090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: COHORT_SEL ECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831162 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Cohort Selection

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

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

2. | Select appropriate response - What | STAGE 3 COHORTS
cohort does the subject belong to?
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Header Text: 4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: MAIN INFORMED CONSENT
Form Status: Data Complete, Locked,

Frozen, Verified

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

eCRF Audit Trail History

Informed Consent

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Aug/26/2020
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55
Site No: 1083

Subject No: 10831162
Generated By: | (b) (4)

Form: DEMOGRAPHY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research

Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Demography
1. | Subject ID [10831162]
2. | Birth Date: (b) (6)/1990
3. | Sex: FEMALE
4. | Ethnicity: HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that apply): WHITE
6. | Racial Designation:
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research

Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Aug/26/2020
2. | Erroneous Visit
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:29
Site No: 1083

Subject No: 10831162
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research

Subject Initials: ---

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

Form Comments

Inclusion Criteria Not M et

1

*** Confidential***

Description of Inclusion Not Applicable
Criterion Not Met
Exclusion Criteria Met
2. || Descri ption of Exclusion Not Applicable
Criterion Met
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Header Text: 4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: DISPOSITION - SCREENING
Form Status: Data Complete, Locked,

Frozen, Verified

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Screening

1. | Date of Aug/26/2020
Completion/Discontinuation/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
Page 6 of 255
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Header Text: 4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research

Subject Initials: ---

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

eCRF Audit Trail History

Medical History Details

La|l L ine/MH Number:

(1]

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

Allergies:

Start Date: UNK/UNK/1992
Ongoing: YES

1b || Line/MH Number:

(2]

Disease/Syndrome/Surgery [Allergic Rhinitis-Seasonal]
/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/1993

Ongoing: YES

1c || Line/MH Number:

(3]

*** Confidential***

Disease/Syndrome/Surgery [Pomegranate Allergy]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2012
Ongoing: YES

1d 1| Line/MH Number: [4]
Disease/Syndrome/Surgery [Dysmenorrhea]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2003
Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research

Subject Initials; ---

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

L/ Line/MH Number:

(5]

Disease/Syndrome/Surgery [Anxiety]
/Non-Drug Allergies/Drug
Allergies:
Start Date; UNK/UNK/2009
Ongoing: YES
Lf || Line/MH Number: 6]
Disease/Syndrome/Surgery [Migraines]
/Non-Drug Allergies/Drug
Allergies:
Start Date; UNK/UNK/2015
Ongoing: YES
19|| LineMH Number: [7]
Disease/Syndrome/Surgery [Headaches]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2005
Ongoing: NO
End Date:
UNK/UNK/2005
1h1] LineMH Number: [8]
Disease/Syndrome/Surgery [Right Upper Quadrant Pain]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Feb/UNK/2020
Ongoing: YES
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Header Text: 4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: VITAL SIGNS - BASELINE

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research

Subject Initials: -

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

eCRF Audit Trail History

*** Confidential***

Vital Signs
1. | Date: Aug/26/2020
2. | Weight: [130.8]
3. [ Unit: LB
4. | Height: [61.0]
5. | Unit: in
6. | Body Mass Index: [24.7]
Vital Signs Details
72|/ Record Identifier: 1
Temperature: [98.4]
Unit: F
Temperature Location: ORAL CAVITY
Page 9 of 255
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Header Text: 4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research

Subject Initials; ---

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

eCRF Audit Trail History

Lab Urinalysis
1. | Lab Pand: URINALY SIS
2. | Lab Sub-Pandl: PREGNANCY
3. | Collection Date: Aug/26/2020
4. | Laboratory Name and Address [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.a|| sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result: NEGATIVE
Not Done:
Page 10 of 255
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Header Text: 4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: RANDOMIZATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research

Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Disposition
1. | Randomization Date: Aug/26/2020
2. | Randomization Number: [66304]
3. | Randomization Group: [
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Header Text: 4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research

Subject Initials: -

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

eCRF Audit Trail History

Electronic Sample Tracking

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

Date of Collection:

Aug/26/2020
4. | If no sample was collected or []
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sampleID [BP6TX4]
5b || sampleID [BPETXL]
5 || sample D [BPETXM]
5d || sample 1D [BGIVTY]
5€ || sampleID [BGLVTB]
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Header Text: 4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

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

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/26/2020
4. | If no sample was collected or [
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample D [BPETXB]
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Header Text: 4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research

Subject Initials: ---

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

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO

vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Aug/26/2020 13:06
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: []
9. | Unit:
10. | Timeframe Subject Was Observed | THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at YES

least the protocol specified

observation period after

investigational product

administration?

Page 14 of 255
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1083

Subject No: 10831162
Generated By: | (b) (4)

Form: REACTOGENICITY DIARY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research

Subject Initials: ---

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

eCRF Audit Trail History

Reactogenicity Diary

1. | Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS

SUBJECT

*** Confidential***
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Header Text: c4591001

Visit: V2 VAX2_ L

Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research

Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Sep/16/2020
2. | Erroneous Visit
Page 16 of 255
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Header Text: 4591001

Visit: V2_VAX2_L

Form Version: 21-Aug-2020 02:51
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: VITAL SIGNS - TEMP

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research

Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Vital Signs
1. | Date: Sep/16/2020
Vital Signs Details
2.a|| Record Identifier: 1
Temperature: [98.3]
Unit: F
Temperature L ocation: ORAL CAVITY
Page 17 of 255
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Header Text: 4591001

Visit: V2_VAX2_L

Form Version: 21-Aug-2020 02:49
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research

Subject Initials; ---

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

eCRF Audit Trail History

Lab Urinalysis
1. | Lab Pand: URINALY SIS
2. | Lab Sub-Pandl: PREGNANCY
3. | Collection Date: Sep/16/2020
4. | Laboratory Name and Address [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.a|| sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result: NEGATIVE
Not Done:
Page 18 of 255
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Header Text: 4591001

Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:03
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

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

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/16/2020
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 [BPZIWL]
Page 19 of 255
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Header Text: 4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research

Subject Initials: ---

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

Form Comments
eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO

vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Sep/16/2020 16:12
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: []
9. | Unit:
10. | Timeframe Subject Was Observed | THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at YES

least the protocol specified

observation period after

investigational product

administration?
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Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research

Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Oct/19/2020
2. | Erroneous Visit
Page 21 of 255
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Header Text: 4591001

Visit: V3_MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:03
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

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

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Oct/19/2020
4. | If no sample was collected or []
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sampleID [BP21TY]
5b || sampleID [BPHMSH]
5.c
Sample ID [BPHMS]]
Page 22 of 255
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Header Text: c4591001

Visit: V4 MONTH6_L

Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1083) Benchmark Research
Subject Initials: ---

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

Date of Visit

1. | Date of Visit

1

2. | Erroneous Visit

*** Confidential***
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Header Text: 4591001

Visit: V4_MONTH6_L

Form Version: 22-Apr-2020 21:03
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

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

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

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. Sample 1D

[]

Page 24 of 255
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Header Text: c4591001

Visit: V5 MONTH12 L

Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1083) Benchmark Research
Subject Initials: ---

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

Date of Visit

1. | Date of Visit

1

2. | Erroneous Visit

*** Confidential***
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Header Text: 4591001

Visit: V5_MONTH12_L

Form Version: 22-Apr-2020 21:03
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

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

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

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. Sample 1D

[]

Page 26 of 255
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Header Text: c4591001

Visit: V6_MONTH24 L

Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1083) Benchmark Research
Subject Initials: ---

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

Date of Visit

1. | Date of Visit

1

2. | Erroneous Visit

*** Confidential***
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Header Text: 4591001

Visit: V6_MONTH24_L

Form Version: 22-Apr-2020 21:03
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

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

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

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. Sample 1D

[]
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET

on Oct/30/2020

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831162 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Oct/30/2020 Comments

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 IlIness Visit: COVID_A

Page 29 of 255
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19
on Oct/30/2020

Form Version: 10-Oct-2020 16:02

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1083) Benchmark Research
Subject Initials: ---

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

eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Oct/30/2020
2. | Date of First Symptom Started: Sep/18/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Oct/1/2020
Symptoms
44| symptoms: FEVER
Was symptom present? NO
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? NO
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d || symptoms: CHILLS
Was symptom present? NO
4e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
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? YES
Page 30 of 255
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19

on Oct/30/2020
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831162 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
41 || symptoms: VOMITING

Was symptom present? YES

Symptoms - Other

5a|| symptoms - Other Text: [Naused]
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:54
Site No: 1083

Form: MICROBIOLOGY SPECIMEN

Site Name: (1083) Benchmark Research

Subject No: 10831162 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
# Date qf Collec | Specimen T | Specimen Cpllect|on Lo | Assay Codt_a and Descri Device Type | Form Instance
tion ype cation ption
1. | Not Applicable | Not Applica | Not Applicable Not Applicable Not Applica Repeating
ble ble Pages
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Header Text: c4591001

on Oct/30/2020

Form Version: 06-Jul-2020 21:54
Site No: 1083

Subject No: 10831162
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN

Form Status: Data Complete, Frozen, Verified
Site Name: (1083) Benchmark Research

Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

*** Confidential***

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

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

on Oct/30/2020

Form Version: 22-Apr-2020 21:03
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1083) Benchmark Research
Subject Initials; ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin

SITE

Sample Type

NASAL_SWAB_SELF

NO

2
3. | Sample Collected?
4

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

[Subject was instructed to self swab per Pl since she was unable to comein, but
subject has not completed]

Aliquot

Please enter barcode for each aliquot.

5. Sample D

[]
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Header Text: c4591001

on Oct/30/2020

Form Version: 22-Apr-2020 21:03
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1083) Benchmark Research
Subject Initials; ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
Sample Type NASAL_SWAB
NO

2
3. | Sample Collected?
4

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

[Subject was instructed to self swab per Pl since she was unable to comein.]

Aliquot

Please enter barcode for each aliquot.

5. Sample D

[]

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION
on Oct/30/2020

Form Version: 10-Oct-2020 15:59
Site No: 1083

Subject No: 10831162
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1083) Benchmark Research

Subject Initials; ---

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

eCRF Audit Trail History

Health Care Utilization

la|| pnysician or Healthcare SPECIALIST
Professional:
Occurrence of Visits or Contacts: | NO
1b|| physician or Healthcare EMERGENCY ROOM
Professional:
Occurrence of Visits or Contacts: | YES
Number of Visits or Contacts:
[1]
lc Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visits or Contacts. | NO
1.d || physician or Healthcare URGENT CARE
Professional:
Occurrence of Visits or Contacts; | NO
le Physician or Healthcare TELEPHONE CONSULTATION
Professional:
Occurrence of Visits or Contacts: | NO
1f Physician or Healthcare OTHER
Professional:
Occurrence of Visits or Contacts. | NO
Health Care Utilization Other
2. | Other Type of Practitioner Specify: |[ ]
Health Care Utilization
3. | Hasthe subject been hospitalized | NO
due to potential COVID-19
illness?
Page 36 of 255
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: RESPIRATORY TREATMENT
Form Version: 06-Jul-2020 21:53
Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831162 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
Treatment Identifi | Con Non-Drug Treatments Pre-specif | Treatmen | Treatmen | Start Dat
# . Form Instance
er ied t t e
1 Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT

on Oct/30/2020

Form Version: 06-Jul-2020 21:53
Site No: 1083

Subject No: 10831162
Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1083) Benchmark Research
Subject Initials: ---

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

Back to Form

Respiratory Treatment

1. | What isthe treatment I dentifier?

[]

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

Treatment:

Treatment:

[]

Start Date:

1

ol k| ®w

Ongoing?
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Header Text: c4591001

on Oct/30/2020

Form Version: 06-Jul-2020 21:52
Site No: 1083

Subject No: 10831162
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS

Form Status: Data Complete, Frozen, Verified
Site Name: (1083) Benchmark Research
Subject Initials; ---

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

eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

*** Confidential***

2. | Was adiagnosis obtained for NO
Potential COVID-19 IlIness?
3. | Toxicity Grade: 1
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 17-Jul-2020 21:55
Site No: 1083

Subject No: 10831162
Generated By: | (b) (4)

Form: ILLNESS DETAILS - SEVERE

Site Name: (1083) Benchmark Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE
on Oct/30/2020

Form Version: 17-Jul-2020 21:55
Site No: 1083

Subject No: 10831162
Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1083) Benchmark Research
Subject Initials: ---

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

Back to Form

IlIness Details

1

Category of Clinical Event:

Subcategory of Clinical Event:

Weas a diagnosis obtai ned?

2
3.
4

Toxicity Grade:

*** Confidential***
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Header Text: 4591001

Visit: POT_COVID_ILL 1

Form Version: 21-Aug-2020 02:49
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1083) Benchmark Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

# Category for La | Vendor Na Collectl.on D | Specimen T L ab Result Form Instanc
b Test me ate: ype e
L Sponsor-Defined Id | Tes | Resul Repeating
entifier t |t Pages
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

on Oct/30/2020

Form Version: 21-Aug-2020 02:49 Form Status: Not Started

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831162 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Lab Chemistry Details

1. | Lab Pand:

2. | Laboratory Name and Address [

3. | Collection Date: 1

4. | Specimen Type:

Lab Result
5. Sponsor ID: [
Test:
Result: [1
Not Done:
LNMT Low
[]
High
[
Unit
Page 43 of 255
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Header Text: 4591001

Visit: POT_COVID_ILL 1

Form Version: 21-Aug-2020 02:51
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1083) Benchmark Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Category for L | Vendor Name (D | Collection | Specimen Form Instanc
1 abTest ERIVED) Date: Type Lab Result e
L Sponsor-Defined | Tes | Resu Repeating
I dentifier | It Pages
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology

on Oct/30/2020

Form Version: 21-Aug-2020 02:51 Form Status: Not Started

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831162 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

L aboratory Data Hematology

1. | Lab Pand:

2. | Laboratory Name and Address [

3. | Collection Date: 1

4. | Specimen Type:

Lab Result
5. Sponsor ID: [
Test:
Result: [1
Not Done:
LNMT Low
[]
High
[
Unit
Page 45 of 255
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form: VITAL SIGNS - COVID

Form Version: 21-Aug-2020 02:50

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

# Date: Vital Signs Details Form Instance
= Record I dentifier: Systolic: Diastolic: Repeating Pages
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Header Text: c4591001

on Oct/30/2020

Form Version: 21-Aug-2020 02:50
Site No: 1083

Subject No: 10831162

Generated By: (b) (4)

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

Form Status: Not Started

Site Name: (1083) Benchmark Research
Subject Initials: ---

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

Back to Form

Vital Signs

1. | Date:

1

Vital Signs Details

2. || Record Identifier:

Systalic:

[]

Diastalic:

[]

Respiratory Ratein
respirations/minute;

[]

Heart Rate in beats/minute:

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 21-Aug-2020 02:51

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

# Date: Vital Signs Details Form Instance
= Record Identifier: Oxygen Saturation Repesting Pages
Page 48 of 255
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Header Text: c4591001

on Oct/30/2020

Form Version: 21-Aug-2020 02:51
SiteNo: 1083

Subject No: 10831162

Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Status: Not Started

Site Name: (1083) Benchmark Research
Subject Initials: ---

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

Back to Form

Vital Signs

1. | Date:

1

Vital Signs Details

2. || Record Identifier:

SPO2 Pulse Oximetry %

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form: OXY GENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Site Name: (1083) Benchmark Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

# | Date Time of Assessment

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

1

Repeating Pages
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: OXYGENATION PARAMETERS

on Oct/30/2020

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

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831162 Subject Initials; ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment: 1

2. | Arteriad Blood Gases PaO2 [
(mmHg):

3. | FO2 (Fraction of Inhaled [1
Oxygen):

Page 51 of 255
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:55

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1083) Benchmark Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
on Oct/30/2020

Form Version: 06-Jul-2020 21:55
Site No: 1083

Subject No: 10831162
Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1083) Benchmark Research
Subject Initials: ---

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

Back to Form

Concomitant Medications

1

What is the medication identifier?

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic 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:

1

Ongoing?

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Site Name: (1083) Benchmark Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

# | Date of Assessment

Location of Assessment | Imaging Method | Overall Assessment

Form Instance

1

Repeating Pages
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Header Text: c4591001

on Oct/30/2020

Form Version: 06-Jul-2020 21:53
Site No: 1083

Subject No: 10831162
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING

Form Status: Not Started

Site Name: (1083) Benchmark Research
Subject Initials: ---

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

Back to Form

Imaging

Date of Assessment:

1

Location of Assessment:

Type of Imaging Exam:

Alwlid|P

Assessment:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form Version: 22-Apr-2020 21:04
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status: Not Started

Site Name: (1083) Benchmark Research
Subject Initials: ---

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

Date of Visit

1. | Date of Visit

I

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 Illness Visit:

Page 56 of 255
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form Version: 22-Apr-2020 21:03
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Status: Not Started

Site Name: (1083) Benchmark Research
Subject Initials; ---

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

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. Sample 1D

[]

*** Confidential***
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Header Text: c4591001

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

Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1083) Benchmark Research
Subject Initials: ---

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

Date of Visit

1. | Date of Visit 1

2. | Erroneous Visit

Page 58 of 255
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Header Text: 4591001

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

Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: UNPLANNED VISIT
Form Status: Not Started

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

Unplanned Assessments

1. | Assessments

*** Confidential***

Page 59 of 255

FDA-CBER-2021-5683-0960167




090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: DISPOSITION - TREATMENT
Form Status: Data Complete, Locked,

Frozen, Verified

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Treatment

1. | Dateof Oct/19/2020
Completion/Discontinuation/Death
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: [
Page 60 of 255

*
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831162 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Disposition - Follow-Up

1. | Date of Feb/26/2021
Completion/Discontinuation/Death

2. | Phase of Disposition: FOLLOW-UP

3. | Status: PROTOCOL DEVIATION

4. | Specify Status: [Subject received outside COVID-19 Vaccine 21DEC2020]
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1083) Benchmark Research
Subject Initials: ---

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

Date of Visit

1. | Date of Visit 1

2. | Erroneous Visit

COVID-19 Repeat Swab

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

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1083

Subject No: 10831162
Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Status: Not Started

Site Name: (1083) Benchmark Research
Subject Initials; ---

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

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 []

Page 63 of 255

*** Confidential***

FDA-CBER-2021-5683-0960171




090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001
Visit: Logs

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831162 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
AE lde Isthe Adverse Event | Form Instan
# Category ntifier Adverse Event Start Date still Ongoing ce
1 ADVERSE |1 Worsening of Right Upp | Sep/14/202 | YES Repeating
EVENT er Quadrant Pain 000:00 Pages
2.DELETED |ADVERSE |2 Diahrrhea-Intermittent | Sep/18/202 | YES Repeating
EVENT 000:00 Pages
3. ADVERSE |3 Vomiting Sep/18/202 | NO Repeating
EVENT 000:00 End Date Time: Pages
Sep/20/2020 00:00
4. DELETED | ADVERSE |4 Intermittent Nausea Sep/18/202 | YES Repeating
EVENT 000:00 Pages
5.DELETED |ADVERSE |5 Exposure During Pregna | Oct/11/202 | NO Repeating
EVENT ncy 000:00 End Date Time: Pages
Dec/5/2020 00:00
6. ADVERSE |6 Miscarriage Dec/4/2020 | NO Repeating
EVENT 00:00 End Date Time: Pages
Dec/5/2020 00:00
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete

Site Name: (1083) Benchmark Research
Subject Initials: ---

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1

Category:

ADVERSE EVENT

2.

