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Header Text: c4591001

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

Subject No: 10831029
Generated By: | (b) (4)

Form: COHORT SELECTION

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

Cohort Selection

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

*** Confidential***

1. | Select appropriate response - 24 JUL 2020
Protocol version
2. | Select appropriate response - What | STAGE 3 COHORTS
cohort does the subject belong to?
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Header Text: c4591001

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

Subject No: 10831029

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/4/2020

Page 2 of 543
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Header Text: c4591001

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

Subject No: 10831029
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

Demography

1. | Subject ID [10831029]
Birth Date: (b) (6)1970
Sex: MALE

NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

Race: (Check X al that apply):

WHITE

2
3
4. | Ethnicity:
5
6

Racia Designation:

*** Confidential***
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 10831029

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/4/2020
2. | Erroneous Visit
Page 4 of 543
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Vis
For

Header Text: c4591001

t: V1 DAY1 VAX1 L
m Version: 30-Jul-2020 21:29

Site No: 1083
Subject No: 10831029
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

*** Confidential***

Inclusion Criteria Not Met
1. || Destri ption of Inclusion Criterion | Not Applicable
Not Met
Exclusion Criteria Met
2. || Descri ption of Exclusion Not Applicable
Criterion Met
Page 5 of 543
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 10831029

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/4/2020
Completion/Discontinuation/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: [
Page 6 of 543
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 10831029

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 Ling/MH Number:

(1]

Disease/Syndrome/Surgery [alergic rhinitis]
/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/2013
Ongoing: YES

1b Line/MH Number:

(2]

*** Confidential***

Disease/Syndrome/Surgery [gastroesophageal reflux disease]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2018
Ongoing: YES
1¢ | Line/MH Number: [3]
Disease/Syndrome/Surgery [heartburn]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2018
Ongoing: YES
1d |/ LineMH Number: [4]
Disease/Syndrome/Surgery [tonsillitis]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1993
Ongoing: NO
End Date:
UNK/UNK/1993
Page 7 of 543
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 10831029

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

1e || Line/MH Number:

(5]

Disease/Syndrome/Surgery [obesity]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2004
Ongoing: YES

Lf || Line/MH Number: [6]
Disease/Syndrome/Surgery [anxiety]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Nov/UNK/2019
Ongoing: YES

19 || LineMH Number: (7]

Disease/Syndrome/Surgery [bilateral carpal tunnel syndrome]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2002
Ongoing: NO
End Date:
UNK/UNK/2003

1h |1 Line/MH Number:

(8]

Disease/Syndrome/Surgery [Intermittent Headache] Comments
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1990
Ongoing: YES
Page 8 of 543
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 10831029

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

Li || Line/MH Number:

(9]

Disease/Syndrome/Surgery [chronic sinusinfection]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1990
Ongoing: NO
End Date:
UNK/UNK/2011
1j || Line/MH Number: [10]

Disease/Syndrome/Surgery [balloon sinuplasty]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2011
Ongoing: NO
End Date:
UNK/UNK/2011
1k || Line/MH Number: [11]

Disease/Syndrome/Surgery [bilateral carpal tunnel repair]

/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/2003

Ongoing: NO
End Date:
UNK/UNK/2003

L] Line/MH Number: [12]

*** Confidential***

Disease/Syndrome/Surgery [alergy to oak]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2013
Ongoing: YES

Page 9 of 543
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 10831029

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

1m

Line/MH Number:

(13]

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

[allergy to cedar]

Start Date: UNK/UNK/2013
Ongoing: YES
Page 10 of 543
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Header Text: c4591001

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

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

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/4/2020
2. | Weight: [290.8]
3. | Unit: LB
4. |Height: [71.0]
5. [ Unit: in
6. | Body Mass Index: [40.6]
Vital Signs Details
7a|| Record Identifier: 1
Temperature: [99.1]
Unit: F
Temperature Location: ORAL CAVITY
Page 11 of 543
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 10831029

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

Disposition
1. | Randomization Date : Aug/4/2020
2. | Randomization Number: [41608]
3. | Randomization Group: [1
Page 12 of 543
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 10831029

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

*** Confidential***

1. | Data Origin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Aug/4/2020
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sampleID [BGLVIK]
5P| sampleID [BG1VJL]
5 || sampleID [BPEV1Y]
5d || sampleID [BP6V1Z]
5€|| sampleID [BP6V20]
Page 13 of 543
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 10831029

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

Date of Collection:

Aug/4/2020
4. | If no sample was collected or []
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aiquot.
Sa|| sampleID [BP6V2C]
Page 14 of 543
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 10831029

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

*** Confidential***

Vaccination

1. | Wasthere atemporary delay of NO
vaccination?

