant Medication given?

’Date L ocation ‘User ’Value Reason
Sep-18-2020 12:40:47 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), NO
(US & Canada) (b) (6)

’ 12. Was a Non-Drug Treatment given?

‘Date L ocation |User |Va|ue Reason
Sep-18-2020 12:40:47 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

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

‘Date L ocation ‘User |VaJue Reason
Sep-18-2020 12:40:47 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), RECOVERED/RESOLVED
(US & Canada) (b) (6)

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

’Date L ocation ‘User ’Value Reason
Sep-18-2020 12:40:47 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), NO
(US & Canada) (b) (6)
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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: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Category:

‘ Date L ocation | User ’ Value Reason
Sep-18-2020 12:42:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | ADVERSE EVENT
(US & Canada)

’ 2. AE ID:

’ Date L ocation | User | Value Reason
Sep-18-2020 12:42:42 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) (6
(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Sep-24-2020 11:02:20 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Closed Etiology updated to
(UTC-05:00) Eastern Time unknown

(US & Canada)

Sep-23-2020 07:26:55 ACVOPFEINFP6000 (b) Query 1: Answered Right leg weaknessis
(UTC-05:00) Eastern Time 4), Unknown. Was a
(US & Canada) (b) (6) compliant from the

subject. Etiology is
unknown per PI.

Sep-23-2020 03:40:47 ACVOPFEINFP6000 |(b) (4). (b) (6) | Query 1: Reissued:Opened GPDCLIN: please
(UTC-05:00) Eastern Time clarify therational for
(US & Canada) GERD as areason for
right arm and leg
numbness.
Sep-21-2020 15:56:16 ACVOPFEINFP6000 (b) Query 1: Answered Investigator's
(UTC-05:00) Eastern Time (4), assessment of the
(US & Canada) (b) (6 etiology of the right

arm and leg numbness
of oneday durationis

GERD.
Sep-21-2020 13:49:17 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Opened GPDCLIN: Please
(UTC-05:00) Eastern Time clarify the investigator
(US & Canada) assessment of the
etiology of theright

arm and leg numbness
of one day duration.
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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: 1027 Site Name: (1027) PharmQuest
Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Sep-18-2020 12:42:42 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Right leg weakness
(US & Canada) (b) (6)

‘ 4. Start Date Time:

’ Date L ocation ‘ User ’ Value Reason
Sep-18-2020 12:42:42 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Sep/10/2020 UNK:UNK
(US & Canada) (b) (6)

’ 5. Isthe adverse event still ongoing?

‘Date L ocation |User |Value Reason
Sep-18-2020 12:42:42 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6) End Date Time:

Sep/10/2020 UNK:UNK

‘ 6. Toxicity Grade:

‘Date L ocation |User |Value Reason
Sep-18-2020 12:42:42 ACVOPFEINFPG000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 2
(US & Canada) (b) (6)

7. 1sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

medical/surgical intervention to prevent above outcomes).

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

Date L ocation ‘ User | Value Reason
Sep-18-2020 12:42:42 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4, NO

(US & Canada) (b) (6)

8. Isthis adverse event theresult of a study Medication Error?

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

Date L ocation |User |Value Reason
Sep-18-2020 12:42:42 ACVOPFEINFPG000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)
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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: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

‘ 9. Isthis event related to study treatment:

‘ Date L ocation ‘ User | Value Reason
Sep-18-2020 12:42:42 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NOT RELATED
(US & Canada) (b) (6) If Not Related to study treatment(s), t

his event is dueto:
OTHER
If Other, specify:
Unknown

‘ 10. Latest Action Taken with Study Treatment:

‘Date L ocation ‘User |Value Reason
Sep-18-2020 12:42:42 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NOT APPLICABLE
(US & Canada) (b) (6

‘ 11. Was a Concomitant Medication given?

’Date L ocation ‘User ’Value Reason
Sep-18-2020 12:42:42 ACVOPFEINFPE000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

‘ 12. Was a Non-Drug Treatment given?