AE|D:

[1]

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

[Worsening of Right Upper Quadrant Pain] Comments

Start Date Time:

Sep/14/2020 00:00

Isthe adverse event still ongoing?

YES

Toxicity Grade:

1

N|o o~

I's the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

Isthis adverse event the result of a
study Medication Error?

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

NO

Isthis event related to study
treatment:

NOT RELATED
If Not Related to study treatment(s), this event is dueto:
OTHER
If Other, specify:
[Cystic Duct Spasm]

10.

Latest Action Taken with Study
Treatment:

*** Confidential***

NOT APPLICABLE
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete

Site Name: (1083) Benchmark Research
Subject Initials: ---

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

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

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

RECOVERING/RESOLVING

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: 4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Deleted

Site Name: (1083) Benchmark Research
Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1

Category:

2.

AE|D:

[2]

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

[Dishrrhea-lntermittent |

Start Date Time:

Isthe adverse event still ongoing?

Toxicity Grade:

N|o o~

I's the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

Isthis adverse event the result of a
study Medication Error?

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

Isthis event related to study
treatment:

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Deleted

Site Name: (1083) Benchmark Research
Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

10. | Latest Action Taken with Study NOT-APPLICABLE
Treatment:
11. | Was a Concomitant Medication NO
given?
12. | Was a Non-Drug Treatment given? | NO
13. | What was the outcome of this RECOVERING/RESOLVING
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: [
For Pfizer Use Only
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Header Text: 4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research

Subject Initials: ---

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

*** Confidential***

1. | Category: ADVERSE EVENT
2. |AEID: [3]
3. | Adverse Event: [Vomiting]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Sep/18/2020 00:00
5. | Isthe adverse event still ongoing? | NO
End Date Time:
Sep/20/2020 00:00
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 theresult of a | NO
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.
9. | Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Stomach Ache]
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research

Subject Initials: ---

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

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication NO
given?
12. | Was a Non-Drug Treatment given? | NO
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: []
For Pfizer Use Only
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Header Text: 4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Deleted

Site Name: (1083) Benchmark Research
Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1

Category:

2.

AE|D:

[4]

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

[Hatermittent Nausea]

Start Date Time:

Isthe adverse event still ongoing?

Toxicity Grade:

N|o o~

I's the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

Isthis adverse event the result of a
study Medication Error?

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

Isthis event related to study
treatment:

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Deleted

Site Name: (1083) Benchmark Research
Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

10. | Latest Action Taken with Study NOT-APPLICABLE
Treatment:
11. | Was a Concomitant Medication NO
given?
12. | Was a Non-Drug Treatment given? | NO
13. | What was the outcome of this RECOVERING/RESOLVING
adverse event?.
14. | Did the adverse event cause the NOo
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: [
For Pfizer Use Only
Page 72 of 255

*** Confidential***
FDA-CBER-2021-5683-0960180




090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: 4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Deleted

Site Name: (1083) Benchmark Research
Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

*** Confidential***

1. | Category: ADVERSE EVENT
2. |AEID: (5]
3. | Adverse Event: [Exposure During-Pregnancy|

(If possible specify diagnosis, not

individual symptoms)
4. | Start Date Time: OetA1H2020-00:00
5. | Isthe adverse event still ongoing? | NOQ

Dec/5/202000:00

6. | Toxicity Grade: Not Applicable Comments
7. | Isthe adverse event serious? NO

If Yes, NOTIFY PFIZER

IMMEDIATELY.

Fatal; Life-threatening; Inpatient

hospitalization or prolongation of

existing hospitalization; Persistent

or significant disability/incapacity;

Congenital anomaly/birth defect;

Important medical event (i.e. may

jeopardize subject and may require

medical/surgical intervention to

prevent above outcomes).
8. | Isthisadverse event theresult of a | NO

study Medication Error?

If Yes, record the type of

medication error on the Medication

Error Log.
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Deleted
Site Name: (1083) Benchmark Research

Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

9. | Isthis event related to study NOTRELATED
treatment: H-Not-Related-to-study-treatment(s)thiseventisdueto:
OFHER
[Unprotected sexual-ntercourse]
10. | Latest Action Taken with Study NOT APDLICABLE
Treatment:
11. | Was a Concomitant Medication NO
given?
12. | Was a Non-Drug Treatment given? | NO
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?.
14. | Did the adverse event cause the NOo
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: []
For Pfizer Use Only
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Header Text: 4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1083) Benchmark Research

Subject Initials: ---

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [6]
3. | Adverse Event: [Miscarriage]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Dec/4/2020 00:00
5. | Isthe adverse event still ongoing? | NO
End Date Time:
Dec/5/2020 00:00
6. | Toxicity Grade: 2
7. | Isthe adverse event serious? YES

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

Isthis serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
NO

Did this serious event result in persistent or significant disability/incapacity?
NO

Isthis serious event life threatening?
NO

Other medically important serious event

YES
8. | Isthisadverse event theresult of a | NO
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1083) Benchmark Research

Subject Initials: ---

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

9. | Isthis event related to study
treatment:

NOT RELATED
If Not Related to study treatment(s), this event is dueto:
OTHER
If Other, specify:
[Loss of Pregnancy]

10. | Latest Action Taken with Study

NOT APPLICABLE

Treatment:
11. | Was a Concomitant Medication NO
given?
12. | Was a Non-Drug Treatment given? | NO
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?.
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: [2020481981]
For Pfizer Use Only
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Header Text:
Visit: Logs

€4591001

Form Version: 17-Jul-2020 21:54
Site No: 1083

Subject No: 10831162
Generated By: | (b) (4)

Form: MEDICATION ERROR

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

*** Confidential***

Catego | Medication Er | Start Da | Isthemedication error Still | Study Medication Errors
# - . Form Instance
ry ror te Ongoing Action
1 Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
Site No: 1083

Subject No: 10831162

Generated By:

(b) (4)

Form: MEDICATION ERROR
Form Status: Not Started

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

Back to Form

Medication Error

1. | Category:

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

3. | Start Date: 1

4. | Isthe medication error still
ongoing?

5. | Latest Action Taken with Study
Treatment:

6. | Was a Concomitant Medication
given?

7. | WasaNon-Drug Treatment given?

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

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

10. | Serious Adverse Event Number: [

For Pfizer Use Only
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Header Text: c4591001
Visit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1083

Subject No: 10831162
Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS

Site Name: (1083) Benchmark Research

Subject Initials; ---

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

*** Confidential***

# Sponsor-Defined | | Category for Me | Concomitant Medications | Nameof Medi | Start Da | Form Instanc
dentifier dication Pre-specified cation te e
1.1 VACCINATIONS [NO Pfizer BNT162 | Dec/21/2 Repeating
b2 020 Pages
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
SiteNo: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Data Complete, Frozen, Verified
Site Name: (1083) Benchmark Research
Subject Initials: ---

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Concomitant M edications

1

What is the medication identifier?

(1

2.

Category:

VACCINATIONS

Concomitant Medications
Pre-specified:

NO

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).

[Pfizer BNT162b2]

Date:

Dec/21/2020

Page 80 of 255

*** Confidential***
FDA-CBER-2021-5683-0960188




090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001
Visit: Logs

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1083) Benchmark Research
Subject Initials: ---

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

*** Confidential***

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

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Status: Not Started

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

Back to Form

Concomitant Medications

1. | What isthe medication identifier? |[]

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. | Medication: []
Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g.,

Ingredient(s), route, use,
formulation).

5. | Dose: []

6. | Dose Unit:

7. | Dose Frequency:

8. | Route:

9. | Start Date: 1

10. | Ongoing?

Page 82 of 255
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Header Text: c4591001
Visit: Logs

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Form Version: 22-Apr-2020 21:02

Form: RADIATION TREATMENT

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

*** Confidential***

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

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: RADIATION TREATMENT
Form Status: Not Started

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

Back to Form

Radiation Treatment

1.

Category:

2.

What is the treatment I dentifier?

Concomitant Non-drug Treatment
Pre-specified:

Treatment:

[]

Start Date:

1

Ongoing?

Page 84 of 255

*** Confidential***
FDA-CBER-2021-5683-0960192




090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: 4591001

Visit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: TRANSFUSIONS

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

# Transfusion Type

Date of Transfusion

Form Instance

Repeating Pages

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1083) Benchmark Research
Subject Initials: ---

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

Back to Form

1. | Transfusion Type:

2. | Date of Transfusion:

1
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Header Text: c4591001

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

Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1083) Benchmark Research
Subject Initials: ---

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

Date of Visit

1. | Date of Visit 1

2. | Erroneous Visit
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Header Text: c4591001

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

Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: VITAL SIGNS- TEMP
Form Status: Not Started

Site Name: (1083) Benchmark Research

Subject Initials: -

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

Vital Signs

1. | Date: 1

Vital Signs Details

2. || Record Identifier:

Temperature: [

Unit:

Temperature Location:
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Header Text: c4591001

Form Version: 20-Feb-2021 02:14
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Visit: Unplanned Vaccination - Unscheduled

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

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

Lab Urinalysis

1. | Lab Pandl:

Lab Sub-Panel:

1

2
3. | Collection Date:
4

Laboratory Name and Address
(Derived)

[]

5. | Specimen Type:

Lab Result

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

*** Confidential***
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Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Dec-2020 02:26
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: VACCINATION

Form Status: Not Started

Site Name: (1083) Benchmark Research
Subject Initials: ---

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

Vaccination

1

Was there atemporary delay of
vaccination?

Treatment Name

Formulation:

Dose Date Time:

I

Anatomica Location:

Body Side:

Route:

Actual Dose:

W|l® (Nl || &~ WD

Unit:

=
©

Timeframe Subject Was Observed

[EEN
[

. | Was the subject observed for at

least the protocol specified
observation period after
investigational product
administration?
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Site No: 1083
Subject No: 10831162

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

Generated By: | (b) (4)

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

Site Name: (1083) Benchmark Research
Subject Initials: ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]

*** Confidential***

Page 91 of 255

FDA-CBER-2021-5683-0960199




090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

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

Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

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

Site Name: (1083) Benchmark Research
Subject Initials: ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [
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Header Text: c4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1083) Benchmark Research
Subject Initials: ---

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

Date of Visit

1. | Date of Visit

I

2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

Form Version: 14-Jan-2021 02:29
Site No: 1083

Subject No: 10831162
Generated By: | (b) (4)

Form: INFORMED CONSENT - ASYMPTOMATIC
SURVEILLANCE

Form Status: Not Started

Site Name: (1083) Benchmark Research
Subject Initials; ---

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

Informed Consent - Asymptomatic Surveillance

1. | Consent Was:
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090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Status: Not Started

Site Name: (1083) Benchmark Research
Subject Initials; ---

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

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. Sample 1D

[]

*** Confidential***
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Header Text: c4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Not Started

Site Name: (1083) Benchmark Research
Subject Initials; ---

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

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. Sample 1D

[]

Page 96 of 255

*** Confidential***
FDA-CBER-2021-5683-0960204




090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified
Site Name: (1083) Benchmark Research
Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Dec/22/2020
2. | Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: FURTHER VACCINATION CONFIRMATION

Form Status: Data Complete, Frozen

Site Name: (1083) Benchmark Research
Subject Initials; ---

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

eCRF Audit Trail History

Further Vaccination Confirmation

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

Participant is NOT willing to return for Vaccination 3 OR otherwise not eligible
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: TREATMENT UNBLINDED

Form Status: Data Complete, Frozen, Verified
Site Name: (1083) Benchmark Research
Subject Initials: ---

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

eCRF Audit Trail History

Treatment Unblinded

1. | Date Treatment Unblinded : Jan/5/2021
2. | Primary Reason for Unblinding: OTHER
If other, specify:

[Subject received non-study covid-19 Vaccine]

*** Confidential***
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Header Text: 4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: WITHDRAWAL OF CONSENT
Form Status: Not Started

Site Name: (1083) Benchmark Research
Subject Initials: ---

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

Withdrawal Of Consent

1. | Withdrawal of Consent Date :

1
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Header Text: 4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: DEATH DETAILS CODED
Form Status: Not Started

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

Death Details

1. | Date of Collection / Notification of
Death:

Cause of Death

2. || cause of Death Status:

Cause of Death:

[]

*** Confidential***
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090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: SUBJECT STATUS

Form Status: Data Complete, Verified

Site Name: (1083) Benchmark Research
Subject Initials: ---

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

eCRF Audit Trail History

Subject Status

1. | Subject Status

DISCONTINUED

2. | Subject Status Date

Feb/26/2021
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Header Text: c4591001

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

Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: CASEBOOK SIGNATURE FORM
Form Status: Data Complete, Signed, Verified
Site Name: (1083) Benchmark Research
Subject Initials: ---

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

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature Click Here to Enable

*** Confidential***
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090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: Investigator Signature - Unscheduled

Form Version: 22-Apr-2020 21:.04
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: CASEBOOK SIGNATURE FORM

Form Status: Data Complete, Signed, Verified
Site Name: (1083) Benchmark Research

Subject Initials: ---

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

Audit Trail

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

e CRF_Sign

Name Signature Date Type Action
Meaning

Laurence Chu Approved Mar-12-2021 09:00:59 (UTC-06:00) Central BOOK Signed

Affidavit:

Time (US & Canada)

By my dated signature below, |, LaurenceChu, verify that all case report form pages accurately display the results of the
examinations, tests, eval uations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this| do attest by supplying my user name and password and clicking the button marked Submit below.
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090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:29
Site No: 1083

Subject No: 10831162
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research

Subject Initials: ---

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

Back to Form

Item | Date

User Comment

Time (US & Canada)

Form | Aug-26-2020 15:51:25 (UTC-06:00) Central (b) (4), (b) (6) Not Applicable

*** Confidential***
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: VACCINATION - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research

Subject Initials: ---

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

Back to Form

Item | Date

User Comment

Form | Aug-27-2020 10:34:09 (UTC-06:00) Central (b) (4), (b) (6) | Siteisunableto remove the date as Inform pop

Time (US & Canada)

up states a date cannot be removed. The visitis
mark as erroneous. The datawas entered in
error
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1083) Benchmark Research

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

Back to Form

Time (US & Canada)

Item | Date User Comment

1 Dec-01-2020 10:00:10 (UTC-06:00) Central (b) (4), (b) (6) | Telehealth only subject agreed to self swab and
Time (US & Canada) subject never did and will not return sites call

1 Dec-01-2020 09:59:08 (UTC-06:00) Central (b) (4), (b) (6) | Telehealth only subject agreed to self swab
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Header Text: c4591001

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

on Oct/30/2020

Form Version: 06-Jul-2020 21:54
Site No: 1083

Subject No: 10831162
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1083) Benchmark Research
Subject Initials: ---

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

Back to Form

Item | Date

User Comment

Form | Nov-30-2020 14:21:45 (UTC-06:00) Central (b) (4), (b) (6) | NotApplicable

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/30/2020

Form Version: 06-Jul-2020 21:54
Site No: 1083

Subject No: 10831162
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1083) Benchmark Research

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

Back to Form

Item

Date

User

Comment

1

Nov-30-2020 14:21:45 (UTC-06:00) Central
Time (US & Canada)

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

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/30/2020

Form Version: 06-Jul-2020 21:54
Site No: 1083

Subject No: 10831162
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1083) Benchmark Research

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

Back to Form

Item

Date

User

Comment

2

Nov-30-2020 14:21:45 (UTC-06:00) Central
Time (US & Canada)

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

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/30/2020

Form Version: 06-Jul-2020 21:54
Site No: 1083

Subject No: 10831162
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1083) Benchmark Research

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

Back to Form

Item

Date

User

Comment

3

Nov-30-2020 14:21:45 (UTC-06:00) Central
Time (US & Canada)

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

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/30/2020

Form Version: 06-Jul-2020 21:54
Site No: 1083

Subject No: 10831162
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1083) Benchmark Research

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

Back to Form

Item

Date

User

Comment

4

Nov-30-2020 14:21:45 (UTC-06:00) Central
Time (US & Canada)

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

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/30/2020

Form Version: 06-Jul-2020 21:54
Site No: 1083

Subject No: 10831162
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1083) Benchmark Research

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

Back to Form

Item

Date

User

Comment

5

Nov-30-2020 14:21:45 (UTC-06:00) Central
Time (US & Canada)

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

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/30/2020

Form Version: 06-Jul-2020 21:54
Site No: 1083

Subject No: 10831162
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1083) Benchmark Research

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

Back to Form

Item

Date

User

Comment

6

Nov-30-2020 14:21:45 (UTC-06:00) Central
Time (US & Canada)

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

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/30/2020

Form Version: 06-Jul-2020 21:54
Site No: 1083

Subject No: 10831162
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1083) Benchmark Research

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

Back to Form

Item

Date

User

Comment

7

Nov-30-2020 14:21:45 (UTC-06:00) Central
Time (US & Canada)

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

Not Applicable

Page 115 of 255

*** Confidential***

FDA-CBER-2021-5683-0960223




090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/30/2020

Form Version: 06-Jul-2020 21:54
Site No: 1083

Subject No: 10831162
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1083) Benchmark Research

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

Back to Form

Item

Date

User

Comment

8

Nov-30-2020 14:21:45 (UTC-06:00) Central
Time (US & Canada)