2. | Treatment Name [BLINDED THERAPY]

3. | Formulation: INJECTION

4. | Dose Date Time: Aug/4/2020 12:21

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 15 of 543
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 10831029
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

YES - REACTOGENICITY E-DIARY COLLECTED FOR THIS SUBJECT

Page 16 of 543
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Header Text: c4591001

Visit: V2_VAX2_L

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

Subject No: 10831029

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

Form Comments
eCRF Audit Trail History

*** Confidential***

Date of Visit

1. | Date of Visit Aug/26/2020 Comments

2. | Erroneous Visit Comments
Page 17 of 543
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Header Text: c4591001
Visit: V2_VAX2_L

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

Subject No: 10831029
Generated By: | (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED

DATES

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 Symptoms Diary - Symptom Resolved Dates

1. | Were medications to treat fever/pain | NO
given on the last day the Subject
Diary was completed?
24| | symptom: FEVER
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?
2b :
Symptom: FATIGUE
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?
2. || symptom: HEADACHE
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?
24d || symptom: CHILLS
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?
2.€ || symptom: v
ptom: OMITING
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?
211 symptom: DIARRHEA
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?
Page 18 of 543
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Header Text: c4591001
Visit: V2_VAX2 L

Form Version: 30-Jul-2020 21:30

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED

DATES

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials; ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
29 Symptom: NEW OR WORSENED MUSCLE PAIN

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

NO

2h Symptom:

NEW OR WORSENED JOINT PAIN

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

NO

3. | Injection Site Location:

DELTOID MUSCLE

*** Confidential***

4. | Injection Site Body Side: LEFT
5a|| Injection Site Reaction: REDNESS
Were injection site reactions NO
present on the last day the Subject
Diary was completed?
5B || |njection Site Reaction: SWELLING
Were injection site reactions NO
present on the last day the Subject
Diary was completed?
5.¢ Injection Site Reaction: PAIN AT INJECTION SITE
Were injection site reactions NO
present on the last day the Subject
Diary was completed?
Page 19 of 543
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Header Text: c4591001

Visit: V2 VAX2_ L

Form Version: 15-Sep-2020 21:54
Site No: 1083

Subject No: 10831029

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

Vital Signs
1. | Date: Aug/26/2020
Vital Signs Details
22| | Record Identifier: 1
Temperature: [98.1]
Unit: F
Temperature L ocation: ORAL CAVITY
Page 20 of 543
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Header Text: c4591001

Visit: V2 _VAX2 L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

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

Subject No: 10831029 Subject Initials: ---

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

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin Not Done Comments
2. | Sample Type Not Done Comments
3. | Sample Collected? Not Done Comments
4. | If no sample was collected or Not Done Comments
sample was not collected according
to protocol, please providereason: | [ 1]

Aliquot

Please enter barcode for each aliquot.

S, Sample ID Not Done

[]

Page 21 of 543
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Header Text: c4591001

Visit: V2 VAX2_ L

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

Subject No: 10831029

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 Not Done Comments
vaccination?
2. | Treatment Name Not Done Comments
[
3. | Formulation: Not Done Comments
4. | DoseDate Time: Not Done Comments
1
5. | Anatomical Location: Not Done Comments
6. | Body Side: Not Done Comments
7. | Route: Not Done Comments
8. | Actual Dose: Not Done Comments
[
9. [ Unit: Not Done Comments
10. | Timeframe Subject Was Observed | Not Done Comments
11. | Was the subject observed for at Not Done Comments
least the protocol specified
observation period after
investigational product
administration?
Page 22 of 543
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_ L
Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831029

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/2/2020
2. | Erroneous Visit
Page 23 of 543
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Header Text: c4591001
Visit: V3 MONTH1_POSTVAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1083
Subject No: 10831029

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES

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

Generated By: " (b) (4)