‘Date L ocation |User |VaJue Reason
Sep-18-2020 12:42:42 ACVOPFEINFPG000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6

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

‘Date L ocation ‘User |Value Reason
Sep-18-2020 12:42:42 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), RECOVERED/RESOLVED

(US & Canada) (b) (6)

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

’ Date L ocation | User | Value Reason
Sep-18-2020 12:42:42 ACVOPFEINFP6000 (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6 NO
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

(US & Canada)

‘ (b) (4), () (6) |
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1027
Subject No: 10271105

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

‘ 1. Category:

‘ Date L ocation | User ’ Value Reason
Sep-18-2020 12:46:16 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | ADVERSE EVENT
(US & Canada)

’ 2. AE ID:

’ Date L ocation | User | Value Reason
Sep-18-2020 12:46:16 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |7
(US & Canada)

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

‘ Date L ocation ‘ User |Value Reason
Sep-18-2020 12:46:16 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Right arm numbness
(US & Canada) (b) (6)

’ 4. Start Date Time:

’ Date L ocation | User | Value Reason
Sep-18-2020 12:46:16 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sep/11/2020 UNK:UNK
(US & Canada) (b) (6)

‘ 5. Isthe adverse event still ongoing?

‘Date L ocation |User |Value Reason
Sep-18-2020 12:46:16 ACVOPFEINFPG000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6) End Date Time:

Sep/11/2020 UNK:UNK

‘ 6. Toxicity Grade:

‘Date L ocation |User |Value Reason
Sep-18-2020 12:46:16 ACVOPFEINFPG000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 1
(US & Canada) (b) (6)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1027
Subject No: 10271105
Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1027) PharmQuest
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

7. 1sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation ‘ User ’ Value Reason
Sep-18-2020 12:46:16 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

8. Isthis adverse event theresult of a study Medication Error?

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

‘Date L ocation ‘User |Value Reason
Sep-18-2020 12:46:16 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), NO
(US & Canada) (b) (6)

‘ 9. Isthis event related to study treatment:

’ Date L ocation User Value Reason
Oct-05-2020 11:05:05 ACVOPFEINFPE000 |(b) (4). (b) (6) | Query 1: Closed Response satisfies
(UTC-05:00) Eastern Time query
(US & Canada)

Sep-29-2020 15:43:29 ACVOPFEINFP6000 | auto query Query 1: Answered Changed Information
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)

Sep-29-2020 15:43:29
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFP6000

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

Data Entry:
NOT RELATED

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

Unknown

Changed Information

Sep-29-2020 14:40:34
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFP6000

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

Query 1: Opened

Source was updated
on 9/23/2020. GERD
has been crossed out
and updated to
"Unknown." Please
reconcile.
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Sep-21-2020 15:59:43 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information
(UTC-05:00) Eastern Time NOT RELATED
(US & Canada) If Not Related to study treatment(s),
this event is due to:
OTHER
If Other, specify:
GERD
Sep-18-2020 12:46:16 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-05:00) Eastern Time NOT RELATED
(US & Canada) If Not Related to study treatment(s),
this event is due to:
OTHER
If Other, specify:
Unknown

‘ 10. Latest Action Taken with Study Treatment:

‘Date L ocation ‘User |Value Reason
Sep-18-2020 12:46:16 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NOT APPLICABLE
(US & Canada) (b) (6

‘ 11. Was a Concomitant Medication given?

’Date L ocation |User |Value Reason
Sep-18-2020 12:46:16 ACVOPFEINFPE000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

‘ 12. Was a Non-Drug Treatment given?

‘Date L ocation |User |VaJue Reason
Sep-18-2020 12:46:16 ACVOPFEINFPG000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

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

‘Date L ocation ‘User |Value Reason
Sep-18-2020 12:46:16 ACVOPFEINFPE000 | (b) (4), (b)| Data Entry: Initial Entry

(UTC-05:00) Eastern Time

(6) RECOVERED/RESOLVED
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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: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

‘(US& Canada) ’ ‘(b) (4), (b) (6) | |

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

‘ Date | L ocation | User |Value | Reason
Sep-18-2020 12:46:16 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1027
Subject No: 10271105
Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Verified
Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

‘ 1. Category:

‘ Date L ocation | User ’ Value Reason
Sep-21-2020 07:18:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | ADVERSE EVENT
(US & Canada)

’ 2. AE ID:

’ Date L ocation | User | Value Reason
Sep-21-2020 07:18:41 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) (8
(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Sep-22-2020 02:40:02 ACVOPFEINFP6000 | (b) (4), (b) |Query 1: Closed Response satisfies

(UTC-05:00) Eastern Time (6) query

(US & Canada)

Sep-21-2020 15:27:45 ACVOPFEINFP6000 (b) Query 1: Answered GERD isnot found in

(UTC-05:00) Eastern Time 4, subject's medical

(US & Canada) (b) (6) records and was first
mentioned by the
subject on 08 SEP
2020.