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

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/30/2020

Form Version: 06-Jul-2020 21:54
Site No: 1083

Subject No: 10831162
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1083) Benchmark Research

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

Back to Form

Item

Date

User

Comment

9

Nov-30-2020 14:21:45 (UTC-06:00) Central
Time (US & Canada)

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

Not Applicable
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - Comments
Form Status: Data Complete

Site Name: (1083) Benchmark Research

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

Back to Form

Item | Date User Comment

3 Oct-20-2020 15:00:33 (UTC-06:00) Central (b) (4), (b) (6) |Lateentry Previous Med Hx FEB2020
Time (US & Canada)

3 Oct-20-2020 14:56:36 (UTC-06:00) Central (b) (4), (b) (6) |Lateentry Med Hx FEB2020

Time (US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - Comments
Form Status: Data Complete

Site Name: (1083) Benchmark Research

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item

Date

User

Comment

6

Dec-04-2020 15:39:19 (UTC-06:00) Central
Time (US & Canada)

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

Not Applicable
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Header Text: c4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831162 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

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

e CRF_Sign
Name Signature Date Type Action
Meaning
Laurence Chu Approved Mar-12-2021 09:00:59 (UTC-06:00) Central BOOK Signed
Time (US & Canada)
Affidavit:

By my dated signature below, |, LaurenceChu, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

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

(b) (6) N/A Feb-26-2021 13:54:01 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Laurence Chu Approved Jan-20-2021 18:03:12 (UTC-06:00) Central BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, |, LaurenceChu, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

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

(b) (6) N/A Nov-30-2020 14:19:55 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
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Header Text: c4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831162 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

Laurence Chu Approved Nov-05-2020 14:24:24 (UTC-06:00) Central BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, |, LaurenceChu, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

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

(b) (6) N/A Nov-05-2020 10:32:31 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Laurence Chu | Approved Oct-30-2020 15:03:14 (UTC-06:00) Central BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, |, LaurenceChu, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

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

(b) (6) N/A Oct-29-2020 17:27:55 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Laurence Chu Approved Oct-27-2020 14:50:34 (UTC-06:00) Centra BOOK Signed

Time (US & Canada)

Page 121 of 255

*** Confidential***

FDA-CBER-2021-5683-0960229




090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

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

Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: CASEBOOK SIGNATURE FORM - Signature History
Form Status: Data Complete, Signed, Verified

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

Affidavit:

By my dated signature below, |, LaurenceChu, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this| do attest by supplying my user name and password and clicking the button marked Submit below.
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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: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831162 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Select appropriate response - Protocol version

Date L ocation User Value Reason
Aug-26-2020 15:36:22 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central 24 JUL 2020

Time (US & Canada)

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

Date L ocation User Value Reason
Aug-26-2020 15:36:22 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central STAGE 3 COHORTS

Time (US & Canada)
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Header Text: 4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

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

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

Back to Form

1. Consent Was.
Date L ocation User Value Reason
Aug-26-2020 15:41:03 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central OBTAINED
Time (US & Canada) Date Written Consent Obtaine
d
Aug/26/2020
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Header Text: c4591001
Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831162 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

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

Back to Form

1. Subject ID

Date L ocation User Value Reason
Aug-26-2020 15:36:04 ACVOPFEINFP6000 |autocalc |DataEntry: Item copied from
(UTC-06:00) Central (autocalc) | 10831162 previous form
Time (US & Canada)

2. Birth Date:

Date L ocation User Value Reason
Aug-26-2020 15:35:17 ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment Entry
(UTC-06:00) Central (autocalc) |(b) (6)/1990

Time (US & Canada)

3. Sex:

Date L ocation User Value Reason
Aug-26-2020 15:40:29 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central FEMALE

Time (US & Canada)

4. Ethnicity:

Date L ocation User Value Reason
Aug-26-2020 15:40:29 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central HISPANIC OR LATINO(A) O

Time (US & Canada) R OF SPANISH ORIGIN

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

Date L ocation User Value Reason
Aug-26-2020 15:40:29 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central WHITE

Time (US & Canada)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research

Subject Initials: ---

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

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Aug-26-2020 15:43:42 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Aug/26/2020

Time (US & Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

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

Site Name: (1083) Benchmark Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Completion/Discontinuation/Death

Date L ocation User Value Reason
Aug-26-2020 15:52:17 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Aug/26/2020

Time (US & Canada)

2. Phase of Disposition:

Date Location User Value Reason
Aug-26-2020 15:52:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SCREENING

Time (US & Canada)

3. Status:

Date L ocation User Value Reason
Aug-26-2020 15:52:17 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central COMPLETED

Time (US & Canada)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1083
Subject No: 10831162
Generated By:

(b) (4)

Site Name: (1083) Benchmark Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

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

Back to Form

la
Date L ocation User Value Reason
Aug-26-2020 15:58:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Number 1
Time (US & Canada) :

Medical History T SulfaAllergy

erm:

Start Date: UNK/UNK/1

992

Ongoing: YES
l.aLine/MH Number:
Date L ocation User Value Reason
Aug-26-2020 15:58:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |1
Time (US & Canada)
1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-26-2020 15:58:15 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central SulfaAllergy
Time (US & Canada)
1l.a Start Date:
Date Location User Value Reason
Aug-26-2020 15:58:15 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central UNK/UNK/1992
Time (US & Canada)
1.aOngoing:
Date Location User Value Reason
Aug-26-2020 15:58:15 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central YES
Time (US & Canada)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

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

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831162 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
1b
Date L ocation User Value Reason
Aug-26-2020 15:58:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Ling/MH Num 2
Time (US & Canada) ber:

Medical Histor Allergic Rhinitis

y Term: -Seasonal

Start Date: UNK/UNK/199

3

Ongoing: YES
1.bLine/MH Number:
Date L ocation User Value Reason
Aug-26-2020 15:58:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |2
Time (US & Canada)
1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-26-2020 15:58:43 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Allergic Rhinitis-Seasonal
Time (US & Canada)
1.b Start Date:
Date L ocation User Value Reason
Aug-26-2020 15:58:43 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central UNK/UNK/1993
Time (US & Canada)
1.b Ongoing:
Date L ocation User Value Reason
Aug-26-2020 15:58:43 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central YES
Time (US & Canada)

1.c
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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: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831162
Generated By: | (b) (4)

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

Date L ocation User Value Reason
Aug-26-2020 15:59:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | LineMH Numb 3
Time (US & Canada) er:

Medical History Pomegranate A

Term: llergy

Start Date: UNK/UNK/20

12

Ongoing: YES
1l.cLine/MH Number:
Date L ocation User Value Reason
Aug-26-2020 15:59:31 ACVOPFEINFP6E000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |3
Time (US & Canada)

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

Date L ocation User Value Reason
Aug-26-2020 15:59:31 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central
Time (US & Canada)

Pomegranate Allergy

1.c Start Date:

Date L ocation User Value Reason
Aug-26-2020 15:59:31 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central UNK/UNK/2012

Time (US & Canada)

1.c Ongoing:

Date L ocation User Value Reason
Aug-26-2020 15:59:31 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central YES

Time (US & Canada)

1d

Date Location | User | Value Reason
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

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

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

Aug-26-2020 16:00:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Number 4
Time (US & Canada) :

Medical History T Dysmenorrhe

erm: a

Start Date: UNK/UNK/2

003

Ongoing: YES
1.d Line/MH Number:
Date L ocation User Value Reason
Aug-26-2020 16:00:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |4
Time (US & Canada)

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

Date L ocation User Value Reason
Aug-26-2020 16:00:36 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Dysmenorrhea

Time (US & Canada)

1.d Start Date:

Date L ocation User Value Reason
Aug-26-2020 16:00:36 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central UNK/UNK/2003

Time (US & Canada)

1.d Ongoing:

Date L ocation User Value Reason
Aug-26-2020 16:00:36 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central YES

Time (US & Canada)

le

Date Location User Value Reason
Aug-26-2020 16:01:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831162 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
(UTC-06:00) Central (autocalc) | LineMH Number 5
Time (US & Canada) :

Medical History T Anxiety

erm;

Start Date: UNK/UNK/2

009

Ongoing: YES
l.eLine/MH Number:
Date L ocation User Value Reason
Aug-26-2020 16:01:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |5
Time (US & Canada)
1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-26-2020 16:01:00 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Anxiety
Time (US & Canada)
1.e Start Date:
Date L ocation User Value Reason
Aug-26-2020 16:01:00 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central UNK/UNK/2009
Time (US & Canada)
1.e Ongoing:
Date L ocation User Value Reason
Aug-26-2020 16:01:00 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central YES
Time (US & Canada)
1f
Date Location User Value Reason
Aug-26-2020 16:01:57 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | LineeMH Number 6
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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: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831162 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
Time (US & Canada) :

Medical History T Migraines

erm:

Start Date: UNK/UNK/2

015

Ongoing: YES
1.f Line/MH Number:
Date L ocation User Value Reason
Aug-26-2020 16:01:57 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |6
Time (US & Canada)
1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-26-2020 16:01:57 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Migraines
Time (US & Canada)
1.f Start Date:
Date L ocation User Value Reason
Aug-26-2020 16:01:57 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central UNK/UNK/2015
Time (US & Canada)
1.f Ongoing:
Date L ocation User Value Reason
Aug-26-2020 16:01:57 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central YES
Time (US & Canada)
19
Date Location User Value Reason
Aug-26-2020 16:02:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalC) | Line/MH Numb 7
Time (US & Canada) er:
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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

090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831162 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

Medical History Headaches

Term:

Start Date: UNK/UNK/20

05
Ongoing: NO
End Date:
UNK/UNK/
2005
1.gLine/MH Number:
Date L ocation User Value Reason
Aug-26-2020 16:02:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |7
Time (US & Canada)
1.9 Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-26-2020 16:02:45 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Headaches
Time (US & Canada)
1.g Start Date:
Date L ocation User Value Reason
Aug-26-2020 16:02:45 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central UNK/UNK/2005
Time (US & Canada)
1.9 Ongoing:
Date L ocation User Value Reason
Aug-26-2020 16:02:45 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada) End Date:
UNK/UNK/2005

1h
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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: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831162 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
Date Location User Value Reason
Oct-20-2020 13:48:50 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Num 8
Time (US & Canada) ber:

Medical Histo Right Upper Qua

ry Term: drant Pain

Start Date: Feb/UNK/2020

Ongoing: YES
1.h Line/MH Number:
Date L ocation User Value Reason
Oct-20-2020 13:48:50 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | 8
Time (US & Canada)
1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Oct-20-2020 13:48:50 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Right Upper Quadrant Pain
Time (US & Canada)
1.h Start Date:
Date L ocation User Value Reason
Oct-20-2020 13:48:50 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Feb/UNK/2020
Time (US & Canada)
1.h Ongoing:
Date L ocation User Value Reason
Oct-20-2020 13:48:50 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central YES
Time (US & Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L
Form Version: 21-Aug-2020 02:51

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

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

Site Name: (1083) Benchmark Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date:

Date L ocation User Value Reason
Aug-26-2020 15:57:36 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Aug/26/2020

Time (US & Canada)

2. Weight:

Date L ocation User Value Reason
Aug-26-2020 15:57:36 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central 130.8

Time (US & Canada)

3. Unit:

Date L ocation User Value Reason
Aug-26-2020 15:57:36 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central LB

Time (US & Canada)

4. Height:

Date L ocation User Value Reason
Aug-26-2020 15:57:36 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central 61.0

Time (US & Canada)

5. Unit:

Date L ocation User Value Reason
Aug-26-2020 15:57:36 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central in

Time (US & Canada)

6. Body Mass | ndex:

Date Location User Value Reason
Aug-26-2020 15:57:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L
Form Version: 21-Aug-2020 02:51

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

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831162 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
(UTC-06:00) Central (autocalc) | 24.7
Time (US & Canada)
7.a
Date Location User Value Reason
Aug-26-2020 15:57:36 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Record Identifie 1
Time (US & Canada) re

Temperature: 98.4

Temperature Uni F

t:

TemperatureLo ORAL CA

cation:: VITY
7.a Record I dentifier:
Date L ocation User Value Reason
Aug-26-2020 15:57:36 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central 1
Time (US & Canada)
7.a Temperature:
Date L ocation User Value Reason
Aug-26-2020 15:57:36 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central 98.4
Time (US & Canada)
7.aUnit:
Date L ocation User Value Reason
Aug-26-2020 15:57:36 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central F
Time (US & Canada)
7.a Temperature Location:
Date L ocation User Value Reason
Aug-26-2020 15:57:36 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central ORAL CAVITY
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

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

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

Time (US & Canada)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49

Site No: 1083
Subject No: 10831162

Generated By: | (b) (4)

History

Subject Initials; ---

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

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research

Back to Form

1. Lab Pand:

Date L ocation User Value Reason
Aug-26-2020 15:56:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | URINALY SIS

Time (US & Canada)

2. Lab Sub-Pane!:

Date L ocation User Value Reason
Aug-26-2020 15:56:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | PREGNANCY

Time (US & Canada)

3. Collection Date:

Date L ocation User Value Reason
Aug-26-2020 15:56:58 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Aug/26/2020

Time (US & Canada)

4. Laboratory Name and Address (Derived)

Date L ocation User Value Reason
Aug-26-2020 15:56:58 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | STUDY SITE

Time (US & Canada)

5. Specimen Type:

Date L ocation User Value Reason
Aug-26-2020 15:56:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | URINE

Time (US & Canada)

6.a

Date Location User Value Reason
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49

History

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831162 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
Aug-26-2020 15:56:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Sponsor-Defin 113
Time (US & Canada) ed | dentifier:

Test:: Choriogonadotro

pin Beta PX113

Result:: NEGATIVE

Not Done::
6.a Sponsor 1D:
Date L ocation User Value Reason
Aug-26-2020 15:56:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | 113
Time (US & Canada)
6.a Test:
Date L ocation User Value Reason
Aug-26-2020 15:56:58 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Choriogonadotropin Beta PX1
Time (US & Canada) 13
6.a Result:
Date L ocation User Value Reason
Aug-26-2020 15:56:58 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NEGATIVE
Time (US & Canada)
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Header Text: 4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: RANDOMIZATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research

Subject Initials: ---

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

Back to Form

1. Randomization Date:

Date L ocation User Value Reason
Aug-26-2020 15:56:06 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Aug/26/2020

Time (US & Canada)

2. Randomization Number:

Date L ocation User Value Reason
Aug-26-2020 15:56:06 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central 66304

Time (US & Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1083) Benchmark Research
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Data Origin

Date L ocation User Value Reason

Aug-26-2020 19:20:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Aug-26-2020 19:20:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | SERUM

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Aug-27-2020 10:35:32 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Aug-27-2020 03:25:42 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened ‘Sample Collected?

(UTC-06:00) Central (b) (6) is Yes, however no

Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.

Aug-26-2020 19:20:38 | ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?

(UTC-06:00) Central (autoquery) is Yes, however no

Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.

Aug-26-2020 19:20:38 | ACVOPFEINFP6000 | () (4), (b) (6) Data Entry: Initial Entry

(UTC-06:00) Central YES

Time (US & Canada)

Aug/26/2020

Date of Collection:
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

Form Version: 22-Apr-2020 21:03
SiteNo: 1083

Subject No: 10831162

Generated By: | (b) (4)

090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

5a

Date L ocation User Value Reason
Aug-27-2020 10:35:32 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sample ID: BP6TX4

Time (US & Canada)

5.a Sample D

Date L ocation User Value Reason
Aug-27-2020 10:35:32 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central BP6TX4

Time (US & Canada)

5b

Date L ocation User Value Reason
Aug-27-2020 10:35:40 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sample | D: BP6TXL

Time (US & Canada)

5.b Sample|D

Date L ocation User Value Reason
Aug-27-2020 10:35:40 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central BPETXL

Time (US & Canada)

5.c

Date L ocation User Value Reason
Aug-27-2020 10:35:47 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sample |D: BP6TXM

Time (US & Canada)

5.c Sample D

Date L ocation User Value Reason
Aug-27-2020 10:35:47 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central BP6TXM

Time (US & Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research
Subject Initials: ---

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

5.d

Date L ocation User Value Reason
Aug-27-2020 10:35:59 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sample|D: BG1VT9

Time (US & Canada)

5.d Sample ID

Date L ocation User Value Reason
Aug-27-2020 10:35:59 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central BG1VT9

Time (US & Canada)

5e

Date L ocation User Value Reason
Aug-27-2020 10:36:06 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central SampleID: BG1VTB

Time (US & Canada)

5.e Sample D

Date L ocation User Value Reason
Aug-27-2020 10:36:06 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central BG1VTB

Time (US & Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1083) Benchmark Research
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Data Origin

Date L ocation User Value Reason

Aug-26-2020 18:24:21 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Aug-26-2020 18:24:21 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | NASAL_SWAB

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Aug-27-2020 10:35:00 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Aug-27-2020 03:26:13 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened ‘Sample Collected?

(UTC-06:00) Central (b) (6) is Yes, however no

Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.

Aug-26-2020 18:24:21 | ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?

(UTC-06:00) Central (autoquery) is Yes, however no

Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.

Aug-26-2020 18:24:21 | ACVOPFEINFP6000 ((b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central YES

Time (US & Canada) Date of Collection:

Aug/26/2020
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831162
Generated By: | (b) (4)

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

5a
Date L ocation User Value Reason
Aug-27-2020 10:35:00 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central
Time (US & Canada)

Sample|D: BP6TXB

5.a Sample D

Date L ocation User Value Reason
Aug-27-2020 10:35:00 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central BP6TXB

Time (US & Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research

Subject Initials: ---

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

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason
Aug-26-2020 15:53:34 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO

Time (US & Canada)

2. Treatment Name

Date L ocation User Value Reason
Aug-26-2020 15:53:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | BLINDED THERAPY

Time (US & Canada)

3. Formulation:

Date L ocation User Value Reason
Aug-26-2020 15:53:34 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | INJECTION

Time (US & Canada)

4. Dose Date Time:

Date L ocation User Value Reason
Aug-26-2020 15:53:34 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Aug/26/2020 13:06

Time (US & Canada)

5. Anatomical Location:

Date L ocation User Value Reason
Aug-26-2020 15:53:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | DELTOID MUSCLE

Time (US & Canada)

6. Body Side:

Date L ocation User Value Reason
Aug-26-2020 15:53:34 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831162 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

(UTC-06:00) Central (b) (4), (b) (6) |LEFT

Time (US & Canada)

7. Route:

Date L ocation User Value Reason
Aug-26-2020 15:53:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | INTRAMUSCULAR

Time (US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Aug-26-2020 15:53:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | THE PROTOCOL SPECIFIED O

Time (US & Canada) BSERVATION PERIOD

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

administration?