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

Form Comments
eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. | Were medicationsto treat fever/pain | Not Applicable Comments
given on the last day the Subject
Diary was completed?
2.a|| symptom: FEVER
Were fever or systemic symptoms | Not Applicable Comments
present on the last day the Subject
Diary was completed?
2b || symptom: FATIGUE
Were fever or systemic symptoms | Not Applicable Comments
present on the last day the Subject
Diary was completed?
2. || symptom: HEADACHE
Were fever or systemic symptoms | Not Applicable Comments
present on the last day the Subject
Diary was completed?
2d Symptom: CHILLS
Were fever or systemic symptoms | Not Applicable Comments
present on the last day the Subject
Diary was compl eted?
2:€ || symptom: VOMITING
Were fever or systemic symptoms | Not Applicable Comments
present on the last day the Subject
Diary was completed?
2% || symptom: DIARRHEA
Were fever or systemic symptoms | Not Applicable Comments
present on the last day the Subject
Diary was completed?
Page 24 of 543
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES
Form Version: 30-Jul-2020 21:30 Form Status. Data Complete, Locked, Frozen, Verified
Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
29 Symptom: NEW OR WORSENED MUSCLE PAIN
Were fever or systemic symptoms | Not Applicable Comments

present on the last day the Subject
Diary was completed?

2h 1] symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic symptoms | Not Applicable Comments
present on the last day the Subject
Diary was completed?

3. | Injection Site Location: Not Applicable Comments
4. | Injection Site Body Side: Not Applicable Comments
5a|| Injection Site Reaction: REDNESS

Were injection site reactions Not Applicable Comments

present on the last day the Subject
Diary was completed?

5B || |njection Site Reaction: SWELLING
Were injection site reactions Not Applicable Comments
present on the last day the Subject
Diary was completed?
5.¢ Injection Site Reaction: PAIN AT INJECTION SITE
Were injection site reactions Not Applicable Comments

present on the last day the Subject
Diary was completed?

Page 25 of 543
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Header Text: c4591001

Visit: V3_ MONTHZ1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1083
Subject No: 10831029
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. | Data Origin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Oct/2/2020
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aiquot.
Sa|| sampleID [BPZ1NG]|
5P| sampleID [BLCIYX]
5C || sample ID [BLCJIYY]
Page 26 of 543
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Header Text: c4591001

Visit: V4_MONTH6_L

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

Subject No: 10831029

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 Feb/26/2021
2. | Erroneous Visit
Page 27 of 543
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Header Text: c4591001

Visit: V4 MONTH6_L

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

Subject No: 10831029

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
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. | Data Origin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Feb/26/2021
4. | If no sample was collected or []
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aiquot.
Sa|| sampleID [BKN2LY]
5P| sampleID [BM3MF9]
5C || sample ID [BM3MFN]
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Header Text: c4591001

Visit: V5_ MONTH12 L

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

Subject No: 10831029

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: V5_ MONTH12_L

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

Subject No: 10831029

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 ID

[]
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Header Text: c4591001

Visit: V6_MONTH24 L

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

Subject No: 10831029

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: V6_MONTH24 L

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

Subject No: 10831029

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 ID

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

on Nov/09/2020

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 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 Nov/9/2020

2. | Erroneous Visit

COVID-19 Illness Visit

3. | COVID-19 IlIness Visit: COVID_A

Page 33 of 543
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19
on Nov/09/2020

Form Version: 10-Oct-2020 16:02

Site No: 1083
Subject No: 10831029
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: Nov/9/2020
2. | Date of First Symptom Started: Nov/7/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Nov/12/2020
Symptoms
42| | symptoms: FEVER
Was symptom present? NO
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? YES
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4.d Symptoms: CHILLS
Was symptom present? YES
4.e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
41 Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
49 || symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO
4h || symptoms: DIARRHEA
Was symptom present? NO
4 || symptoms: VOMITING
Was symptom present? NO
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Header Text: c4591001

on Nov/09/2020

Form Version: 10-Oct-2020 16:02
Site No: 1083

Subject No: 10831029
Generated By: | (b) (4)

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

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

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

Symptoms - Other

*** Confidential***

5a|| symptoms - Other Text: [Body Aches]

5b Symptoms - Other Text: [Runny Nose/Drainage] Comments

5.C Symptoms - Other Text: [Chest Congestion] Comments
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Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:54

Form: MICROBIOLOGY SPECIMEN

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

Subject No: 10831029 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
Dateof C | Specimen Ty | Specimen Collec - . Form Instan