Sep-21-2020 13:55:05 ACVOPFEINFPE000 | (b) (4), (b) |Query 1: Opened GPDCLIN: Please

(UTC-05:00) Eastern Time (6) confirm GERD was

(US & Canada) only diagnosed after
study start and should
not be part of medical
history.

Sep-21-2020 07:18:41 ACVOPFEINFPG000 (b) Data Entry: Initial Entry

(UTC-05:00) Eastern Time (4), GERD

(US & Canada) (b) (6

‘ 4. Start Date Time:

‘Date L ocation ‘User |Value Reason
Sep-21-2020 07:18:41 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Sep/8/2020 UNK:UNK
(US & Canada) (b) (6)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1027
Subject No: 10271105
Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Verified
Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

‘ 5. Isthe adverse event still ongoing?

‘ Date L ocation User Value Reason
Sep-23-2020 10:29:52 ACVOPFEINFP6000 (b) Query 1: Closed Response satisfies
(UTC-05:00) Eastern Time 4), query
(US & Canada) (b) (6)

Sep-22-2020 13:54:37 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Answered Disposition

(UTC-05:00) Eastern Time (6) Follow-up was

(US & Canada) completed in error.

Sep-22-2020 11:57:18 ACVOPFEINFP6000 (b) Query 1: Reissued:Opened ‘Disposition

(UTC-05:00) Eastern Time 4), Follow-up form is

(US & Canada) (b) (6) completed and this
Adverse Event is till
ongoing. Please
review and update as
appropriate.

Sep-21-2020 15:55:19 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Answered Changed data per

(UTC-05:00) Eastern Time query

(US & Canada)

Sep-21-2020 15:53:43 ACVOPFEINFP6000 | auto query Query 1: Opened '‘Disposition

(UTC-05:00) Eastern Time (autoquery) Follow-up formis

(US & Canada) completed and this
Adverse Event is till
ongoing. Please
review and update as
appropriate.

Sep-21-2020 15:53:43 ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: New Information

(UTC-05:00) Eastern Time YES

(US & Canada)

Sep-21-2020 07:18:41 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-05:00) Eastern Time NO

(US & Canada) End Date Time:

Sep/8/2020 UNK:UNK

’ 6. Toxicity Grade:

’ Date L ocation | User | Value Reason
Sep-21-2020 07:18:41 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6)
7. | sthe adverse event serious?
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If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation | User |Value Reason
Sep-21-2020 07:18:41 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

8. Isthis adverse event the result of a study Medication Error?

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

’Date L ocation ‘User ’Value Reason
Sep-21-2020 07:18:41 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

‘ 9. Isthis event related to study treatment:

‘Date L ocation |User |Value Reason
Sep-21-2020 07:18:41 ACVOPFEINFP6000 | (b) Data Entry: Initia Entry
(UTC-05:00) Eastern Time (4), NOT RELATED
(US & Canada) (b) (6 If Not Related to study treatment(s), t

his event is due to:
OTHER
If Other, specify:
acid reflux

’ 10. Latest Action Taken with Study Treatment:

’Date L ocation | User |Value Reason
Sep-21-2020 07:18:41 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (@), NOT APPLICABLE
(US & Canada) (b) (6)

‘ 11. Was a Concomitant Medication given?

‘Date L ocation |User |VaJue Reason
Sep-21-2020 07:18:41 ACVOPFEINFPG000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6)
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‘ 12. Was a Non-Drug Treatment given?

‘ Date L ocation ‘ User | Value Reason
Sep-21-2020 07:18:41 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

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

‘ Date L ocation | User | Value Reason
Sep-21-2020 15:54:07 ACVOPFEINFP6000 | auto query | Query 1: Closed Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)

Sep-21-2020 15:54:07 ACVOPFEINFP6000 (b) Data Entry: New Information

(UTC-05:00) Eastern Time (@), RECOVERING/RESOLVING

(US & Canada) (b) (6)

Sep-21-2020 15:53:43 ACVOPFEINFP6000 | auto query | Query 1: Opened For AE GERD:

(UTC-05:00) Eastern Time (autoquery) Response to "What

(US & Canada) was the outcome of
this adverse event?' is
3 but End Date/Time
ismissing.