Date L ocation User Value Reason
Aug-26-2020 15:53:34 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central YES

Time (US & Canada)
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Header Text: c4591001

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Visit: V1_DAY1 VAX1 L
Form Version: 06-Jul-2020 21:53

Form: REACTOGENICITY DIARY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1083) Benchmark Research
Subject Initials: ---

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

Back to Form

1. Select appropriate response - Reactogenicity diary collection

(UTC-06:00) Central
Time (US & Canada)

NO - REACTOGENICITY E-
DIARY NOT COLLECTED F
OR THIS SUBJECT

Date L ocation User Value Reason
Aug-26-2020 15:52:34 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:02

Site No: 1083
Subject No: 10831162

Generated By: | (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research
Subject Initials: ---

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

Back to Form

1. Date of Visit

Date Location User Value Reason
Sep-17-2020 14:42:09 | ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query
(UTC-06:00) Central (autoquery)

Time (US & Canada)

Sep-17-2020 03:33:09 | ACVOPFEINFPE000 |/ (b) (4), (b) (6) Query 2: Opened Erroneous Visitis

(UTC-06:00) Central
Time (US & Canada)

marked, but date
of visit is added
and other
assessments are
performed at this
visit. Please
consider
unchecking
Erroneous Visit
button else clarify.

Sep-16-2020 17:09:37
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 2: Candidate

Erroneous Visit is
marked, but date
of visit is entered.
Please check
whether other
assessments are
performed at this
visit.

Sep-16-2020 17:09:37
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Data Entry:
Sep/16/2020

New Information

Aug-28-2020 08:36:21
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4). (b) (6)

Query 1: Closed

Closed by DM:
(b) (6)

Aug-27-2020 10:32:28
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Siteisunableto
remove the date as
Inform pop up
states adate
cannot be
removed. The visit
ismark as
erroneous. The
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Header Text: c4591001
Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:02

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research
Subject Initials: ---

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

data was entered
in error

Aug-27-2020 03:29:29
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Opened

Erroneous Visit is
marked, but date
of visit is entered.
Please check
whether other
assessments are
performed at this
visit.

Aug-26-2020 16:48:11
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

auto query
(autoquery)

Query 1: Candidate

Erroneous Visit is
marked, but date
of visit is entered.

Please check
whether other
assessments are
performed at this
visit.

Aug-26-2020 16:45:08 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry

(UTC-06:00) Central Aug/26/2020

Time (US & Canada)

2. Erroneous Visit

Date L ocation User Value Reason

Sep-17-2020 14:42:09 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: New Information

(UTC-06:00) Central

Time (US & Canada)

Aug-26-2020 16:48:11 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central
Time (US & Canada)

ERRONEOUS VISIT
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Header Text: c4591001

Visit: V2_VAX2 L

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

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

Site No: 1083
Subject No: 10831162

Generated By: | (b) (4)

Site Name: (1083) Benchmark Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date:
Date L ocation User Value Reason
Sep-16-2020 17:09:37 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Sep-16-2020 17:07:19 | ACVOPFEINFP6000 | auto query Query 1: Opened Vital signs Date
(UTC-06:00) Central (autoquery) 16/Sep/2020 is not
Time (US & Canada) same as Date of
Visit 26/Aug/2020.
Please review and
update as
appropriate or
clarify.
Sep-16-2020 17:07:19 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sep/16/2020
Time (US & Canada)
Aug-26-2020 16:48:05 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-06:00) Central
Time (US & Canada)
Aug-26-2020 16:47:42 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Aug/26/2020
Time (US & Canada)
2.a
Date L ocation User Value Reason
Sep-16-2020 17:07:19 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Record | dentifie 1
Time (US & Canada) r:
Temperature:  98.3
TemperatureUn F
it
TemperatureLo ORAL CA
cation:: VITY
Sep-15-2020 16:07:36 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-06:00) Central Record Identifier:: 1

Page 152 of 255

*** Confidential***
FDA-CBER-2021-5683-0960260




090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Visit: V2_VAX2 L

Site No: 1083
Subject No: 10831162
Generated By:

Header Text: c4591001

(b) (4)

Form Version: 21-Aug-2020 02:51

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research
Subject Initials: ---

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

Time (US & Canada)

Temperature:
Temperature Unit:
Temperature L ocation::

Aug-26-2020 16:47:42 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Record Identifie 1
Time (US& Canada) r::

Temperature:  99.1

TemperatureUn F

it:

TemperatureLo ORAL CA

cation:: VITY
2.a Record I dentifier:
Date L ocation User Value Reason
Aug-26-2020 16:47:42 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central 1
Time (US & Canada)
2.a Temperature:
Date L ocation User Value Reason
Sep-16-2020 17:07:19 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central 98.3
Time (US & Canada)
Sep-15-2020 16:07:36 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-06:00) Central
Time (US & Canada)
Aug-26-2020 16:47:42 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central 99.1
Time (US & Canada)
2.aUnit:
Date L ocation User Value Reason
Sep-16-2020 17:07:19 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central F
Time (US & Canada)
Sep-15-2020 16:07:36 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error
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Header Text: c4591001
Visit: V2_VAX2 L

Form Version: 21-Aug-2020 02:51

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

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

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

(UTC-06:00) Central (b) (4), (b) (6)

Time (US & Canada)

Aug-26-2020 16:47:42 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central F

Time (US & Canada)

2.a Temperature Location:

Date L ocation User Value Reason
Sep-16-2020 17:07:19 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central ORAL CAVITY

Time (US & Canada)

Sep-15-2020 16:07:36 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-06:00) Central

Time (US & Canada)

Aug-26-2020 16:47:42 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central ORAL CAVITY

Time (US & Canada)
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:49
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research

Subject Initials; ---

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

Back to Form

1. Lab Panel:

Date L ocation User Value Reason

Sep-16-2020 17:04:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | URINALYSIS

Time (US & Canada)

Aug-26-2020 16:48:29 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error

(UTC-06:00) Central (autocalc)

Time (US & Canada)

Aug-26-2020 16:47:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | URINALYSIS

Time (US & Canada)

2. Lab Sub-Pand!:

Date L ocation User Value Reason

Sep-16-2020 17:04:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | PREGNANCY

Time (US & Canada)

Aug-26-2020 16:48:29 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error

(UTC-06:00) Central (autocalc)

Time (US & Canada)

Aug-26-2020 16:47:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | PREGNANCY

Time (US & Canada)

3. Collection Date:

Date L ocation User Value Reason

Sep-16-2020 17:09:37 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Sep-16-2020 17:04:41 | ACVOPFEINFP6000 | auto query Query 1: Opened Collection Date

(UTC-06:00) Central (autoquery) 16/Sep/2020 is not

Time (US & Canada) the same as the
Date of Visit
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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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831162 Subject Initials; ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
26/Aug/2020.
Please correct or
confirm.

Sep-16-2020 17:04:41 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Sep/16/2020

Time (US & Canada)

Aug-26-2020 16:48:29 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Transcription Error

(UTC-06:00) Central

Time (US & Canada)

Aug-26-2020 16:47:28 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Aug/26/2020

Time (US & Canada)

4. Laboratory Name and Address (Derived)

Date L ocation User Value Reason

Sep-16-2020 17:04:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | STUDY SITE

Time (US & Canada)

Aug-26-2020 16:48:29 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error

(UTC-06:00) Central (autocalc)

Time (US & Canada)

Aug-26-2020 16:47:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | STUDY SITE

Time (US & Canada)

5. Specimen Type:

Date L ocation User Value Reason

Sep-16-2020 17:04:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | URINE

Time (US & Canada)

Aug-26-2020 16:48:29 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error

(UTC-06:00) Central (autocalc)

Time (US & Canada)

Aug-26-2020 16:47:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | URINE

Time (US & Canada)
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Header Text: c4591001
Visit: V2_VAX2 L

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 21-Aug-2020 02:49

Form Status: Data Complete, Locked, Frozen, Verified

*** Confidential***

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831162 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
6.a
Date L ocation User Value Reason
Sep-16-2020 17:04:41 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Sponsor-Defin 113
Time (US & Canada) ed | dentifier:
Test:: Choriogonadotro
pin Beta PX113
Result:: NEGATIVE
Not Done::
Aug-26-2020 16:48:39 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-06:00) Central (autocalc) Sponsor -Defin
Time (US & Canada) ed | dentifier:
Test:: Choriogonadotro
pin Beta PX113
Result::
Not Done::
Aug-26-2020 16:47:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Sponsor-Defin 113
Time (US & Canada) ed Identifier:
Test:: Choriogonadotro
pin Beta PX113
Result:: NEGATIVE
Not Done::
6.a Sponsor 1D:
Date L ocation User Value Reason
Sep-16-2020 17:04:41 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | 113
Time (US & Canada)
Aug-26-2020 16:48:39 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-06:00) Central (autocalc)
Time (US & Canada)
Aug-26-2020 16:47:28 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | 113
Time (US & Canada)
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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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831162 Subject Initials; ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

6.a Test:

Date Location User Value Reason
Aug-26-2020 16:47:28 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Choriogonadotropin Beta PX1

Time (US & Canada) 13

6.a Result:

Date L ocation User Value Reason
Sep-16-2020 17:04:41 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NEGATIVE

Time (US & Canada)

Aug-26-2020 16:48:39 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-06:00) Central

Time (US & Canada)

Aug-26-2020 16:47:28 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NEGATIVE

Time (US & Canada)
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Header Text: c4591001
Visit: V2 VAX2 L

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research

Subject Initials; ---

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

Back to Form

1. Data Origin

Date L ocation User Value Reason
Sep-16-2020 17:02:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason
Sep-16-2020 17:02:10 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | NASAL_SWAB

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Sep-16-2020 17:09:37 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-06:00) Central (autoquery)

Time (US & Canada)

Sep-16-2020 17:02:38 | ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)

Time (US & Canada)

Sep-16-2020 17:02:10 | ACVOPFEINFP6000 | auto query Query 2: Candidate ‘Sample Collected?
(UTC-06:00) Central (autoquery) is Yes, however no
Time (US & Canada) barcodes are

entered. Please
review and correct

as appropriate.
Sep-16-2020 17:02:10 | ACVOPFEINFP6000 | auto query Query 1: Opened Date of Collection
(UTC-06:00) Central (autoquery) 16/Sep/2020 is
Time (US & Canada) greater than Date

of Visit 26/Aug

/2020. Please

review and update
as appropriate, else
clarify.
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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: 1083
Subject No: 10831162
Generated By: | (b) (4)

Site Name: (1083) Benchmark Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Sep-16-2020 17:02:10
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
YES
Date of Collection:

Sep/16/2020
5a
Date L ocation User Value Reason
Sep-16-2020 17:02:38 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central
Time (US & Canada)

Sample ID: BPZ1WL

5.a Sample D

Date L ocation User Value Reason
Sep-16-2020 17:02:38 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central BPZ1WL

Time (US & Canada)
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

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

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

Back to Form

1. Was there a temporary delay of vaccination?

Date

L ocation

User

Value

Reason

Sep-16-2020 17:03:06
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

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

Data Entry:
NO

Initial Entry

Aug-26-2020 16:48:56
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG6000

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

Data Entry:

Transcription Error

Aug-26-2020 16:47:12
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Data Entry:
NO

Initial Entry

2. Treatment Name

Date L ocation

User

Value Reason

Sep-16-2020
21:48.07
(UTC-06:00)
Centra Time
(Us&
Canada)

ACVOPFEINFP6000.InFormAdapter.Discrepancy

PFETMS Oracle
(b) (4)

Discrepancy
has been
closed.

Query 2
: Closed

Sep-16-2020
17:03:06
(UTC-06:00)
Central Time
(Us&
Canada)

ACVOPFEINFP6000

auto calc (autocalc)

Initial Entry

Sep-16-2020
04:50:02
(UTC-06:00)
Central Time
(US&
Canada)

ACVOPFEINFP6000.InFormA dapter.Discrepancy

PFETMS Oracle
(b) (4)

Null Term:
Verbatim

d term must not
be null/blank.

Aug-31-2020
08:14:39

(UTC-06:00)
Central Time

ACVOPFEINFP6000

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

visit entered
by accident

Query 1
: Closed
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04

Site No: 1083
Subject No: 10831162
Generated By:

(b) (4)

Subject Initials: ---

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

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research

(US&
Canada)

Aug-27-2020
02:41:42
(UTC-06:00)
Central Time
(UsS&
Canada)

ACVOPFEINFP6000.I nFormA dapter.Discrepancy

PFETMS Oracle
(b) (4)

Query 1 | Null Term:

: Opene | Verbatim

d term must not
be null/blank.

Aug-26-2020
16:49:02
(UTC-06:00)
Central Time
(Us&
Canada)

ACVOPFEINFP6000

auto calc (autocalc)

Transcription
ntry: Error

Aug-26-2020
16:47:12
(UTC-06:00)
Central Time
(Us&
Canada)

ACVOPFEINFP6000

auto calc (autocalc)

Initia Entry

3. Formulation:

Date

L ocation

User

Value

Reason

Sep-16-2020 17:03:06
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

Aug-26-2020 16:49:02
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

auto calc
(autocalc)

Data Entry:

Transcription Error

Aug-26-2020 16:47:12
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date

L ocation

User

Value

Reason

Sep-16-2020 17:09:37
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 1: Closed

Close Auto Query
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Header Text: c4591001
Visit: V2_VAX2 L

Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831162 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

Sep-16-2020 17:03:06 | ACVOPFEINFP6000 | auto query Query 1: Opened Dose Dateis not

(UTC-06:00) Central (autoquery) equal to Date of

Time (US & Canada) Visit 26/Aug/2020
of the
corresponding Visit.
Please review and
update as
appropriate.

Sep-16-2020 17:03:06 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Sep/16/2020 16:12

Time (US & Canada)

Aug-26-2020 16:49:02 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error

(UTC-06:00) Central

Time (US & Canada)

Aug-26-2020 16:47:12 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Aug/26/2020 15:51

Time (US & Canada)

5. Anatomical Location:

Date L ocation User Value Reason

Sep-16-2020 17:03:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | DELTOID MUSCLE

Time (US & Canada)

Aug-26-2020 16:49:02 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error

(UTC-06:00) Central (autocalc)

Time (US & Canada)

Aug-26-2020 16:47:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | DELTOID MUSCLE

Time (US & Canada)

6. Body Side:

Date L ocation User Value Reason

Sep-16-2020 17:03:06 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central LEFT

Time (US & Canada)

Aug-26-2020 16:49:08 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error

(UTC-06:00) Central

Time (US & Canada)
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090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001
Visit: V2_VAX2 L

Form: VACCINATION - eCRF Audit Trail History

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

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Site Name: (1083) Benchmark Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Aug-26-2020 16:47:12 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central LEFT

Time (US & Canada)

7. Route:

Date L ocation User Value Reason
Sep-16-2020 17:03:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central
Time (US & Canada)

(autocalc) | INTRAMUSCULAR

Aug-26-2020 16:49:02 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-06:00) Central (autocalc)

Time (US & Canada)

Aug-26-2020 16:47:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central
Time (US & Canada)

(autocalc) | INTRAMUSCULAR

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Sep-16-2020 17:03:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central
Time (US & Canada)

(autocalc) | THE PROTOCOL SPECIFIED O
BSERVATION PERIOD

Aug-26-2020 16:49:02 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-06:00) Central (autocalc)

Time (US & Canada)

Aug-26-2020 16:47:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central
Time (US & Canada)

(autocalc) | THE PROTOCOL SPECIFIED O
BSERVATION PERIOD

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

administration?