# ollection pe tion L ocation Assay Code and Description Device Type ce

1. | Nov/5/202 | SWABBED NASOPHARYN | SEVERE ACUTE RESP SYND | SARS-COV-2DIA Repeating
0 MATERIAL X ROME CORONAVIRUS 2 GNOSTIC TEST Pages

2. | Nov/8/202 | SWABBED NASOPHARYN | SEVERE ACUTE RESPSYND | SARS-COV-2DIA Repeating
0 MATERIAL X ROME CORONAVIRUS 2 GNOSTIC TEST Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN
on Nov/09/2020

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

Subject No: 10831029
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
Form Comments
eCRF Audit Trail History

Form Audit Trail

Microbiology Specimen

1. | Actual Date of Collection: Nov/5/2020 Comments
2. | Specimen Type: SWABBED MATERIAL Comments
3. | Specimen Collection Location: NASOPHARYNX Comments
4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2 Comments
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST Comments
6. | Trade Name: ABBOTT DIAGNOSTICS ID NOW COVID-19 Comments
7. | Test Result: NEGATIVE Comments
8. | Comments/Findings/Details: [per urgent care records subject was COVID Asymptomatic] Comments
9. | Trade Name Other, Specify: [1 Comments

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN
on Nov/09/2020

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

Subject No: 10831029
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
eCRF Audit Trail History

Form Audit Trail

Microbiology Specimen

1. | Actua Date of Collection: Nov/8/2020
2. | Specimen Type: SWABBED MATERIAL
3. | Specimen Collection Location: NASOPHARY NX
4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST
6. | Trade Name: ABBOTT DIAGNOSTICS ID NOW COVID-19
7. | Test Result: POSITIVE
8. | Comments/Findings/Details: [1]
9. | Trade Name Other, Specify: [1
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
on Nov/09/2020

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

Subject No: 10831029

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
2. | Sample Type NASAL_SWAB_SELF
3. | Sample Collected? NO
4. | If no sample was collected or [Self swab not done. Pl performed swab at this office visit]
sample was not collected according
to protocol, please provide reason:
Aliguot

Please enter barcode for each aliquot.

5.

Sample ID

[]

*** Confidential***
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
on Nov/09/2020

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

Subject No: 10831029

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
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Nov/9/2020
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliguot
Please enter barcode for each aliquot.
Sa|| sample D [BP21XG]
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Header Text: c4591001

on Nov/09/2020

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

Subject No: 10831029
Generated By: | (b) (4)

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

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

*** Confidential***

1a|| physician or Hedlthcare SPECIALIST
Professional:
Occurrence of Visits or Contacts: | NO
1b Physician or Healthcare EMERGENCY ROOM
Professional:
Occurrence of Visits or Contacts. | NO
1.¢ || Physician or Hedlthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visitsor Contacts. | NO
Ld || physician or Healthcare URGENT CARE
Professional:
Occurrence of Visitsor Contacts. | YES Comments
Number of Visits or Contacts:
(2
le Physician or Healthcare TELEPHONE CONSULTATION
Professional:
Occurrence of Visitsor Contacts. | NO
1f Physician or Healthcare OTHER
Professional:
Occurrence of Visitsor 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 41 of 543

FDA-CBER-2021-5683-0957773




090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

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

Subject No: 10831029
Generated By: | (b) (4)

Form: RESPIRATORY TREATMENT

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

Treatment I denti

Con Non-Drug Treatments Pre-s

# . - Treatment Treatment Start Date | Form Instance
fier pecified
1. | Not Applicable Not Applicable Not Applicab | Not Applicab | Not Applicab Repeating
le le le Pages
Page 42 of 543
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Header Text: c4591001

on Nov/09/2020

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

Subject No: 10831029
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT

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

Respiratory Treatment

*** Confidential***

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

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

Pre-specified:

3. | Treatment: Not Applicable Comments

4. | Treatment: Not Applicable Comments
[]

5. | Start Date: Not Applicable Comments
1

6. | Ongoing? Not Applicable Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS

on Nov/09/2020

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

Subject No: 10831029
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

IlIness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

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

YES

Respiratory IlIness Diagnosis:
[Covid-19]

Date of Diagnosis:
Nov/8/2020

Comments

3. | Toxicity Grade:

Page 44 of 543
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Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 17-Jul-2020 21:55
Site No: 1083