Sep-21-2020 07:18:41 ACVOPFEINFP6000 (b) Data Entry: Initial Entry

(UTC-05:00) Eastern Time (4), RECOVERED/RESOLVED

(US & Canada) (b) (6)

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

’Date L ocation | User |Value Reason
Sep-21-2020 07:18:41 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)
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Back to Form

‘ 1. Category:

‘ Date L ocation | User ’ Value Reason
Sep-21-2020 15:44:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | ADVERSE EVENT
(US & Canada)

’ 2. AE ID:

’ Date L ocation | User | Value Reason
Sep-21-2020 15:44:47 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) (9
(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Nov-16-2020 08:37:44 ACVOPFEINFP6000 | (b) (4), Query 2: Closed Response satisfies
(UTC-05:00) Eastern Time (b) (6) query

(US & Canada)

Nov-16-2020 07:56:00 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 2: Answered Subject states she
(UTC-05:00) Eastern Time experienced throat
(US & Canada) swelling and did

experience difficulty
swallowing following
Vaccination 1. She was
treated with systemic
and ordl
corticosteroids. Her
symptoms persisted
and she was seen by
gastroenterologist.
Endoscopy was
normal.

Nov-13-2020 17:51:04 ACVOPFEINFPE000 | (b) (4), Query 2: Opened clinical: pls adviseif
(UTC-05:00) Eastern Time (b) (6) there was any

(US & Canada) relationship of thisAE
to GERD which was
dx same day thisAE
resolved, advise if
subject had any
difficulty swallowing
or breathing. Were
previously entered
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corticosteroids on
ConMed CRF for this
condition? Thanks
Sep-29-2020 12:27:53 ACVOPFEINFP6000 | Juleen Gayed | Query 1: Closed Response satisfies
(UTC-05:00) Eastern Time (b) (4) query
(US & Canada)
Sep-28-2020 08:47:20 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Answered Separate symptom to
(UTC-05:00) Eastern Time the AE of dlergic
(US & Canada) reaction to vaccine. No
other associated
symptoms.
Sep-28-2020 07:43:04 ACVOPFEINFPE000 |Juleen Gayed | Query 1: Opened Clin:Please confirm if
(UTC-05:00) Eastern Time (b) (4) thisis considered asa
(US & Canada) separate symptom to
the AE of dlergic
reaction to vaccine,
and if yes please
confirm if there were
any other associated
symptoms
Sep-21-2020 15:44:47 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time Throat Swelling
(US & Canada)

’ 4. Start Date Time:

’Date L ocation | User |Value Reason
Sep-21-2020 15:44:47 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Aug/29/2020 UNK:UNK
(US & Canada) (b) (6)

‘ 5. Isthe adverse event till ongoing?

‘ Date L ocation User Value Reason
Oct-26-2020 13:59:04 ACVOPFEINFP6000 | Juleen Query 3: Closed Response satisfies query
(UTC-05:00) Eastern Time Gayed
(US & Canada) (b) (4)

Oct-22-2020 10:20:05 ACVOPFEINFP6000 (b) Query 3: Answered Subject reported throat

(UTC-05:00) Eastern Time (4), swelling resolved on 08

(US & Canada) (b) (6) SEP 2020.

Oct-22-2020 08:19:29 ACVOPFEINFP6000 |(b) (4), Query 3: Opened Clin: Please confirm

(UTC-05:00) Eastern Time (b) (6) why thereisa

(US & Canada) dofference between the
stop date of this AE and

the AE of dlergic
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reaction to vaccine, if
this AE isrelated to that
reaction?

Oct-22-2020 08:14:06 ACVOPFEINFP6000 | Juleen Query 3: Candidate Clin: Please confirm

(UTC-05:00) Eastern Time Gayed why thereisa

(US & Canada) (b) (4) dofference between the
stop date of this AE and
the AE of dlergic
reaction to vaccine, if
thisAE isrelated to that
reaction?

Oct-06-2020 18:20:05 ACVOPFEINFP6000 | Juleen Query 2: Closed Response satisfies query

(UTC-05:00) Eastern Time Gayed

(US & Canada) (b) (4)

Oct-06-2020 07:19:32 ACVOPFEINFP6000 (b) Query 2: Answered AE was intermittent.

(UTC-05:00) Eastern Time 4), The subject was not

(US & Canada) (b) (6) hospitalized. She was
prescribed Prednisone
and given Solu-Medrol
Injection.