Date L ocation User Value Reason
Sep-16-2020 17:03:06 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central YES
Time (US & Canada)
Aug-26-2020 16:49:14 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-06:00) Central
Time (US & Canada)
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090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001
Visit: V2_VAX2 L

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Form: VACCINATION - eCRF Audit Trail History

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

Site Name: (1083) Benchmark Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Aug-26-2020 16:47:12
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
YES
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090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research

Subject Initials: ---

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

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Oct-20-2020 13:25:03 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Oct/19/2020

Time (US & Canada)
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090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001
Visit: V3_ MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1083

Subject No: 10831162
Generated By: | (b) (4)

eCRF Audit Trail History

Site Name: (1083) Benchmark Research
Subject Initials; ---

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

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Form Status: Data Complete, Locked, Frozen, Verified

Back to Form

1. Data Origin
Date L ocation User Value Reason
Oct-20-2020 13:25:13 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Oct-20-2020 13:25:13 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Oct-20-2020 15:51:29 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Oct-20-2020 13:25:13 | ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected?
(UTC-06:00) Central (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Oct-20-2020 13:25:13 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central YES
Time (US & Canada) Date of Callection:
Oct/19/2020
5a
Date L ocation User Value Reason
Oct-20-2020 15:51:29 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central
Time (US & Canada)

Sample |D: BP21TY
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090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001
Visit: V3_MONTH1_POSTVAX2_ L

Form Version: 22-Apr-2020 21:03
SiteNo: 1083

Subject No: 10831162

Generated By: | (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1083) Benchmark Research

Subject Initials: ---

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

5.a SampleID

Date Location User Value Reason
Oct-20-2020 15:51:29 | ACVOPFEINFPE000 |(b) (4), (b)(6) |DataEntry: Initial Entry
(UTC-06:00) Central BP21TY

Time (US & Canada)

5b

Date L ocation User Value Reason
Oct-20-2020 15:51:39 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sample|D: BPHMSH

Time (US & Canada)

5.b Sample|D

Date L ocation User Value Reason
Oct-20-2020 15:51:39 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central BPHMSH

Time (US & Canada)

5.c

Date L ocation User Value Reason
Oct-20-2020 15:51:47 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sample ID: BPHMS]

Time (US & Canada)

5.c Sample D

Date L ocation User Value Reason
Oct-20-2020 15:51:47 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central BPHMSJ

Time (US & Canada)
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090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

on Oct/30/2020

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Form Version: 22-Apr-2020 21:03

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1083) Benchmark Research
Subject Initials: ---

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

Back to Form

1. Date of Visit

Date

L ocation

User

Value

Reason

Feb-18-2021 17:33:16
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 5: Closed

Response satisfies
query

Feb-18-2021 16:15:57
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 5: Answered

Thisis pending Dr.
Chu decision if
subject will be DC
dueto PD for
receiving outside
vax or followed for
subject safety as
they rec'd vax 1 and
vax2 during the
study so got double
dosed once they got
outside vaccine

Feb-18-2021 15:42:48
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 5: Opened

Per: (b) (6) 's
04Feb2021 email
titled Global
Clarification on
Convalescent Visits
and Data Entry
Expectations,
please confirm if a
|ate conval escent
visit can be
performed (no
maximum for days
O0oWwW)

Dec-15-2020 04:21:24
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 4: Closed

As per site
confirmation -
updated PD tracker

Dec-14-2020 16:46:58
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 4: Answered

Subject was
instructed to self
swab per Pl since
shewas unable to
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090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

on Oct/30/2020

Form Version: 22-Apr-2020 21:03

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1083) Benchmark Research
Subject Initials: ---

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

comein, but
subject has not
completed.
Symptoms ended
010CT2020

Dec-14-2020 05:23:11
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4).
(b) (6)

Query 4: Opened

PDQ: Per comment
on SWAB " Subject
was instructed to
self swab per PI
since shewas
unable to comein."
Please update self
swab details once
dataisavailable

Dec-03-2020 02:40:27
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) 4,
(b) (6)

Query 4: Candidate

PDQ: Than you for
your response.
Please update
SWAB details once
dataisavailable

Dec-03-2020 02:38:41 | ACVOPFEINFP6000 | (b) (4), Query 1: Deleted Duplicate query
(UTC-06:00) Central (b) (6)

Time (US & Canada)

Dec-02-2020 23:18:45 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 3: Closed Response satisfies

(UTC-06:00) Central
Time (US & Canada)

query

Dec-02-2020 13:53:55 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 3: Answered Changed data per

(UTC-06:00) Central query

Time (US & Canada)

Dec-02-2020 13:52:48 | ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visitis

(UTC-06:00) Central (autoquery) completed but Date

Time (US & Canada) of Collectionin
both Nasal Swab
Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Dec-02-2020 00:28:32
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 3: Reissued:Opened

DM : Thanksfor
response. However,
Please review and
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090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

on Oct/30/2020

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Form Version: 22-Apr-2020 21:03

Form Status: Data Complete, Frozen, Verified
Site Name: (1083) Benchmark Research
Subject Initials: ---

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

consider to update
'lllness Details
form' . Else, clarify.

Dec-01-2020 22:50:31
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Reissued:Opened

DM : Thanksfor
response. However,
SWAB PFE istill
not updated. Please
review and update.

Elsg, clarify.
Dec-01-2020 10:00:32 | ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 3: Answered Telehealth only
(UTC-06:00) Central subject agreed to
Time (US & Canada) self swab and

subject never did
and will not return
sites call

Dec-01-2020 09:58:31
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) |Query 1: Answered

Subject still has not
done a self swab
and site cannot get
ahold of subject
and last site attempt
to reach subject

Time (US & Canada)

was a certified
letter
Dec-01-2020 07:57:25 | ACVOPFEINFPE000 |(b) (4). (b) (6) Query 3: Opened DM: Kindly review
(UTC-06:00) Central and complete
Time (US & Canada) ‘IlIness Details
form' at thisvisit.
Thank you.
Dec-01-2020 01:35:23 | ACVOPFEINFP6000 | (b) (4), Query 1: Opened Date of Visitis
(UTC-06:00) Central (b) (6) completed but Date
Time (US & Canada) of Collectionin
both Nasal Swab
Self and Nasdl
Swab are missing.
Please review and
update as
appropriate.
Nov-30-2020 14:21:30 | ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
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090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

on Oct/30/2020

Form Version: 22-Apr-2020 21:03

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1083) Benchmark Research
Subject Initials: ---

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

Nov-30-2020 14:19:53 | ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis

(UTC-06:00) Central (autoquery) completed but Date

Time (US & Canada) of Assessment in
the Signs and
Symptomsformis
missing. Please
review and update
as appropriate.

Nov-30-2020 14:19:53 | ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visitis

(UTC-06:00) Central (autoquery) completed but Date

Time (US & Canada) of Collectionin
both Nasal Swab
Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Nov-30-2020 14:19:53 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Oct/30/2020

Time (US & Canada)

3. COVID-19 llIness Visit:

Date L ocation User Value Reason

Nov-30-2020 14:19:53 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | COVID_A

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
on Oct/30/2020 Audit Trail History

090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Form Version: 10-Oct-2020 16:02

Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831162 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason

Nov-30-2020 14:21:30 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Oct/30/2020

Time (US & Canada)

2. Date of First Symptom Started:

Date L ocation User Value Reason

Dec-04-2020 18:04:27 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information

(UTC-06:00) Central Sep/18/2020

Time (US & Canada)

Nov-30-2020 14:42:57 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-30-2020 14:42:57 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information

(UTC-06:00) Central Sep/19/2020

Time (US & Canada)

Nov-30-2020 14:21:30 | ACVOPFEINFP6000 | auto query Query 1: Opened PDQ: First

(UTC-06:00) Central (autoquery) Symptom Start

Time (US & Canada) dateis prior to
Date Written
Consent Obtained.
Please review and
update as
appropriate.

Nov-30-2020 14:21:30 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Feb/UNK/2020

Time (US & Canada)

3. Symptoms Ongoing?

Date L ocation User Value Reason

Dec-10-2020 17:24:58 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information

(UTC-06:00) Central NO

Time (US & Canada) Date of Last Symptom Resol
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
on Oct/30/2020 Audit Trail History

090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Form Version: 10-Oct-2020 16:02

Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831162 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
ved:
Oct/1/2020
Nov-30-2020 14:21:30 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central YES
Time (US & Canada)
4a
Date L ocation User Value Reason
Nov-30-2020 14:21:30 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(QTC—OG:OO) Centrd Symptoms: FEVER
Time (US & Canada) Symptom Present: NO
4.a Symptoms:
Date L ocation User Value Reason
Nov-30-2020 14:21:30 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central FEVER
Time (US & Canada)
4.a Was symptom present?
Date L ocation User Value Reason
Nov-30-2020 14:21:30 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
4b
Date L ocation User Value Reason
Nov-30-2020 14:21:30 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Symptoms NEW OR INCRE
Time (US & Canada) : ASED COUGH
Symptom NO
Present:
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090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
on Oct/30/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831162 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
4.b Symptoms:
Date Location User Value Reason
Nov-30-2020 14:21:30 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NEW OR INCREASED COUG
Time (US & Canada) H
4.b Was symptom present?
Date L ocation User Value Reason
Nov-30-2020 14:21:30 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
4.c
Date L ocation User Value Reason
Nov-30-2020 14:21:30 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(L_JTC-OG:OO) Central Sympto NEW OR INCREAS
Time (US & Canada) ms: ED SHORTNESS O
F BREATH

Sympto NO

m Prese

nt:
4.c Symptoms:
Date L ocation User Value Reason
Nov-30-2020 14:21:30 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NEW OR INCREASED SHOR
Time (US & Canada) TNESS OF BREATH
4.c Was symptom present?
Date L ocation User Value Reason
Nov-30-2020 14:21:30 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
4d
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090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Oct/30/2020

Form Version: 10-Oct-2020 16:02

Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831162 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
Date Location User Value Reason
Nov-30-2020 14:21:30 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(QTC-OB:OO) Central Symptoms: CHILLS
Time (US & Canada) Symptom Present: NO
4.d Symptoms:
Date L ocation User Value Reason
Nov-30-2020 14:21:30 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central CHILLS
Time (US & Canada)
4.d Was symptom present?
Date L ocation User Value Reason
Nov-30-2020 14:21:30 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
4e
Date L ocation User Value Reason
Nov-30-2020 14:21:30 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(QTC—OG:OO) Centrd Sympto NEW OR INCREA
Time (US & Canada) ms: SED MUSCLE PAI
N
Sympto NO
m Presen

t:
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090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

on Oct/30/2020

Form Version: 10-Oct-2020 16:02

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831162 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
4.e Symptoms:
Date Location User Value Reason
Nov-30-2020 14:21:30 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NEW OR INCREASED MUSC
Time (US & Canada) LE PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Nov-30-2020 14:21:30 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
Af
Date L ocation User Value Reason
Nov-30-2020 14:21:30 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(QTC-OG:OO) Central Symptom NEW LOSSOF T
Time (US & Canada) s: ASTE OR SMELL

Symptom NO

Present:
4.f Symptoms:
Date L ocation User Value Reason
Nov-30-2020 14:21:30 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NEW LOSSOF TASTEOR S
Time (US & Canada) MELL
4.f Was symptom present?
Date L ocation User Value Reason
Nov-30-2020 14:21:30 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
49
Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Oct/30/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831162 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
Nov-30-2020 14:21:30 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(QTC-OG:OO) Central Sympto NEW OR INCREA
Time (US & Canada) ms: SED SORE THRO
AT

Sympto NO

m Presen

t:
4.g Symptoms:
Date L ocation User Value Reason
Nov-30-2020 14:21:30 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NEW OR INCREASED SORE
Time (US & Canada) THROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Nov-30-2020 14:21:30 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
4.h
Date L ocation User Value Reason
Nov-30-2020 14:21:30 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Symptoms: DIARRHE
Time (US & Canada) A

Symptom Presen YES
t:
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
on Oct/30/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831162 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
4.h Symptoms:
Date L ocation User Value Reason
Nov-30-2020 14:21:30 | ACVOPFEINFP6000 |(b) (4), (b)(6) |DataEntry: Initial Entry
(UTC-06:00) Central DIARRHEA
Time (US & Canada)
4.h Was symptom present?
Date L ocation User Value Reason
Dec-09-2020 07:58:50 | ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central (b) (6) query
Time (US & Canada)
Dec-04-2020 18:05:18 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Answered Changed data per
(UTC-06:00) Central query
Time (US & Canada)
Dec-03-2020 21:29:06 | ACVOPFEINFP6000 | (b) (4), Query 1: Opened Per IlIness Visit
(UTC-06:00) Central (b) (6) Symptom Tracking
Time (US & Canada) Log, all symptoms
started on
18Sep2020. Please
confirm and
update.
Nov-30-2020 14:21:30 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central YES
Time (US & Canada)
4.
Date L ocation User Value Reason
Nov-30-2020 14:21:30 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Symptoms: VOMITIN
Time (US & Canada) G
Symptom Presen YES
t:
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

on Oct/30/2020 Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831162 Subject Initials; ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

4.i Symptoms:

Date Location User Value Reason
Nov-30-2020 14:21:30 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central VOMITING

Time (US & Canada)

4.i Was symptom present?

Date L ocation User Value Reason
Nov-30-2020 14:21:30 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central YES

Time (US & Canada)

5a

Date L ocation User Value Reason
Nov-30-2020 14:44:.03 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Symptoms - Other: Nausea

Time (US & Canada)

5.a Symptoms - Other Text:

Date L ocation User Value Reason
Nov-30-2020 14:44.03 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Nausea

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

on Oct/30/2020

Form Version: 06-Jul-2020 21:54

Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831162 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason

Dec-09-2020 07:57:40 | ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Dec-04-2020 18:03:53 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Answered Site has been

(UTC-06:00) Central attempting to get

Time (US & Canada) recordsto
complete eCRF.

Dec-03-2020 21:30:55 | ACVOPFEINFP6000 | (b) (4), Query 1: Opened Per llIness Visit

(UTC-06:00) Central (b) (6) Symptom Tracking

Time (US & Canada) Form, subject had
aCOVID-19 test
with negative
results. Please
confirm and
update.

Nov-30-2020 14:21:45 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Not Applicable

Time (US & Canada)

2. Specimen Type:

Date L ocation User Value Reason

Nov-30-2020 14:21:45 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Not Applicable

Time (US & Canada)

3. Specimen Collection Location:

Date L ocation User Value Reason

Nov-30-2020 14:21:45 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Not Applicable

Time (US & Canada)

4. Assay Code and Description:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

on Oct/30/2020

Form Version: 06-Jul-2020 21:54

Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831162 Subject Initials; ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

Date Location User Value Reason
Nov-30-2020 14:21:45 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5. Device Type:

Date Location User Value Reason
Nov-30-2020 14:21:45 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

6. Trade Name:

Date L ocation User Value Reason
Nov-30-2020 14:21:45 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

7. Test Result:

Date L ocation User Value Reason
Nov-30-2020 14:21:45 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

8. Comments/Findings/Details:

Date L ocation User Value Reason
Nov-30-2020 14:21:45 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

9. Trade Name Other, Specify:

Date L ocation User Value Reason
Nov-30-2020 14:21:45 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

on Oct/30/2020 eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831162 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Data Origin

Date L ocation User Value Reason
Nov-30-2020 14:45:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason
Nov-30-2020 14:45:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | NASAL_SWAB_SELF

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Nov-30-2020 14:45:00 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO

Time (US & Canada)

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

(UTC-06:00) Central
Time (US & Canada)

Subject was instructed to self s

wab per Pl since she was unabl

eto comein, but subject has no
t completed

Date Location User Value Reason
Dec-07-2020 16:21:52 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information

Nov-30-2020 14:45:00
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Data Entry:
Subject was instructed to self s

wab per Pl since she was unabl
etocomein.

Initial Entry
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Header Text: c4591001

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

on Oct/30/2020

Form Version: 22-Apr-2020 21:03

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1083) Benchmark Research
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Data Origin

Date L ocation User Value Reason
Dec-02-2020 13:52:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason
Dec-02-2020 13:52:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | NASAL_SWAB

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Dec-02-2020 13:52:48 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO

Time (US & Canada)

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

Date Location User Value Reason
Dec-02-2020 13:53:12 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information

(UTC-06:00) Central
Time (US & Canada)

Subject was instructed to self s
wab per Pl since she was unabl
eto comein.

Dec-02-2020 13:52:48
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Data Entry:

Initia Entry
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Header Text: c4591001

on Oct/30/2020

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Form Version: 10-Oct-2020 15:59

Form Status: Data Complete, Frozen, Verified
Site Name: (1083) Benchmark Research
Subject Initials; ---

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Back to Form

la
Date L ocation User Value Reason
Nov-30-2020 14:45:58 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Type of Practitioner SPECIA
Time (US & Canada) : LIST
Occurrence of Visits NO
or Contacts:
1.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-30-2020 14:45:58 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central SPECIALIST
Time (US & Canada)
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-30-2020 14:45:58 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
1b
Date L ocation User Value Reason
Nov-30-2020 14:45:58 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Type of Practi EMERGENC
Time (US & Canada) tioner: Y ROOM
Occurrenceof YES
Visitsor Cont  Number of i
acts: sitsor Conta
cts:
1
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Oct/30/2020

Form Version: 10-Oct-2020 15:59

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1083) Benchmark Research
Subject Initials: ---

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

1.b Physician or Healthcare Professional:

Date L ocation User Value Reason
Nov-30-2020 14:45:58 | ACVOPFEINFP6000 |(b)(4), (b)(6) |DataEntry: Initial Entry
(UTC-06:00) Central EMERGENCY ROOM
Time (US & Canada)
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-30-2020 14:45:58 | ACVOPFEINFP6000 |(b)(4), (b)(6) |DataEntry: Initial Entry
(UTC-06:00) Central YES
Time (US & Canada) Number of Visits or Contacts:
1
1.c
Date L ocation User Value Reason
Nov-30-2020 14:45:58 | ACVOPFEINFP6000 |(b) (4), (b)(6) |DataEntry: Initial Entry
(UTC-06:00) Central Type of Practi PRIMARY C
Time (US & Canada) tioner: ARE PHYSIC
IAN

Occurrenceof NO

Visitsor Cont

acts:
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-30-2020 14:45:58 | ACVOPFEINFP6000 |(b)(4), (b)(6) |DataEntry: Initial Entry
(UTC-06:00) Central PRIMARY CARE PHYSICIA
Time (US & Canada) N
1.c Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Nov-30-2020 14:45:58 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO

Time (US & Canada)
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Header Text: c4591001

on Oct/30/2020

Form Version: 10-Oct-2020 15:59

Form Status: Data Complete, Frozen, Verified

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831162 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
1d
Date L ocation User Value Reason
Nov-30-2020 14:45:58 | ACVOPFEINFP6000 |(b)(4), (b)(6) |DataEntry: Initial Entry
(UTC-06:00) Central Type of Practition URGENT
Time (US & Canada) er: CARE

Occurrenceof Viss NO

tsor Contacts:
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-30-2020 14:45:58 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central URGENT CARE
Time (US & Canada)
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-30-2020 14:45:58 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
le
Date L ocation User Value Reason
Nov-30-2020 14:45:58 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Type of Practi TELEPHONE
Time (US & Canada) tioner: CONSULTAT

ION

Occurrence of NO

Visitsor Cont

acts:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Oct/30/2020

Form Version: 10-Oct-2020 15:59

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1083) Benchmark Research
Subject Initials: ---

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

1.e Physician or Healthcare Professional:

Date L ocation User Value Reason
Nov-30-2020 14:45:58 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central TELEPHONE CONSULTATIO
Time (US & Canada) N
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-30-2020 14:45:58 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
1f
Date L ocation User Value Reason
Nov-30-2020 14:45:58 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Typeof Practitioner: OTH
Time (US & Canada) ER

Occurrence of Visitso NO

r Contacts:
1.f Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-30-2020 14:45:58 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central OTHER
Time (US & Canada)
1.f Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-30-2020 14:45:58 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
3. Has the subject been hospitalized due to potential COVID-19 illness?
Date L ocation User Value Reason
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Header Text: c4591001

Subject No: 10831162
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Oct/30/2020
Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified
Site No: 1083 Site Name: (1083) Benchmark Research

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

Nov-30-2020 14:45:58
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
NO
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: ILLNESS DETAILS - eCRF Audit Trail History

on Oct/30/2020

Form Version: 06-Jul-2020 21:52

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1083) Benchmark Research
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Dec-02-2020 13:53:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | POTENTIAL COVID-19 ILLNES

Time (US & Canada) S

2. Was a diagnosis obtained for Potential COVID-19 IlIness?

Date L ocation User Value Reason
Dec-02-2020 13:53:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO

Time (US & Canada)

3. Toxicity Grade:

Date L ocation User Value Reason
Dec-02-2020 13:53:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central 1

Time (US & Canada)
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

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

Site Name: (1083) Benchmark Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason
Oct-20-2020 13:25:27 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Oct/19/2020

Time (US & Canada)

2. Phase of Disposition:

Date L ocation User Value Reason
Oct-20-2020 13:25:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | VACCINATION

Time (US & Canada)

3. Status:

Date L ocation User Value Reason
Oct-20-2020 13:25:27 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central COMPLETED

Time (US & Canada)
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Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Site Name: (1083) Benchmark Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

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
Feb-26-2021 13:58:11 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Feb/26/2021

Time (US & Canada)

2. Phase of Disposition:

Date L ocation User Value Reason
Feb-26-2021 13:58:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | FOLLOW-UP

Time (US & Canada)

3. Status:

Date L ocation User Value Reason
Feb-26-2021 13:58:11 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central PROTOCOL DEVIATION

Time (US & Canada)

4. Specify Status:

Date L ocation User Value Reason
Feb-26-2021 13:58:11 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Subject received outside COVI

Time (US & Canada)

D-19 Vaccine 21DEC2020
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - Audit Trall

Form Status:

Site Name: (1083) Benchmark Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Date

L ocation

User

Value

Reason

Oct-20-2020 13:37:54
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Form Created
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1083) Benchmark Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date L ocation User Value Reason
Nov-30-2020 14:31:39 | ACVOPFEINFP6000 ((b) (4), (b) (6) |Form Deleted New
(UTC-06:00) Central Information
Time (US & Canada)

Oct-29-2020 17:27:55 ACVOPFEINFP6000 |(b) (4), (b) (6) |Form Created

(UTC-06:00) Centra
Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1083) Benchmark Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Date

L ocation

User

Value

Reason

Oct-29-2020 17:30:06
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Form Created

*** Confidential***
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1083) Benchmark Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date L ocation User Value Reason
Nov-30-2020 14:34:01 | ACVOPFEINFP6000 ((b) (4), (b) (6) |Form Deleted New
(UTC-06:00) Central Information
Time (US & Canada)

Oct-29-2020 17:31:28 ACVOPFEINFP6000 |(b) (4), (b) (6) |Form Created

(UTC-06:00) Centra
Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1083) Benchmark Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

(UTC-06:00) Centra
Time (US & Canada)

Date L ocation User Value Reason
Dec-10-2020 17:31:.53 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Form Deleted New
(UTC-06:00) Central Information
Time (US & Canada)

Dec-04-2020 15:39:08 | ACVOPFEINFP6000 ((b) (4), (b) (6) | Form Created

*** Confidential***
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1083) Benchmark Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Date

L ocation

User

Value

Reason

Dec-09-2020 15:26:46
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Form Created
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090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

Back to Form

(UTC-06:00) Central
Time (US & Canada)

(b) (6)

1. Category:

Date L ocation User Value Reason
Oct-20-2020 13:37:54 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date L ocation User Value Reason
Oct-20-2020 13:37:54 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |1

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Oct-26-2020 19:07:35 | ACVOPFEINFP6000 |/ (b) (4), Query 1: Closed Response satisfies

query

Oct-23-2020 13:08:36
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

190CT2020 L ate
Report of Prev
Medical history
right upper
quadrant pain not
disclosed at
screening or prior
toVlor V2 AEis
for aworsening of
and site was not
aware until V3
visit.

Oct-22-2020 20:12:42
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Opened

ClinQuery:
Worsening of Right
Upper Quadrant
Pain : Please can
you confirm if
subject DID or
DID NOT meet
TDV criteriaasa

*** Confidential***

Page 199 of 255

FDA-CBER-2021-5683-0960307




090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1083

Subject No: 10831162
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete

Site Name: (1083) Benchmark Research
Subject Initials: ---

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

result of thisAE
ongoing at V2?
Thanks

Oct-20-2020 13:40:59
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Data Entry:
Worsening of Right Upper Qua
drant Pain

New Information

Oct-20-2020 13:37:54 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Right Upper Quadrant Pain

Time (US & Canada)

4. Start Date Time:

Date L ocation User Value Reason
Oct-22-2020 04:18:13 | ACVOPFEINFP6000 | (b) (4), Query 3: Closed Closed as data
(UTC-06:00) Central (b) (6) updated.

Time (US & Canada)

Oct-22-2020 04:18:02 | ACVOPFEINFP6000 | (b) (4), Query 1: Closed Closed as data
(UTC-06:00) Central (b) (6) updated.

Time (US & Canada)

Oct-21-2020 11:05:33 | ACVOPFEINFPG000 |(b) (4), (b) (6) Query 2: Closed Response satisfies
(UTC-06:00) Central query

Time (US & Canada)

Oct-20-2020 14:55:57 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: New Information
(UTC-06:00) Central Sep/14/2020 00:00

Time (US & Canada)

Oct-20-2020 13:41:40
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Late Entry Medical
history- subject
disclosed at V3

Oct-20-2020 13:41:32
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 3: Answered

Late Entry Medical
history- subject
disclosed at V3

Oct-20-2020 13:40:59
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 3: Opened

For Worsening of
Right Upper
Quadrant Pain :
Start date
01/Feb/2020 is
before
V1D1VXI1L visit
date 26/Aug/2020.
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090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1083

Subject No: 10831162

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete

Site Name: (1083) Benchmark Research
Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
Please review and
update as
appropriate.
Oct-20-2020 13:40:43 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Answered Late entry to
(UTC-06:00) Central Medical History
Time (US & Canada) -Disclosed at V3
Oct-20-2020 13:39:44 | ACVOPFEINFP6000 | auto query Query 2: Opened For Right Upper
(UTC-06:00) Central (autoquery) Quadrant Pain :
Time (US & Canada) Start date
01/Feb/2020 is
before
V1D1VXI1L visit
date 26/Aug/2020.
Please review and
update as
appropriate.
Oct-20-2020 13:39:44 | ACVOPFEINFP6000 | auto query Query 1: Opened Start date is before
(UTC-06:00) Central (autoquery) Consent Date
Time (US & Canada) 26/Aug/2020.
Oct-20-2020 13:39:44 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-06:00) Central Feb/1/2020 00:00
Time (US & Canada)
5. Isthe adverse event still ongoing?
Date Location User Value Reason
Mar-05-2021 01:48:25 | ACVOPFEINFP6000 |/(b) (4), Query 2: Closed Response satisfies
(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Mar-03-2021 14:13:47
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Answered

ongoing per last
site contact with
subject

Mar-01-2021 11:21:16
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Reissued:Opened

Please review and
clarify as
'Disposition
Follow-up formis
completed and this
Adverse Event is
till ongoing.
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Feb-26-2021 15:55:48
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Answered

Original valueis
correct

Feb-26-2021 13:58:11
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 2: Opened

'Disposition
Follow-up formis
completed and this
Adverse Event is
till ongoing.
Please review and
update as

appropriate.

Oct-25-2020 19:54:30
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Closed

Response satisfies
query

Oct-22-2020 16:12:56 | ACVOPFEINFPE000 |(b) (4), (b) (6) |Query 1: Answered Ongoing

(UTC-06:00) Central

Time (US & Canada)

Oct-21-2020 20:31:50 | ACVOPFEINFPE000 |'(b) (4), Query 1: Opened ClinQuery:

(UTC-06:00) Central (b) (6) Worsening of Right

Time (US & Canada) Upper Quadrant
Pain : please can
you confirm if this
AE isongoing? If
not, please enter a
stop date. Else
clarify. Thanks

Oct-20-2020 13:37:54 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central YES

Time (US & Canada)

6. Toxicity Grade:

Date L ocation User Value Reason

Oct-20-2020 13:37:54 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central 1

Time (US & Canada)

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1083

Subject No: 10831162

Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete
Site Name: (1083) Benchmark Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

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

require medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason

Oct-20-2020 13:37:54 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central NO

Time (US & Canada)

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

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

Date L ocation User Value Reason

Oct-20-2020 13:37:54 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central NO

Time (US & Canada)

9. Isthis event related to study treatment:

Date L ocation User Value Reason

Oct-23-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1. | Response

02:59:50 Closed satisfies query

(UTC-06:00)

Central Time

(US&

Canada)

Oct-22-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1. | Original value

16:12:37 Answered | is correct

(UTC-06:00)

Central Time

(US&

Canada)

Oct-22-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: | DM: Per CRF,

04:21:16 Reissued: |‘If not related

(UTC-06:00) Opened to study

Central Time treatment

(US& other’ field, in

Canada) the comment
fiedd‘Cydtic
Duct Spasm’
isentered.
Please confirm

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

any
symptoms,
AEs or other
key data
should be
collected or
MEDHX
should be
updated. If yes
then update
CRF. Else
clarify.

Oct-21-2020 | ACVOPFEINFP6000
17:28:00
(UTC-06:00)
Central Time
(US&
Canada)

(b) (4), (b) (6) Query 1: | Original value
Answered | is correct

Oct-21-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 1: | Please review

05:18:51
(UTC-06:00)
Central Time
(Us&
Canada)

(b) (4) Opened | "If not related
to study
treatment
other" field,
the following
text was
indicated in
the comment
field [Cystic
Duct Spasm].
Any
symptoms,
AEs or other
key data
should be
collected on
the adverse
event or
medical
history page.
Please review
and update as
necessary.

(b) (4)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete
Site Name: (1083) Benchmark Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Oct-20-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) DataEnt | New
13:38:58 ry: Information
(UTC-06:00) NOT RE
Central Time LATED
(Us& If Not R
Canada) elated to
study tre
ament(s
), thisev
entisdu
eto:
OTHE
R
If Ot
her, s
pecif
y:
Cys
tic
Du
ctS
pas
m
Oct-20-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data Ent | Initial Entry
13:37:54 ry:
(UTC-06:00) NOT RE
Central Time LATED
(Us& If Not R
Canada) elated to
study tre
ament(s
), thisev
entisdu
eto:
OTHE
R
10. Latest Action Taken with Study Treatment:
Date Location User Value Reason
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site Name: (1083) Benchmark Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Oct-20-2020 13:37:54 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NOT APPLICABLE

Time (US & Canada)

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Oct-20-2020 13:37:54 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO

Time (US & Canada)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Oct-20-2020 13:37:54 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO

Time (US & Canada)

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

Date L ocation User Value Reason
Oct-20-2020 13:37:54 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central RECOVERING/RESOLVING

Time (US & Canada)

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

Date L ocation User Value Reason
Oct-20-2020 13:37:54 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central
Time (US & Canada)

NO
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Header Text: c4591001
Visit: Logs - Unscheduled

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

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

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Site Name: (1083) Benchmark Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Category:
Date L ocation User Value Reason
Oct-29-2020 17:27:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central
Time (US & Canada)

(autocalc) | ADVERSE EVENT

2. AE ID:

Date L ocation User Value Reason
Oct-29-2020 17:27:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | 2

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Nov-30-2020 22:13:12 | ACVOPFEINFP6000 | Salim Query 3: Closed Response satisfies

(UTC-06:00) Central Bouguermouh query

Time (US & Canada) (b) (4)

Nov-30-2020 22:13:12 | ACVOPFEINFP6000 | Salim Query 2: Closed Response satisfies

(UTC-06:00) Central Bouguermouh query

Time (US & Canada) (b) (4)

Nov-30-2020 14:31:39 | ACVOPFEINFP6000 |auto query Query 3: Answered New Information

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-30-2020 14:31:39 | ACVOPFEINFP6000 |auto query Query 2: Answered New Information

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-25-2020 23:48:59 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Opened Clin: Per protocol

(UTC-06:00) Central section 8.1.,

Time (US & Canada) COVID-19 listed
symptom
DIARRHEA should
have please
triggered a potential
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Form Status: Data Complete, Deleted

Site Name: (1083) Benchmark Research
Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

COVID lllness
Visit irrespective of
perceived etiology
or clinica
significance. A
SWAB will not be
collected and
captured on the
SOD form only

Nov-25-2020 22:41:59
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Salim
Bouguermouh

(b) (4)

Query 3: Opened

Clin: Per protocol
section 8.1,
COVID-19 listed
symptom
VOMITING should
have please
triggered a potential
COVID llIness
Visit irrespective of
perceived etiology
or clinica
significance. A
SWAB will not be
collected and
captured on the
SOD form only

Nov-25-2020 22:41:20
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Salim
Bouguermouh

(b) (4)

Query 2: Candidate

Clin: Per protocol
section 8.1,
COVID-19 listed
symptom
DIARRHEA should
have please
triggered a potential
COVID llIness
Visit irrespective of
perceived etiology
or clinica
significance. A
SWAB will not be
collected and
captured on the
SOD form only
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Time (US & Canada)

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831162 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
*** THISREPEATING FORM HASBEEN DELETED ***
Nov-02-2020 10:56:06 | ACVOPFEINFP6000 |Ahmed Hassan | Query 1: Closed Response satisfies
(UTC-06:00) Central (b) (4) query

Nov-02-2020 10:01:54
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Subject is unable to
comeintothe
clinic dueto her
work schedule (she
isan RN) shehasa
nasal swab kit and
said she will send
the kit back to us
with Marken today
(Nov 2, 2020)

(UTC-06:00) Central
Time (US & Canada)

(b) (4)

Oct-30-2020 06:16:42 | ACVOPFEINFP6000 | Ahmed Hassan | Query 1: Opened Clin: Per protocol

(UTC-06:00) Central (b) (4) (8.1) this

Time (US & Canada) COVID-19 listed
symptom should
trigger aCOVID
Visit irrespective of
perceived etiology
or clinical
significance &
should be captured
on the CRF SOD
form only. NASAL
SWAB needsto be
collected ASAP.
Please
review& action

Oct-29-2020 17:27:55 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Diahrrhea-Intermittent

Time (US & Canada)

4. Start Date Time:

Date L ocation User Value Reason

Nov-02-2020 10:54:58 [ ACVOPFEINFP6000 | Ahmed Hassan | Query 1: Closed Response satisfies

query

Nov-02-2020 10:05:25
(UTC-06:00) Central

ACVOPFEINFP6000

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

Query 1. Answered

Diarrheais ongoing
and intermittent.
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Deleted

Site Name: (1083) Benchmark Research
Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Time (US & Canada)

(b) (4). (b) (6)

We do not have an
end date at this
time.

Oct-30-2020 08:01:35
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Ahmed Hassan
(b) (4)

Query 1: Opened

Clin: Diahrrhea
Intermittent is
currently marked as
ongoing (start date
>28 days ago),
however this
appearsto bea
temporary
condition. Please
provide an end date
or clarification.

Oct-29-2020 17:27:55 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Sep/18/2020 00:00

Time (US & Canada)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason

Nov-05-2020 09:12:43 | ACVOPFEINFP6000 |Ahmed Hassan | Query 2: Closed Please can you

(UTC-06:00) Central (b) (4) review whether

Time (US & Canada) subject is still
eligibleandis
wanting to comply
with study
procedures? else
update disposition
formsas

appropriate. thanks

Nov-04-2020 10:18:44
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) |Query 2: Answered

subject was
contacted 22,27,
30, 11/2 subject
will not return call
to confirm self
swab has been
obtained and
Marken has not
been scheduled for
pick up or dropped
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Site Name: (1083) Benchmark Research
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Generated Time (GMT): 29-Mar-2021 10:11

*** THISREPEATING FORM HASBEEN DELETED ***

off.

Nov-03-2020 19:26:55
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4). (b) (6) | Query 2: Opened

ClinQuery: please
can you confirm
how many attempts
to reach the subject
have been made? Is
subject still willing
to comply with
study procedure as
consented to?
thanks

Nov-03-2020 12:39:03
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Ahmed Hassan
(b) (4)

Query 1: Closed

please can you
confirm how many
attemptsto reach
the subject have
been made? Is
subject still willing
to comply with
study procedure as
consented to?
thanks

Nov-03-2020 09:50:47
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

(b) (4), (b) (6) |Query 1: Answered

Site hasbeen in
contact to get an
update on AEs and
the status of self
swab. subject has
not returned calls.

Nov-02-2020 19:19:16
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4). (b) (6) | Query 1: Opened

ClinQuery:
Diahrrhea-
Intermittent is
currently marked
as ongoing (start
date >28 days ago),
however this
appearsto bea
temporary
condition. Please
provide an end date
or clarification

Oct-29-2020 17:27:55

ACVOPFEINFP6000

(b) (4), (b) (6) |DataEntry:

Initial Entry
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Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831162 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
*** THISREPEATING FORM HASBEEN DELETED ***
(UTC-06:00) Central (b) (4), (b) (6) | YES
Time (US & Canada)
6. Toxicity Grade:
Date L ocation User Value Reason
Oct-29-2020 17:27:55 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central 2

Time (US & Canada)

7. | sthe adverse event ser

If Yes, NOTIFY PFIZER

ious?

IMMEDIATELY.

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

require medical/surgical intervention to prevent above outcomes).