Subject No: 10831029

Form: ILLNESS DETAILS - SEVERE

Site Name: (1083) Benchmark Research

Subject Initials: ---

*** Confidential***

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

4 Category of qlnlcal Event | Subcategory o{ Clinical Even Dlagnos(j Obtaine Toxmtg Grad Form Instance

1. | Not Applicable Not Applicable Not Applicable Not Applicable | Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE
on Nov/09/2020

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

Subject No: 10831029
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
Form Comments
eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event: Not Applicable Comments

2. | Subcategory of Clinical Event: Not Applicable Comments

3. | Was adiagnosis obtained? Not Applicable Comments

4. | Toxicity Grade: Not Applicable Comments
Page 46 of 543

*** Confidential***

FDA-CBER-2021-5683-0957778




090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

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

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

*** Confidential***

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
Category for | Vendor N | Collection | Specimen Form Instanc
# Lab Test ame Date: Type Lab Result e
1. | Not Applicable | Not Appli [ Not Applic | Not Applic Sponsor-Defined Repeating
cable able able | dentifier Test: Result: Pages
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli [ Not Appli
cable cable
Not Applicable Not Appli [ Not Appli
cable cable
Not Applicable Not Appli [ Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
Not Applicable Not Appli | Not Appli
cable cable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 30-Jul-2020 21:27
Site No: 1083

Subject No: 10831029
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

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

Lab Chemistry Details

1. | Lab Pand: Not Applicable Comments
2. | Laboratory Name and Address Not Applicable Comments
[]
3. | Collection Date: Not Applicable Comments
1
4. | Specimen Type: Not Applicable Comments
Lab Result
5a Sponsor ID: Not Applicable Comments
[]
Test: C Reactive Protein_ PX329
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
on Nov/09/2020
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
5b Sponsor ID: Not Applicable Comments
[]
Test: Alanine Aminotransferase PX30
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
5¢ Sponsor ID: Not Applicable Comments
[]
Test: Aspartate Aminotransferase_PX28
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 30-Jul-2020 21:27
Site No: 1083

Subject No: 10831029
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

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

Subject Initials: ---

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

5d Sponsor ID: Not Applicable Comments

[]

Test: Alkaline Phosphatase PX35

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit

Se Sponsor ID: Not Applicable Comments

[]

Test: Bilirubin_PX21

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
on Nov/09/2020
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
S5t Sponsor ID: Not Applicable Comments
[]
Test: Blood Urea Nitrogen_PX47
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
59 Sponsor ID: Not Applicable Comments
[]
Test: Creatinine_PX48
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 30-Jul-2020 21:28
Site No: 1083
Subject No: 10831029

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
Category for | Vendor Name ( | Collection | Specimen Form Instan
#1 Lab Test DERIVED) Date: Type Lab Result ce
1. | Not Applicabl | Not Applicable | Not Appli | Not Appli Sponsor-Define Repeating
e cable cable i Test: | Result: Pages
d I dentifier F0es
Not Applicable |Not Appl |Not Appl
icable icable
Not Applicable | Not Appl | Not Appl
icable icable
Not Applicable |Not Appl [ Not Appl
icable icable
Not Applicable |Not Appl | Not Appl
icable icable
Not Applicable |Not Appl | Not Appl
icable icable
Not Applicable |Not Appl | Not Appl
icable icable
Not Applicable |Not Appl | Not Appl
icable icable
Not Applicable |Not Appl | Not Appl
icable icable
Not Applicable |Not Appl | Not Appl
icable icable
Not Applicable |Not Appl [ Not Appl
icable icable
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Header Text: c4591001

on Nov/09/2020

Form Version: 30-Jul-2020 21:28
Site No: 1083

Subject No: 10831029
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

Laboratory Data Hematology

*** Confidential***

1. | Lab Pand: Not Applicable Comments
2. | Laboratory Name and Address Not Applicable Comments
[]
3. | Collection Date: Not Applicable Comments
1
4. | Specimen Type: Not Applicable Comments
Lab Result
5a Sponsor ID: Not Applicable Comments
[]
Test: Hemoglobin_PX1
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 30-Jul-2020 21:28
Site No: 1083

Subject No: 10831029
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

Subject Initials: ---

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

5b Sponsor ID: Not Applicable Comments

[]

Test: Hematocrit_PX2

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit

5¢ Sponsor ID: Not Applicable Comments

[]

Test: Erythrocytes PX3

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Nov/09/2020
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
5d Sponsor ID: Not Applicable Comments
[]
Test: Patelets PX5
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
Se Sponsor ID: Not Applicable Comments
[]
Test: Leukocytes PX7
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 30-Jul-2020 21:28
Site No: 1083