Oct-05-2020 12:01:28 ACVOPFEINFP6000 | Juleen Query 2: Opened Clin: Please clarify if

(UTC-05:00) Eastern Time Gayed this AE was

(US & Canada) (b) (4) intermittent/continuous,
if any treatment was
required (and if yes
what) and whether this
participant was
hospitalised.

Oct-01-2020 05:12:28 ACVOPFEINFP6000 | Juleen Query 1: Closed Response satisfies query

(UTC-05:00) Eastern Time Gayed

(US & Canada) (b) (4)

Sep-30-2020 10:13:16 ACVOPFEINFP6000 |auto query | Query 1. Answered Changed Information

(UTC-05:00) Eastern Time (autoquery)

(US & Canada)

Sep-30-2020 10:13:16 ACVOPFEINFP6000 (b) Data Entry: Changed Information

(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6) End Date Time:

Sep/8/2020 UNK:UNK

Sep-30-2020 08:48:45 ACVOPFEINFP6000 | Juleen Query 1: Opened CIn: Please confirm the

(UTC-05:00) Eastern Time Gayed duration of this AE was

(US & Canada) (b) (4) the throat swelling
continuous for 14 days?

Sep-21-2020 15:44:47 ACVOPFEINFPE000 Eg; (4), (b) | pataEntry: Initial Entry
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(UTC-05:00) Eastern Time (g) @), () | o
(US & Canada) (6) End Date Time:

Sep/11/2020 UNK:UNK

’ 6. Toxicity Grade:

‘Date L ocation |User |Value Reason
Sep-21-2020 15:44:47 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 2
(US & Canada) (b) (6)

7. 1sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.
Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant

disability/incapacity; Congenital anomaly/birth defect; 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
Sep-21-2020 15:44:47 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

8. Isthis adverse event theresult of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

‘Date L ocation |User |VaJue Reason
Sep-21-2020 15:44:47 ACVOPFEINFPG000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

‘ 9. Isthis event related to study treatment:

‘Date L ocation ‘User |Value Reason
Sep-21-2020 15:44:47 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), RELATED
(US & Canada) (b) (6)

’ 10. Latest Action Taken with Study Treatment:

’Date L ocation User Value Reason
Nov-12-2020 13:29:22 ACVOPFEINFP6000 | (b) Query 2: Closed Response satisfies
(UTC-05:00) Eastern Time @, query
(US & Canada) (®) (6)
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Nov-12-2020 08:29:26 ACVOPFEINFP6000 | auto query Query 2: Answered Changed Information

(UTC-05:00) Eastern Time (autoquery)

(US & Canada)

Nov-12-2020 08:29:26 ACVOPFEINFP6000 |/(b) (4), (b) |DataEntry: Changed Information

(UTC-05:00) Eastern Time (6) NOT APPLICABLE

(US & Canada)

Nov-10-2020 22:11:57 ACVOPFEINFP6000 | (b) (4), Query 2: Opened Only one primary

(UTC-05:00) Eastern Time (b) (6) Adverse Event should

(US & Canada) be chosen to have
question 'LATEST
ACTION TAKEN
WITH STUDY
DRUG' that would
indicate DRUG
WITHDRAWN.
Multiple are selected
at thistime, please
select ONLY Primary
Adverse Event.

Nov-10-2020 22:11:34 ACVOPFEINFP6000 | (b) (4), Query 1: Closed issued in error

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

(US & Canada)

Nov-10-2020 21:24:14 ACVOPFEINFP6000 | (b) (4), Query 1: Opened Only one primary

(UTC-05:00) Eastern Time (b) (6) Adverse Event should

(US & Canada) be chosen to have
question 'Did the
adverse event cause
the subject to be
discontinued from the
study? answered as
YESif applicable.
Please chose Primary
Adverse Event.