Time (US & Canada)

If Not Related to study treatm
ent(s), thisevent is due to:

OTHER

Date L ocation User Value Reason
Oct-29-2020 17:27:55 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO

Time (US & Canada)

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

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

Date L ocation User Value Reason
Oct-29-2020 17:27:55 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO

Time (US & Canada)

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Nov-05-2020 10:42:59 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-06:00) Central NOT RELATED
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Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831162 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
*** THISREPEATING FORM HASBEEN DELETED ***
If Other, specify:
Stomache Ache
Oct-29-2020 17:27:55 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NOT RELATED
Time (US & Canada) If Not Related to study treatm
ent(s), thisevent is due to:
OTHER
If Other, specify:
Gastroenteritis

10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Oct-29-2020 17:27:55 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NOT APPLICABLE
Time (US & Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Oct-29-2020 17:27:55 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Oct-29-2020 17:27:55 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Oct-29-2020 17:27:55 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central RECOVERING/RESOLVING
Time (US & Canada)
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Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted

Site Name: (1083) Benchmark Research

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

*** THISREPEATING FORM HASBEEN DELETED ***

14. Did the adver se event cause the subject to be discontinued from the study?

Date L ocation User Value Reason
Oct-29-2020 17:27:55 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO

Time (US & Canada)
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Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831162 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Category:

Date L ocation User Value Reason
Oct-29-2020 17:30:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date L ocation User Value Reason
Oct-29-2020 17:30:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |3

Time (US & Canada)

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

Date L ocation User Value Reason

Nov-10-2020 04:03:16 | ACVOPFEINFP6000 | Ahmed Hassan | Query 1: Closed Response satisfies

(UTC-06:00) Central (b) (4) query

Time (US & Canada)

Nov-09-2020 14:05:17 | ACVOPFEINFP6000 ((b) (4), (b) (6) |Query 1: Answered Site waiting to hear a

(UTC-06:00) Central response from

Time (US & Canada) Certified letter before
updateing FUP page

Nov-09-2020 13:59:20 | ACVOPFEINFP6000 |Ahmed Hassan | Query 1: Reissued:Opened if subject is not

(UTC-06:00) Central (b) (4) responding to

Time (US & Canada) contact, please

consider updating the
FUP page. thanks

Nov-09-2020 10:45:44 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Answered Site has made many

(UTC-06:00) Central attemptsto contact

Time (US & Canada) subject to do a self
swab as requested by

sponsor. Subject will
not return phone calls
and was sent a
certified letter
06NOV2020
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Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831162 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

Nov-06-2020 18:26:32 | ACVOPFEINFP6000 |/ (b) (4), Query 1: Opened ClinQuery: Per

(UTC-06:00) Central (b) (6) protocol (8.1), this

Time (US & Canada) COVID-19 listed
symptom should have
triggered a potential
COVID lllIness Visit
irrespective of
perceived etiology or
clinical
significance& should
be captured on the
CRF SOD form only.
Please review/update
as appropriate

Oct-29-2020 17:30:06 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initia Entry

(UTC-06:00) Central Vomiting

Time (US & Canada)

4. Start Date Time:

Date L ocation User Value Reason

Oct-29-2020 17:30:06 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Sep/18/2020 00:00

Time (US & Canada)

5. Isthe adverse event till ongoing?

Date L ocation User Value Reason

Oct-29-2020 17:30:06 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central NO

Time (US & Canada) End Date Time:

Sep/20/2020 00:00

6. Toxicity Grade:

Date L ocation User Value Reason

Oct-29-2020 17:30:06 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central 2

Time (US & Canada)

7. | sthe adverse event serious?
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Form Version: 22-Apr-2020 21:02
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Site Name: (1083) Benchmark Research
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Generated Time (GMT): 29-Mar-2021 10:11

If Yes, NOTIFY PFIZER

IMMEDIATELY.

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

Time (US & Canada)

If Not Related to study treatm
ent(s), thisevent is due to:

OTHER
If Other, specify:

Stomach Ache

Date L ocation User Value Reason
Oct-29-2020 17:30:06 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO

Time (US & Canada)

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

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

Date L ocation User Value Reason
Oct-29-2020 17:30:06 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO

Time (US & Canada)

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Nov-05-2020 11:00:17 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: New Information
(UTC-06:00) Central NOT RELATED

Oct-29-2020 17:30:06
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Data Entry:
NOT RELATED

If Not Related to study treatm
ent(s), thisevent is due to:
OTHER
If Other, specify:

Gastroenteritis

Initial Entry
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Form Status: Data Complete, Locked, Frozen, Verified

10. Latest Action Taken with Study Treatment:

Date L ocation User Value Reason
Oct-29-2020 17:30:06 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NOT APPLICABLE

Time (US & Canada)

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Oct-29-2020 17:30:06 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO

Time (US & Canada)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Oct-29-2020 17:30:06 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO

Time (US & Canada)

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

Date L ocation User Value Reason
Oct-29-2020 17:30:06 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central RECOVERED/RESOLVED

Time (US & Canada)

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

Date L ocation User Value Reason
Oct-29-2020 17:30:06 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO

Time (US & Canada)

Page 218 of 255

*** Confidential***

FDA-CBER-2021-5683-0960326




Header Text: 4591001
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Subject No: 10831162

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Back to Form

1. Category:

Date L ocation User Value Reason

Oct-29-2020 17:31:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date L ocation User Value Reason

Oct-29-2020 17:31:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) |4

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Nov-30-2020 22:13:12 | ACVOPFEINFP6000 | Salim Query 2: Closed Response satisfies

(UTC-06:00) Central Bouguermouh query

Time (US & Canada) (b) (4)

Nov-30-2020 14:34:01 | ACVOPFEINFP6000 | auto query Query 2: Answered New Information

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-25-2020 22:44:13 | ACVOPFEINFP6000 | Salim Query 2: Opened Clin: Since

(UTC-06:00) Central Bouguermouh NAUSEA is one of

Time (US & Canada) (b) (4) the CDC-defined
symptoms of
COVID-19, please
consider whether
this symptom,
could have been
dueto COVID-19
and should have
triggered a
potential
COVID-19illness
visit
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Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Nov-02-2020 10:56:06
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Ahmed Hassan
(b) (4)

Query 1: Closed

Response satisfies
query

Nov-02-2020 10:19:43
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1. Answered

Subject had an
unplanned
telehealth visit on
30 Oct 2020. Sheis
currently in
possession of a
nasal swab kit and
said she will send
back to usvia
Marken today Nov
2

Oct-30-2020 08:02:33 | ACVOPFEINFP6000 | Ahmed Hassan | Query 1: Opened Clin: Intermittent

(UTC-06:00) Central (b) (4) Nausea : may

Time (US & Canada) represent a
potential
COVID-19
symptom, please
consider whether a
COVID-19illness
visit may be
indicated.

Oct-29-2020 17:44:27 | ACVOPFEINFP6000 ((b) (4), (b) (6) |DataEntry: New Information

(UTC-06:00) Central Intermittent Nausea

Time (US & Canada)

Oct-29-2020 17:31:28 | ACVOPFEINFP6000 ((b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Intermitten Nausea

Time (US & Canada)

4. Start Date Time:

Date L ocation User Value Reason

Nov-02-2020 10:56:06 | ACVOPFEINFP6000 | Ahmed Hassan | Query 1: Closed Response satisfies

(UTC-06:00) Central
Time (US & Canada)

(b) (4)

query

Nov-02-2020 10:16:18
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

We do not have an
end date for this
symptom. The
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subject reportsitis
till ongoing.

Oct-30-2020 08:00:25
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Ahmed Hassan
(b) (4)

Query 1: Opened

Clin: Intermittent
Nausea: is
currently marked as
ongoing (start date
>28 days ago),
however this
appearsto bea
temporary
condition. Please
provide an end date
or clarification.

Time (US & Canada)

Oct-29-2020 17:31:28 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sep/18/2020 00:00

Time (US & Canada)

5. Isthe adverse event still ongoing?

Date Location User Value Reason
Nov-03-2020 12:38:22 | ACVOPFEINFP6000 | Ahmed Hassan | Query 1: Closed Response satisfies
(UTC-06:00) Central (b) (4) query

Time (US & Canada)

Nov-03-2020 10:46:14 | ACVOPFEINFPE000 |(b) (4), (b) (6) |Query 1: Answered Site has been
(UTC-06:00) Central attempting contact
Time (US & Canada) with subject to get
new information
reguarding the
AE's
Nov-02-2020 19:15:14 | ACVOPFEINFP6000 |(b)(4), (b)(6) | Query 1. Opened ClinQuery:
(UTC-06:00) Central Intermittent

Nauseais currently
marked as ongoing
(start date >28 days
ago), however this
appearsto bea
temporary
condition. Please
provide an end date
or clarification
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Oct-29-2020 17:31:28 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central YES

Time (US & Canada)

6. Toxicity Grade:

Date L ocation User Value Reason
Oct-29-2020 17:31:28 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central 2

Time (US & Canada)

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; I npatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; 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
Oct-29-2020 17:31:28 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO

Time (US & Canada)

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

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

Date L ocation User Value Reason
Oct-29-2020 17:31:28 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO

Time (US & Canada)

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Nov-05-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1 | Response
11:33:24 : Closed | satisfies query
(UTC-06:00)

Central Time

(US&

Canada)
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Nov-05-2020 | ACVOPFEINFP6000 auto query Query 1 | New
10:32:31 (autoquery) : Answe | Information
(UTC-06:00) red
Central Time
(Us&
Canada)
Nov-05-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) DataE |New
10:32:31 ntry: Information
(UTC-06:00) NOT R
Central Time ELATE
(Us& D
Canada) If Not
Relate
dtost
udy tre
atment
(9), thi
sevent
isdue
to:
OTH
ER
IfO
ther
P
ecif
y:
St
0
m
ac
h
A
ch
e
Nov-03-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1 | Gastroenteritisis
16:41:11 : Reissu | not reported as a
(UTC-06:00) ed:Open | baseline
Central Time ed condition on the
(US& Medical History
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*** THISREPEATING FORM HASBEEN DELETED ***

Canada) page, nor as an
Adverse Event.
Please clarify if
this event should
be added to the
Medical History
page or Adverse
Event page and
make all
necessary
updates. Thank
Youl

Nov-03-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1 | Origina valueis

10:44:30 : Answe | correct

(UTC-06:00) red

Central Time

(Us&

Canada)

Oct-30-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 1 | Pleasereview

14:59:42 (b) (4) : Opene | "If not related to

(UTC-06:00) d study treatment

Central Time other" field, the

(US& following text

Canada) wasindicated in
the comment
field
[Gastroenteritis)].
Any symptoms,
AEs or other key
data should be
collected on the
appropriate
page. Please
review and
update as
necessary.
(b) (4)

Oct-29-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) DataE |Initia Entry

17:31:28 ntry:

(UTC-06:00) NOT R

Central Time ELATE
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(US& D
Canada) If Not
Relate
dtost
udy tre
atment
(9), thi
sevent
isdue
to:
OTH
ER
IfO
ther
P
ecif
y:
G
as
tr
oe
nt
er
iti
s
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Oct-29-2020 17:31:28 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NOT APPLICABLE
Time (US & Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Oct-29-2020 17:31:28 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
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12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Oct-29-2020 17:31:28 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO

Time (US & Canada)

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

Date L ocation User Value Reason
Oct-29-2020 17:31:28 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central
Time (US & Canada)

RECOVERING/RESOLVING

14. Did the adverse event

cause the subject to be discontinued from the study?

Date L ocation User Value Reason
Oct-29-2020 17:31:28 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO

Time (US & Canada)
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*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Category:

Date L ocation User Value Reason
Dec-04-2020 15:39:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date L ocation User Value Reason
Dec-04-2020 15:39:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |5

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Dec-16-2020 05:49:26 | ACVOPFEINFP6000 | (b) (4), (b) (6) Query 3: Closed Delete data.
(UTC-06:00) Central

Time (US & Canada)

Dec-16-2020 05:49:26 | ACVOPFEINFP6000 ((b) (4), (b) (6) | Query 2: Closed Delete data.
(UTC-06:00) Central

Time (US & Canada)

Dec-11-2020 08:17:05 | ACVOPFEINFPE000 | (b) (4), (b) (6) Query 3: Reissued:Candidat | queries on adeleted
(UTC-06:00) Central e AE

Time (US & Canada)

Dec-11-2020 08:17:05 | ACVOPFEINFPE000 |(b) (4), (b) (6) Query 2: Reissued:Candidat | queries on adeleted
(UTC-06:00) Central e AE

Time (US & Canada)

Dec-10-2020 17:31:53
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 3: Answered

New Information

Dec-10-2020 14:38:00
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) Query 2: Answered

Please refer to EDP
Supplemental Form
for the information
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requested or needed
Dec-10-2020 14:04:08 | ACVOPFEINFPE000 |(b) (4), (b) (6) Query 3: Opened CLINICAL Please
(UTC-06:00) Central convert AE

Time (US & Canada)

'Exposure during
Pregnancy' to the
new SAE event
term 'Miscarraige,

with onset date of

05Dec20 for

Miscarriage SAE
Dec-10-2020 10:35:22 | ACVOPFEINFP6000 | (b) (4), (b) (6) Query 3: Candidate CLINICAL Please
(UTC-06:00) Central convert AE

Time (US & Canada)

'"Exposure during
Pregnancy' to the
new SAE event
term 'Miscarraige,
with onset date of
05Dec20 for
Miscarriage SAE

Dec-10-2020 10:33:21 | ACVOPFEINFPG000 | (b) (4), (b) (6) Query 2: Reissued:Opened | Clinical Thank you

(UTC-06:00) Central
Time (US & Canada)

for subj
alcohol/smoking
info; any partner
info? PG section is
ahistory section &
should include
PREVIOUS
pregnancies or
‘none’; would not
report the current
event in this section.

Dec-10-2020 10:25:17 | ACVOPFEINFPE000 | (b) (4), (b) (6) Query 1: Closed Response satisfies
(UTC-06:00) Central query

Time (US & Canada)

Dec-09-2020 15:14:07 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: New Information
(UTC-06:00) Central Exposure During Pregnancy

Time (US & Canada)

Dec-09-2020 14:36:48 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Answered EDP and SAE
(UTC-06:00) Central Follow Up Report

Time (US & Canada)

was sent
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08DEC2020

Dec-08-2020 16:36:32 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answered Original valueis

(UTC-06:00) Central correct

Time (US & Canada)

Dec-07-2020 08:25:54 | ACVOPFEINFPE000 | (b) (4), (b) (6) Query 2: Opened CLINICAL please

(UTC-06:00) Central submit a PG report

Time (US & Canada) update with
information on the
subject's method of
contraception, and
on partner & subject
smoking/al cohol
intake.

Dec-07-2020 08:24:55 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Opened CLINICAL per

(UTC-06:00) Central CRF completion

Time (US & Canada) guidelines
8.20.2.5,a healthy
Pregnancy isnot an
AE that isrequired
to be on the CRF.
“Exposure During
Pregnancy” will be
recorded asan AE
until 6 months after
the last dose of
study drug

Dec-04-2020 15:39:08 | ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry

(UTC-06:00) Central Pregnancy

Time (US & Canada)

4. Start Date Time:

Date L ocation User Value Reason

Dec-10-2020 10:33:43 | ACVOPFEINFPE000 |/(b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Dec-08-2020 16:31:03 | ACVOPFEINFPG000 | auto query Query 1: Answered New Information

(UTC-06:00) Central (autoquery)

Time (US & Canada)
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Dec-08-2020 16:31:03
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Dec-07-2020 08:30:56
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Dec-04-2020 15:39:08
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

5. Isthe adverse event still ongoing?

Date

L ocation

Dec-08-2020 16:29:57
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Dec-04-2020 15:39:08
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

6. Toxicity Grade:

Date

L ocation

Dec-04-2020 15:39:19
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) |DataEntry: New Information
Oct/11/2020 00:00
(b) (4), Query 1: Opened CLINICAL For
(b) (6) conception date,
ultrasound
measurement of the
fetus during the
first trimester isthe
most accurate
method; in the
absence of US, the
1st day of the last
menstrual period
(LMP) should be
used to estimate
conception.
(b) (4), (b) (6) |DataEntry: Initial Entry
Dec/3/2020 00:00
User Value Reason
(b) (4), (b) (6) |DataEntry: New Information
NO
End Date Time:
Dec/5/2020 00:00
(b) (4), (b) (6) |DataEntry: Initial Entry
YES
User Value Reason
(b) (4), (b) (6) |DataEntry: Initial Entry
Not Applicable
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*** THISREPEATING FORM HASBEEN DELETED ***

If Yes, NOTIFY PFIZER

7. | sthe adverse event serious?

IMMEDIATELY.

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

Time (US & Canada)

Date L ocation User Value Reason
Dec-10-2020 10:41:35 | ACVOPFEINFPG000 | (b) (4), Query 2: Closed Response satisfies
(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Dec-09-2020 15:15:50 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)

Time (US & Canada)

Dec-09-2020 15:15:50 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: New Information
(UTC-06:00) Central NO

Time (US & Canada)

Dec-09-2020 15:14:07 | ACVOPFEINFP6000 | auto query Query 1: Candidate For AE Exposure
(UTC-06:00) Central (autoquery) During Pregnancy :

Response to "Isthe
adverse event
serious?' is'Yes
but " Serious
Adverse Event
Number" is blank.

Dec-08-2020 16:39:42
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Answered

Original valueis
correct

Dec-07-2020 08:28:12
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Opened

CLINICAL
According to CRF
completion
guidelines 8.50.2.5,
pregnancy is NOT
an SAE [despite
using similar forms
to report
pregnancy]; only
abnormal outcomes
of pregnancy are
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evaluated for
serious criteria

Dec-04-2020 15:39:08
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

auto query Query 1: Candidate For AE Pregnancy
(autoquery) : Responseto"Is
the adverse event
serious?' is'Yes
but " Serious
Adverse Event
Number" is blank.

Dec-04-2020 15:39:08
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) |DataEntry: Initia Entry
YES

Isthis serious event associate
d with congenital anomaly or
birth defect?

NO

Did this serious event result i
n death?

NO

Did this serious event require
or prolong hospitalization?

NO
Did this serious event result i
n persistent or significant disa
bility/incapacity?

NO

Isthis serious event life threat
ening?

NO

Other medically important ser
ious event

YES
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8. I sthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Time (US & Canada)

If Not Related to study treatm
ent(s), thisevent is due to:

OTHER
If Other, specify:

Unprotected sexua inter

Date L ocation User Value Reason
Dec-04-2020 15:39:08 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO

Time (US & Canada)

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Dec-04-2020 16:36:52 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information
(UTC-06:00) Central NOT RELATED

(UTC-06:00) Central
Time (US & Canada)

NOT APPLICABLE

course
Dec-04-2020 15:39:08 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NOT RELATED
Time (US & Canada) If Not Related to study treatm
ent(s), thisevent isdue to:
OTHER
If Other, specify:
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Dec-04-2020 15:39:08 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

11. Was a Concomitant M

edication given?
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*** THISREPEATING FORM HASBEEN DELETED ***

Date L ocation User Value Reason

Dec-04-2020 15:39:08 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central NO

Time (US & Canada)

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Dec-04-2020 15:39:08 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central NO

Time (US & Canada)

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

Date L ocation User Value Reason

Dec-08-2020 16:40:12 | ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Dec-08-2020 16:40:12 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information

(UTC-06:00) Central RECOVERED/RESOLVED

Time (US & Canada)

Dec-08-2020 16:29:57 | ACVOPFEINFPG000 | auto query Query 2: Opened For AE Pregnancy

(UTC-06:00) Central (autoquery) : Response to

Time (US & Canada) "What was the
outcome of this
adverse event?' is
‘Unknown' but End
Date/Timeis
provided or "Isthe
adverse event still
ongoing?' is
marked "Yes'.