Subject No: 10831029
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

Subject Initials: ---

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

S5t Sponsor ID: Not Applicable Comments
[]
Test: Neutrophils PX608
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
59 Sponsor ID: Not Applicable Comments
[]
Test: Eosinophils PX609
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Nov/09/2020
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
5h Sponsor ID: Not Applicable Comments
[]
Test: Monocytes PX612
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
Si Sponsor ID: Not Applicable Comments
[]
Test: Basophils_PX610
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 30-Jul-2020 21:28
Site No: 1083

Subject No: 10831029
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

Form: LOCAL LABORATORY DATA - REPEATING Hematology

5] Sponsor ID: Not Applicable Comments
[]
Test: Lymphocytes PX611
Resullt: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 30-Jul-2020 21:27

Form: VITAL SIGNS - COVID

*** Confidential***

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
# Date: Vital Signs Details Form Instance
1. | Nov/9/2020 Record Identifier: Systalic: Diastolic: Repeating Pages
139 86
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS - COVID

on Nov/09/2020

Form Version: 30-Jul-2020 21:27 Form Status. Data Complete, Frozen, Verified
Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. | Date: Nov/9/2020

Vital Signs Details

090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

22| Record | dentifier: 1
Systalic: [139]
Diastalic: [86]
Respiratory Rate in [16]
respirations/minute;
Heart Rate in beatsminute: [57]
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 30-Jul-2020 21:28

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

*** Confidential***

# Date: Vital Signs Details Form Instance
1. | Not Applicable Record | dentifier: Oxygen Saturation Repeating Pages
Not Applicable Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR
on Nov/09/2020

Form Version: 30-Jul-2020 21:28

Site No: 1083
Subject No: 10831029
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
Form Comments
eCRF Audit Trail History

Vital Signs
1. |Date: Not Applicable Comments
1
Vital Signs Details
2:a|| Record Identifier: Not Applicable
1
SPO2 Pulse Oximetry % Not Applicable Comments
[]
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Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:52
Site No: 1083

Subject No: 10831029
Generated By: | (b) (4)

Form: OXY GENATION PARAMETERS

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

*** Confidential***

# | Date Timeof Assessment | Arterial Blood GasesPaO2 | FiO2 (Fraction of Inhaled Oxygen) | Form Instance
1. | Not Applicable Not Applicable Not Applicable Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: OXYGENATION PARAMETERS

on Nov/09/2020

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

Subject No: 10831029
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
Form Comments
eCRF Audit Trail History

Oxygenation Parameters

1. | Date Time of Assessment: Not Applicable Comments
1

2. | Arterial Blood Gases PaO2 Not Applicable Comments

(mmHg):

[]

3. | FO2 (Fraction of Inhaled Oxygen): | Not Applicable Comments
[]
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Header Text: c4591001
Visit: POT_COVID_ILL 1

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

Subject No: 10831029
Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

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

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

*** Confidential***

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
on Nov/09/2020

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

Subject No: 10831029
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
Form Comments
eCRF Audit Trail History

Concomitant M edications

1. | What isthe medication identifier? | Not Applicable Comments
[]
2. | Category: Not Applicable Comments
3. | Concomitant Medications Not Applicable Comments
Pre-specified:
4. | Medication: Not Applicable Comments
Provide the complete genericdrug | [ ]
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).
5. | Start Date; Not Applicable Comments
1
6. | Ongoing? Not Applicable Comments
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Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:53
Site No: 1083

Subject No: 10831029
Generated By: | (b) (4)

Form: IMAGING

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

*** Confidential***

# | Dateof Assessment Location of Assessment | Imaging Method | Overall Assessment Form Instance
1. | Not Applicable Not Applicable Not Applicable Not Applicable Repeating Pages
Page 67 of 543

FDA-CBER-2021-5683-0957799




090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING

on Nov/09/2020

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

Subject No: 10831029
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
Form Comments
eCRF Audit Trail History

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

Visit: POT_COVID_CONVA 1 - Unscheduled Form: DATE OF VISIT - ILLNESS CONVALESCENT
Visit on Dec/07/2020

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

Subject No: 10831029
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

*** Confidential***

Date of Visit

1. | Date of Visit Dec/7/2020

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 llIness Visit: COVID_A1
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled  Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Visit on Dec/07/2020