Sep-21-2020 15:44:47 ACVOPFEINFP6000 |/(b) (4), (b) |DataEntry: Initial Entry

(UTC-05:00) Eastern Time (6) DRUG WITHDRAWN

(US & Canada)

‘ 11. Was a Concomitant Medication given?
‘Date L ocation |User |VaJue Reason
Sep-21-2020 15:44:47 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) YES

(US & Canada)

‘ 12. Was a Non-Drug Treatment given?
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‘ Date L ocation ‘ User |Value Reason
Sep-21-2020 15:44:47 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

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

’Date L ocation | User |Value Reason
Sep-21-2020 15:44:47 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), RECOVERED/RESOLVED
(US & Canada) (b) (6)

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

‘Date L ocation |User |VaJue Reason
Sep-21-2020 15:44:47 ACVOPFEINFPG000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)
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*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date L ocation User Value Reason
Sep-22-2020 07:18:56 ACVOPFEINFP6000 | (b) Form Deleted Transcription
(UTC-05:00) Eastern Time (4), Error

(US & Canada) (b) (6

Sep-21-2020 15:31:25 ACVOPFEINFP6000 | (b) Form Created

(UTC-05:00) Eastern Time (4),

(US & Canada) () (6
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*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Date L ocation User Value Reason
Sep-22-2020 07:19:10 ACVOPFEINFP6000 | (b) Form Deleted Transcription
(UTC-05:00) Eastern Time (4), Error
(US & Canada) (b) (6
Sep-21-2020 15:40:51 ACVOPFEINFP6000 | (b) Form Created
(UTC-05:00) Eastern Time (4),
(US & Canada) (b) (6
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Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -
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Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

] 1. What is the medication identifier?

‘ Date L ocation | User | Value Reason
Sep-21-2020 15:31:25 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |1
(US & Canada)

‘ 2. Category:

‘ Date L ocation | User ’ Value Reason
Sep-21-2020 15:31:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | VACCINATIONS
(US & Canada)

‘ 3. Concomitant Medications Pre-specified:

’ Date L ocation | User ’ Value Reason
Sep-21-2020 15:31:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) [NO
(US & Canada)

4. Medication:

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

trade or proprietary name. I nclude clarifying information in the Medication text (e.g., | ngredient(s), route, use, formulation).

Date L ocation | User | Value Reason

Sep-22-2020 15:00:44 ACVOPFEINFP6000 |(b) (4), (b) |Query 1. Closed Response satisfies

(UTC-05:00) Eastern Time (6) query

(US & Canada)

Sep-22-2020 07:18:56 ACVOPFEINFP6000 | auto query Query 1. Answered Transcription Error

(UTC-05:00) Eastern Time (autoquery)

(US & Canada)

Sep-22-2020 07:06:06 ACVOPFEINFP6000 |(b) (4), (b) | Query 1: Opened GPDCLIN:

(UTC-05:00) Eastern Time (6) Prednisone and

(US & Canada) solumedrol are not
considered vaccines
and therefore should
not be recorded on this
page but on the
PROHIB_CM log
page.
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Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -
eCRF Audit Trail History

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

Site No: 1027
Subject No: 10271105
Generated By:| (b) (4)

Site Name: (1027) PharmQuest
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

*** THISREPEATING FORM HASBEEN DELETED ***

Sep-21-2020 15:31:25 ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Prednisone
(US & Canada) () (6)

‘ 5. Date:

’ Date L ocation ’ User ’ Value Reason
Sep-21-2020 15:32:37 ACVOPFEINFP6000 (b) Data Entry: Transcription Error
(UTC-05:00) Eastern Time (4), Sep/2/2020
(US & Canada) (b) (6)

Sep-21-2020 15:31:25 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Sep/3/2020
(US & Canada) (b) (6)
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Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -
eCRF Audit Trail History

Form Status: Data Complete, Deleted, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

‘ 1. What is the medication identifier?

‘ Date L ocation | User ’ Value Reason
Sep-21-2020 15:40:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) (2
(US & Canada)

’ 2. Category:

’ Date L ocation | User | Value Reason
Sep-21-2020 15:40:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | VACCINATIONS
(US & Canada)

‘ 3. Concomitant Medications Pre-specified:

‘ Date L ocation | User ’ Value Reason
Sep-21-2020 15:40:51 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

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

(autocalc) |[NO

4. Medication:

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

’Date L ocation ‘User ’Value Reason
Sep-21-2020 15:40:51 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Solumedrol
(US & Canada) (b) (6)

’ 5. Date:

’Date L ocation |User |Va|ue Reason
Sep-21-2020 15:40:51 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sep/2/2020

(US & Canada)

(b) (6)
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SiteNo: 1027
Subject No: 10271105
Generated By:| (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - Audit Trail

Form Status:

Site Name: (1027) PharmQuest
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date L ocation User Value Reason
Sep-24-2020 07:04:38 ACVOPFEINFP6000 || (b) Form Deleted Con Med does
(UTC-05:00) Eastern Time 4), not meet the
(US & Canada) (b) (6) reporting
requirements as
specifiedin
section 6.5.1 of
the protocol
Sep-22-2020 08:05:07 ACVOPFEINFP6000 | (b) Form Created