Dec-07-2020 02:50:39 | ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Closed Closing as ongoing

(UTC-06:00) Central pregnancy CCG

Time (US & Canada) guidelines

Dec-04-2020 16:38:36 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Answered entered per sponsor

(UTC-06:00) Central guidelines

Time (US & Canada)
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Dec-04-2020 15:39:08 | ACVOPFEINFP6000 | auto query Query 1: Opened For AE Pregnancy

(UTC-06:00) Central (autoquery) : Response to

Time (US & Canada) "What was the
outcome of this
adverse event?' is
‘Unknown’ but End
Date/Timeis
provided or "Isthe
adverse event still
ongoing?' is
marked "Yes".

Dec-04-2020 15:39:08 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central UNKNOWN

Time (US & Canada)

14. Did the adver se event cause the subject to be discontinued from the study?

Date L ocation User Value Reason

Dec-04-2020 15:39:08 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central NO

Time (US & Canada)
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Back to Form

1. Category:

Date L ocation User Value Reason
Dec-09-2020 15:26:46 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date L ocation User Value Reason
Dec-09-2020 15:26:46 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | 6

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Mar-02-2021 11:35:53 | ACVOPFEINFPE000 |[(b) (4), Query 5: Closed Response satisfies

(UTC-06:00) Central
Time (US & Canada)

(b) (6)

query

Feb-26-2021 13:27:10
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG6000

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

Query 5: Answered

Site will send
another follow up
letter #5 EOP Update
# 3 viafax portal

Feb-25-2021 09:35:36
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 5: Reissued:Opened

Clinical Sorry, safety
unit isnot in receipt
of any
communication on
that date. Please
submit it with today's
date.

Feb-18-2021 16:22:05
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 5: Answered

Follow Up EDP
Submitted with
Follow Up Letter
22DEC2020

Feb-18-2021 13:34:29
(UTC-06:00) Central

ACVOPFEINFP6000

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

Query 5: Reissued:Opened

Clinical - thank you;
however checking
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Time (US & Canada)

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

with safety they have
NO received
information on the #
of prior pregnancies.
Please submit a PG

Safety update for this
information.
Feb-11-2021 12:22:07 | ACVOPFEINFPE000 |(b) (4), (b) (6) |Query 5: Answered Included on EDP
(UTC-06:00) Central Form
Time (US & Canada)
Feb-08-2021 22:46:33 | ACVOPFEINFP6000 | (b) (4), Query 5: Opened CLINICAL
(UTC-06:00) Central (b) (6) Followup - no SAE
Time (US & Canada) update was received
to report the prior
medical history of
gravida zero status
for the subject;
please submit this
information
Jan-30-2021 22:21:20 | ACVOPFEINFP6000 | (b) (4), Query 4: Closed Query closed; will
(UTC-06:00) Central (b) (6) follow for requested
Time (US & Canada) prior pregnancy

(none) information.

Jan-28-2021 12:24:30

ACVOPFEINFP6000

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

Query 4: Answered

SAE Follow Up was

(UTC-06:00) Central sent and this

Time (US & Canada) information can be
found on the EDP
Form

Jan-27-2021 13:28:11 | ACVOPFEINFP6000 | (b) (4), Query 4: Opened CLINICAL

(UTC-06:00) Central (b) (6) Followup - please

Time (US & Canada) submit a SAE
followup with the
requested Prior
Medical History
information: no prior
pregnancies.

Jan-11-2021 19:18:34 | ACVOPFEINFP6000 | (b) (4), Query 3: Closed Query closed; will

(UTC-06:00) Central (b) (6) follow for SAE

Time (US & Canada) update with the
requested
obstetric/pregnancy

*** Confidential***

Page 237 of 255

FDA-CBER-2021-5683-0960345




090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Not Complete

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

info
Jan-08-2021 15:09:00 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 3: Answered SAE Follow Up was
(UTC-06:00) Central sent
Time (US & Canada)
Jan-08-2021 10:28:08 | ACVOPFEINFP6000 | (b) (4), Query 3: Opened CLINICAL - Please
(UTC-06:00) Central (b) (6) submit a SAE
Time (US & Canada) followup with

marking 'zero' in
OBGYB for previous
pregnancies, & 'N/A
for father
information as
subject did not
disclose any
information’, as per
previous query

Dec-23-2020 16:20:44 | ACVOPFEINFPE000 |/(b) (4), Query 2: Closed Response satisfies

(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Dec-22-2020 13:35:44 | ACVOPFEINFPE000 |(b) (4), (b) (6) |Query 2: Answered The original EDP

(UTC-06:00) Central form was marked

Time (US & Canada) N/A RE:father
information as
subject did not
disclose any

information and Not
Applicable on prior
pregnancies next
follow up letter will
have the information
in bold and will mark
zerosinthe OBGYB

History
Dec-22-2020 10:24:40 | ACVOPFEINFP6000 |/ (b) (4), Query 2: Opened Clinical - Please
(UTC-06:00) Central (b) (6) submit a SAE safety
Time (US & Canada) update with

information on

subject's prior

pregnancies and
result if pregnant,
and father
information (age,
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smoke/alcohol/illicit
drugs)
Dec-17-2020 09:58:54 | ACVOPFEINFPE000 |[(b) (4), Query 1: Closed for subjects
(UTC-06:00) Central (b) (6) experiencing a
Time (US & Canada) miscarriage, this
term replaces the
pregnancy term
Dec-17-2020 07:01:20 | ACVOPFEINFP6000 | (®) (4), (b) (6) Query 1. Opened SAE RECON:
(UTC-06:00) Central Exposure during
Time (US & Canada) Pregnancy is missing
in bith database.
Exposure during
pregnancy isto be
reported as an AE
regardless of whether
it is associated with
an AE, per CRF
completion
reguirements section
8.50.2.5. Please
update accordingly.
Dec-09-2020 15:26:46 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Miscarriage
Time (US & Canada)
4. Start Date Time:
Date L ocation User Value Reason
Dec-23-2020 16:19:11 | ACVOPFEINFP6000 |/(b) (4), Query 2: Closed Query closed; will
(UTC-06:00) Central (b) (6) follow for SAE
Time (US & Canada) update with the
requested SAE end
date info
Dec-22-2020 12:42:17 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 2: Answered Site updated newest
(UTC-06:00) Central follow up form with
Time (US & Canada) this information and
will be sending SAE
Follow Up #3 soon
Dec-22-2020 10:23:22 | ACVOPFEINFPE000 |/(b) (4), Query 2: Opened Clinical - Followup
(UTC-06:00) Central (b) (6) on end date; the SAE
Time (US & Canada) report on 18Dec20
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did not have the end
date submitted for
the Event
Miscarriage, in the
SAE event section

Dec-22-2020 06:41:04
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Closed

sdb updated

Dec-18-2020 15:21:25
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Updated SAE
Follow up #2 was
faxed 12/14,12/15
and then emailed
12/17 and 12/18
sorry site has had fax
issues. | can confirm
Date of Onset is
04DEC2020 which
matches source.

Dec-17-2020 01:30:29
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Reissued:Opened

SAE RECPN 1: Per
latest Safety listing
onset date of
miscarriage is still
05Dec2020. Please
confirm if afollow
up AEM form was
sent to update onset
date.

Dec-14-2020 17:36:44
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Will beincluded in
follow up letter
thank you

Dec-14-2020 13:36:06
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Reissued:Opened

CLINICAL Thank
you. Please send a
SAE safety update
with the 04DEC20
start date for the
SAE Miscarriage, to
harmonize reporting.

Dec-11-2020 09:23:21
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Per subject
miscarriage
symptoms started
04DEC2020
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Dec-11-2020 04:49:46 | ACVOPFEINFPGE000 | () (4). (b) (6) Query 1: Opened SAE RECON:

(UTC-06:00) Central AER#2020481981

Time (US & Canada) ,onset date was
recorded as
05Dec2020 in Safety
database however,
recorded as
04Dec2020 on AE
CRF. Please confirm
correct Onset Date.
If safety updateis
required, please
submit afollow-up
SAE form.

Dec-09-2020 15:26:46 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Dec/4/2020 00:00

Time (US & Canada)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason

Dec-09-2020 15:26:46 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central NO

Time (US & Canada) End Date Time:

Dec/5/2020 00:00

6. Toxicity Grade:

Date L ocation User Value Reason

Dec-09-2020 16:53:32 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error

(UTC-06:00) Central 2

Time (US & Canada)

Dec-09-2020 15:26:46 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central 3

Time (US & Canada)

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Jan-27-2021 13:42:29 ACVOPFEINFP6000 | (b) (4), Query 2: Closed not inpatient
(UTC-06:00) Central (b) (6)

Time (US & Canada)

Jan-27-2021 13:40:57 ACVOPFEINFP6000 | (b) (4), Query 2: Opened Clinical COVID test
(UTC-06:00) Central (b) (6) status (yes/no)

Time (US & Canada)

during Hosp was
not reported in the
SAE. Please submit
afollow-up SAE
form
[#2021072376] to
document if COVID
testing was
performed
(YES/INO or info
not available) and if
yes, the date and

results.

Dec-11-2020 04:40:32 | ACVOPFEINFPG000 | auto query Query 1: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Dec-09-2020 15:26:46 | ACVOPFEINFPG000 | auto query Query 1: Candidate For AE

(UTC-06:00) Central (autoquery) Miscarriage:

Time (US & Canada) Response to "Isthe
adverse event
serious?' is'Yes but
"Serious Adverse
Event Number" is
blank.

Dec-09-2020 15:26:46 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central
Time (US & Canada)

YES
Isthis serious event associate
d with congenital anomaly or
birth defect?

NO

Did this serious event result i
n death?
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NO

Did this serious event require
or prolong hospitalization?

NO
Did this serious event result i
n persistent or significant dis
ability/incapacity?

NO

Isthis serious event life threa
tening?

NO

Other medically important se
rious event

YES

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason
Dec-09-2020 15:26:46 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO

Time (US & Canada)

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Dec-09-2020 16:53:47 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-06:00) Central NOT RELATED

Time (US & Canada) If Not Related to study treatm

ent(s), thisevent is due to:
OTHER

If Other, specify:
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Loss of Pregnancy
Dec-09-2020 15:26:46 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NOT RELATED
Time (US & Canada) If Not Related to study treatm
ent(s), thisevent is due to:
OTHER
If Other, specify:

10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Dec-09-2020 15:27:32 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NOT APPLICABLE
Time (US & Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Dec-09-2020 15:26:46 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Dec-09-2020 15:26:46 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Dec-17-2020 ACVOPFEINFP6000 | (b) (4), () (6) Query 1: Closed SAE RECON 1: Outcome
01:33:05 of miscarriage still reported
(UTC-06:00) Central as Unknown in SDB. Please
Time (US & Canada) confirm if afollow up AEM

form was sent to update

outcome in Safety database.
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Dec-14-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1. Answered Changed data per query
17:43:44

(UTC-06:00) Central

Time (US & Canada)

Dec-11-2020 ACVOPFEINFP6000 | (b) (4), () (6) Query 1: Opened SAE

04:51:37 RECON:AER#2020481981,

(UTC-06:00) Central
Time (US & Canada)

outcome was reported as
UNKNOWN to Safety DB
however, recorded as
RECOVERED/RESOLVED
on AE CRF. Please confirm
correct outcome. If safety
update is required, please
submit afollow-up form.

Dec-09-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
15:26:46 RECOVERED/RESOLV
(UTC-06:00) Central ED

Time (US & Canada)
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Back to Form

14. Did the adver se event cause the subject to be discontinued from the study?

Date L ocation User Value Reason
Dec-09-2020 15:26:46 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO

Time (US & Canada)

15. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation User Value Reason
Dec-11-2020 04:40:32 ACVOPFEINFP6000 |(®)(4),(®)(6) |DataEntry: Initial Entry
(UTC-06:00) Central 2020481981

Time (US & Canada)
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Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Date

L ocation

User

Value

Reason

Feb-26-2021 14:23:20
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Form Created
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Header Text: c4591001
Visit: Logs - Unscheduled

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History

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

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Site Name: (1083) Benchmark Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. What isthe medication identifier?

Date L ocation User Value Reason
Feb-26-2021 14.:23:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |1

Time (US & Canada)

2. Category:

Date L ocation User Value Reason
Feb-26-2021 14:23:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central
Time (US & Canada)

(autocalc) | VACCINATIONS

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Feb-26-2021 14:23:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central
Time (US & Canada)

(autocalc) | NO

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown,
enter thefull trade or proprietary name. Include clarifying information in the Medication text (e.g., I ngredient(s),

route, use, formulation).

Date L ocation User Value Reason

Feb-26-2021 15:50:34 | ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Feb-26-2021 14:23:20 | ACVOPFEINFP6000 | auto query Query 1: Answered Initia Entry

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Feb-26-2021 14:23:20 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Pfizer BNT162b2

Time (US & Canada)

Feb-18-2021 17:41:58 | ACVOPFEINFP6000 | () (4), (b) (6) | Query 1: Opened Per 18Feb2021
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Header Text: c4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831162 Subject Initials; ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

(UTC-06:00) Central (b) (4), email, subject

Time (US & Canada) (b) (6) received a non-study
coronavirus vaccine.
Please add in EDC
to NON STUDY
VACCINATIONS
log

5. Date:

Date L ocation User Value Reason

Feb-26-2021 14:23:20 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Dec/21/2020

Time (US & Canada)
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Header Text: c4591001

Visit: Potential ReVax Initia Contact - Form: DATE OF VISIT - eCRF Audit Trail History

Unscheduled
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831162
Generated By: | (b) (4)

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

090177e196ae3f97\Final\Final On: 01-Apr-2021 05:19 (GMT)

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-26-2021 13:55:37 | ACVOPFEINFPG000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Feb-26-2021 13:55:37 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information

(UTC-06:00) Central Dec/22/2020

Time (US & Canada)

Feb-26-2021 13:54:01 | ACVOPFEINFP6000 | auto query Query 1: Opened Date of Visit,

(UTC-06:00) Central (autoquery) 22/Dec/2021isa

Time (US & Canada) future date relative
towhen it was
entered on 26/Feb
/2021. Please
correct.

Feb-26-2021 13:54:01 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Data Entry: Initial Entry

(UTC-06:00) Central Dec/22/2021

Time (US & Canada)
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1083

Subject No: 10831162

Generated By: | (b) (4)

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit

Trail History

Form Status: Data Complete, Frozen

Site Name: (1083) Benchmark Research
Subject Initials; ---

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

Back to Form

1. Select appropriate response - I's participant willing to return for Vaccination 3?

(UTC-06:00) Central
Time (US & Canada)

Participant is NOT willing to re
turn for Vaccination 3 OR other
wise not eligible

Date L ocation User Value Reason
Feb-26-2021 13:56:14 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03

Site No: 1083
Subject No: 10831162
Generated By: | (b) (4)

Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Feb-26-2021 13:56:37 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Jan/5/2021

Time (US & Canada)

2. Primary Reason for Unblinding:

Date L ocation User Value Reason
Mar-04-2021 09:29:57 | ACVOPFEINFP6000 |Hayley Wyper | Query 2: Closed Response satisfies
(UTC-06:00) Central (b) (4) query

Time (US & Canada)

Mar-04-2021 05:02:10 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Closed Response satisfies
(UTC-06:00) Central query

Time (US & Canada)

Mar-03-2021 18:07:11 | ACVOPFEINFPG000 | auto query Query 2: Answered New Information
(UTC-06:00) Central (autoquery)

Time (US & Canada)

Mar-03-2021 18:07:11 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information
(UTC-06:00) Central OTHER

Time (US & Canada) If other, specify:

Subject received non-study
covid-19 Vaccine

Mar-03-2021 15:12:30
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Hayley Wyper | Query 2: Reissued:Opened CLINQUERY: Per
(b) (4) CCRs, if reason for
unblind was due to
use of a hon-study
covid-19 vaccine,
status OTHER
should be used and
reason for blind
break clarifiedin
next field. Please
review if scenario
fits per FAQ#5
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03

Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831162 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

Mar-03-2021 15:03:06 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 2: Answered Original valueis
(UTC-06:00) Central correct

Time (US & Canada)

Mar-03-2021 15:02:45
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1. Answered

Original valueis
correct

Mar-01-2021 09:35:40
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Hayley Wyper
(b) (4)

Query 2: Opened

CLINQUERY:
Please review
treatment unblind
page selection and
Revax Confirmation
page selection per
Section 8.66 of the
CRF guidelines
v14, FAQ#5, pg 228
and assess for
updates

Mar-01-2021 05:05:53
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Opened

IVRS
Reconciliation:
Subject Safety
Concernis selected
asthe primary
reason for
unblinding but
matching blind
break is not
captured in IRT.
Please correct
primary reasonin
Inform or confirm
ascorrect”.

Feb-26-2021 13:56:37
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Data Entry:
SUBJECT SAFETY CONCE

RN

Initial Entry
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Header Text: c4591001
Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03

Site No: 1083
Subject No: 10831162

Generated By: | (b) (4)

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1083) Benchmark Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Subject Status

Date L ocation User Value Reason
Feb-26-2021 13:58:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | DISCONTINUED
Time (US & Canada)
Oct-20-2020 13:25:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | FOLLOW-UP
Time (US & Canada)
Aug-26-2020 15:56:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | ENROLLED/RANDOMIZED
Time (US & Canada)
Aug-26-2020 15:52:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SCREENED
Time (US & Canada)
2. Subject Status Date
Date L ocation User Value Reason
Feb-26-2021 13:58:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Feb/26/2021
Time (US & Canada)
Oct-20-2020 13:25:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Oct/19/2020
Time (US & Canada)
Aug-26-2020 15:56:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Aug/26/2020
Time (US & Canada)
Aug-26-2020 15:52:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Aug/26/2020
Time (US & Canada)
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Header Text: c4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831162 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Casebook Signature

Date L ocation User Value Reason
Oct-27-2020 14:50:13 ACVOPFEINFP6000 |Laurence |DataEntry: Initial Entry
(UTC-06:00) Central Chu Click Here to Enable

Time (US & Canada) (b) (4)
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