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

4,
(b) (6)
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1027
Subject No: 10271105
Generated By:| (b) (4)

Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - PROHIBITED - Audit Trail

Form Status:

Site Name: (1027) PharmQuest
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

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

(OF
(b) (6

Date L ocation User Value Reason
Sep-24-2020 07:04:53 ACVOPFEINFP6000 || (b) Form Deleted Con Med does
(UTC-05:00) Eastern Time 4), not meet the
(US & Canada) (b) (6 reporting
requirements as
specifiedin
section 6.5.1 of
the protocol
Sep-22-2020 08:07:44 ACVOPFEINFP6000 | (b) Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF Audit Trail
History

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

Site No: 1027
Subject No: 10271105
Generated By:| (b) (4)

Site Name: (1027) PharmQuest
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

] 1. What is the medication identifier?

‘ Date L ocation | User | Value Reason
Sep-22-2020 08:05:07 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |1
(US & Canada)

‘ 2. Category:

‘Date L ocation |User |VaJue Reason
Sep-22-2020 08:05:07 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), CORTICOSTEROIDS
(US & Canada) (b) (6)

‘ 3. Concomitant Medications Pre-specified:

’ Date L ocation | User ’ Value Reason
Sep-22-2020 08:05:07 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(US & Canada)

(UTC-05:00) Eastern Time

(autocalc) [NO

4. Medication:

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

Date L ocation |User |Value Reason
Sep-26-2020 21:11:18 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-05:00) Eastern Time (b) (6) query

(US & Canada)

Sep-24-2020 07:04:38 ACVOPFEINFP6000 | auto query | Query 1: Answered Con Med does not
(UTC-05:00) Eastern Time (autoquery) meet the reporting

(US & Canada) requirements as
specified in section
6.5.1 of the protocol
Sep-23-2020 20:23:19 ACVOPFEINFPE000 |(b) (4), Query 1: Opened ClinQuery: Please
(UTC-05:00) Eastern Time (b) (6) delete the concomitant
(US & Canada) medications

Prednisone and
Solumedrol form the
Prohibited Con Med
Log as they do not
meet the reporting
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Header Text: c4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF Audit Trail
History

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

Site No: 1027 Site Name: (1027) PharmQuest

Subject No: 10271105 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

*** THISREPEATING FORM HASBEEN DELETED ***

requirements as
specified in section
6.5.1 of the protocol

Sep-22-2020 08:05:07 ACVOPFEINFPG000 (b) Data Entry: Initial Entry

(UTC-05:00) Eastern Time (4), Prednisone

(US & Canada) (b) (6

‘ 5. Dose:

‘ Date L ocation ‘ User |Value Reason
Sep-22-2020 08:05:07 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 30
(US & Canada) (b) (6

’ 6. Dose Unit:

‘ Date L ocation | User |Value Reason
Sep-22-2020 08:05:07 ACVOPFEINFPG6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), mg
(US & Canada) (b) (6)

‘ 7. Dose Frequency:

‘ Date L ocation | User |Value Reason
Sep-22-2020 08:05:07 ACVOPFEINFPG000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), UNKNOWN
(US & Canada) (b) (6

‘ 8. Route:

‘ Date L ocation ‘ User |Value Reason
Sep-22-2020 08:05:07 ACVOPFEINFPE000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), ORAL
(US & Canada) (b) (6

’ 9. Start Date:

‘ Date L ocation | User |Value Reason
Sep-22-2020 08:05:07 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Sep/2/2020
(US & Canada) (b) (6

‘ 10. Ongoing?
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Header Text: c4591001
Visit: Logs - Unscheduled

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF Audit Trail
History

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

Site No: 1027
Subject No: 10271105
Generated By:| (b) (4)

Site Name: (1027) PharmQuest
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

*** THISREPEATING FORM HASBEEN DELETED ***

Date L ocation ‘User |Value Reason
Sep-22-2020 08:05:07 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6) End Date:

Sep/4/2020
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF Audit Trail

History

Form Status: Data Complete, Deleted, Verified
Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Form Version: 22-Apr-2020 21:03
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

*** THISREPEATING FORM HASBEEN DELETED ***

090177e196ae3el2\Final\Final On: 01-Apr-2021 04:45 (GMT)

Back to Form

‘ 1. What is the medication identifier?

‘ Date L ocation | User ’ Value Reason
Sep-22-2020 08:07:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) (2
(US & Canada)

’ 2. Category:

’Date L ocation | User |Value Reason
Sep-22-2020 08:07:44 ACVOPFEINFPG6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), CORTICOSTEROIDS
(US & Canada) (b) (6)

‘ 3. Concomitant Medications Pre-specified:

‘ Date L ocation | User ’ Value Reason
Sep-22-2020 08:07:44 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |[NO
(US & Canada)

4. Medication:

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

’Date L ocation ‘User ’Value Reason
Sep-22-2020 08:07:44 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Solumedrol
(US & Canada) (b) (6)

’ 5. Dose:

’Date L ocation |User |Va|ue Reason
Sep-22-2020 08:07:44 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 80
(US & Canada) (b) (6)

‘ 6. Dose Unit:

‘Date L ocation |User |VaJue Reason
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Header Text: c4591001
Visit: Logs - Unscheduled

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF Audit Trail
History

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

Site No: 1027
Subject No: 10271105
Generated By:| (b) (4)

Site Name: (1027) PharmQuest
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

*** THISREPEATING FORM HASBEEN DELETED ***

Sep-22-2020 08:07:44 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), mg
(US & Canada) (b) (6)

‘ 7. Dose Frequency:

’Date L ocation ‘User ’Value Reason
Sep-22-2020 08:07:44 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), ONCE
(US & Canada) () (6)

’ 8. Route:

‘Date L ocation |User |Va|ue Reason
Sep-22-2020 08:07:44 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), INTRAMUSCULAR
(US & Canada) (b) (6

‘ 9. Start Date:

‘Date L ocation ‘User |Value Reason
Sep-22-2020 08:07:44 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sep/7/2020
(US & Canada) (b) (6)

‘ 10. Ongoing?

’Date L ocation |User |Value Reason
Sep-22-2020 08:07:44 ACVOPFEINFPE000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6 End Date:

Sep/7/2020
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Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03

Site No: 1027
Subject No: 10271105
Generated By:| (b) (4)

Form: SUBJECT STATUS - eCRF Audit Trail History

Form Status: Data Complete, Verified
Site Name: (1027) PharmQuest
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

’ 1. Subject Status
’Date L ocation |User |Value Reason
Sep-22-2020 07:16:42 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-05:00) Eastern Time (autocalc) | DISCONTINUED

(US & Canada)

Sep-22-2020 07:15:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | DISCONTINUED

(US & Canada)

Sep-18-2020 08:58:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | DISCONTINUED

(US & Canada)

Aug-28-2020 16:31:28 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | ENROLLED/RANDOMIZED

(US & Canada)

Aug-28-2020 16:22:44 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SCREENED

(US & Canada)

‘ 2. Subject Status Date

‘ Date L ocation ’User |Value Reason
Nov-12-2020 08:30:52 ACVOPFEINFP6000 |autocalc |DataEntry: Changed Information
(UTC-05:00) Eastern Time (autocalc) | Sep/11/2020

(US & Canada)

Sep-22-2020 07:16:42 ACVOPFEINFPE000 |autocalc |DataEntry: Transcription Error
(UTC-05:00) Eastern Time (autocalc) | Sep/17/2020

(US & Canada)

Sep-22-2020 07:16:27 ACVOPFEINFPE000 |autocalc |DataEntry: Transcription Error
(UTC-05:00) Eastern Time (autocalc) | Sep/17/2020

(US & Canada)

Sep-22-2020 07:15:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) | Sep/17/2020

(US & Canada)

Sep-18-2020 08:58:09 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Sep/17/2020

(US & Canada)

Aug-28-2020 16:31:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Aug/28/2020

(US & Canada)
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Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Aug-28-2020 16:22:44 ACVOPFEINFPE000 |autocalc |DataEntry: Initia Entry

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

(autocalc) | Aug/28/2020
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Header Text: c4591001

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

Site No: 1027

Subject No: 10271105

Generated By:| (b) (4)

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History
Form Status: Data Complete, Signed, Verified

Site Name: (1027) PharmQuest

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

’ 1. Casebook Signature

’ Date L ocation User Value Reason
Oct-27-2020 11:31:43 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Click Here to Enable

(US & Canada)

*** Confidential***

Page 277 of 277

FDA-CBER-2021-5683-0901063