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

Subject No: 10831029

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
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Dec/7/2020
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliguot
Please enter barcode for each aliquot.
Sa|| sample D [BRCJ52]
5b|| sampleID [BLBRSD]
5.c
Sample ID [BLBRSF]
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Header Text: c4591001

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

Site No: 1083

Subject No: 10831029

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: c4591001

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

Site No: 1083

Subject No: 10831029

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
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Header Text: c4591001

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

Subject No: 10831029

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

*** Confidential***

1. | Date of Aug/23/2020
Completion/Discontinuation/Death
2. | Phase of Disposition: VACCINATION
3. | Status: ADVERSE EVENT
4. | Specify Status: [1
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Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
Site No: 1083

Subject No: 10831029

Generated By: | (b) (4)

Form: DISPOSITION - FOLLOW-UP

Form Status: Not Started

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

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

Disposition - Follow-Up

1. | Date of 1
Completion/Discontinuation/Death

2. | Phase of Disposition:

3. | Status:

4. | Specify Status: [
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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: 10831029
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 1l

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 Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB
Unscheduled Visit

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

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials: ---

Generated By: | (b) (4) 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.

S || sample D []

090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)
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Header Text: c4591001
Visit: Logs Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02
Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
AE Ide Isthe Adverse Event | Form Instan
# | Category ntifier Adverse Event Start Date still Ongoing ce
1. |ADVERSE |1 Paroxysmal Atria fibrillation with | Aug/23/2020 | NO Repeating
EVENT rapid ventricular response UNK:UNK End Date Time: Pages
Sep/8/2020 00:00
2. |ADVERSE |2 Left Ventricular Hypertrophy Aug/24/20200 | YES Repeating
EVENT 0:00 Pages
3. |ADVERSE |3 Hypertension Aug/24/20200 | YES Repeating
EVENT 0:00 Pages
4. |ADVERSE (4 Atria Flutter Sep/2/2020 00: | NO Repeating
EVENT 00 End Date Time: Pages
Sep/8/2020 00:00
5. |ADVERSE |5 Laceration-Left Index Finger Sep/1/2020 00: | NO Repeating
EVENT 00 End Date Time: Pages
Sep/15/2020 00:00
6. |ADVERSE |6 Prior Septual Myocardinal Infarctio | Sep/8/2020 00: | NO Repeating
EVENT n 00 End Date Time: Pages
Sep/8/2020 00:00
7. |ADVERSE |7 Mitral Regurgitation Sep/9/2020 00: | YES Repeating
EVENT 00 Pages
8. |ADVERSE |8 Bileaflet mitral valve prolapse Sep/9/2020 00: | YES Repeating
EVENT 00 Pages
9. |ADVERSE |9 Left Atrial Enlargement Sep/9/2020 00: | YES Repeating
EVENT 00 Pages
10. | ADVERSE |10 Ear Pain Dec/4/2020 00: | YES Repeating
EVENT 00 Pages

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 10831029

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

1. | Category: ADVERSE EVENT
2. |AEID: [1]
3. | Adverse Event: [Paroxysmal Atrial fibrillation with rapid ventricular response]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Aug/23/2020 UNK:UNK
5. | Isthe adverse event still ongoing? | NO
End Date Time:
Sep/8/2020 00:00
6. | Toxicity Grade: 3
7. | Isthe adverse event serious? YES
Is this serious event associated with congenital anomaly or birth
If Yes, NOTIFY PFIZER defect?
IMMEDIATELY. NO
Fatal; Life-threatening; Inpatient Did this serious event result in death?
hospitalization or prolongation of NO
existing hospitalization; Persistent
or significant disability/incapacity; e . . T
Congenital anomaly/birth defect: sllg Sthls serious event require or prolong hospitalization?
Important medical event (i.e. may
jeopardize subject and may require . ) . . L
medical/surgical intervention to lesa:)hlls s/grlous everj)t result in persistent or significant
prevent above outcomes). NIO Hlity/incapacity
Isthis serious event life threatening?
NO
Other medically important serious event
NO
8. | Isthisadverse event theresult of a | NO
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.
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*** Confidential***

Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
9. | Isthisevent related to study NOT RELATED

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

OTHER
If Other, specify:
[Heart Disease]

10. | Latest Action Taken with Study DRUG WITHDRAWN

Treatment:
11. | Was a Concomitant Medication YES

given?
12. | Was aNon-Drug Treatment given? | YES Comments
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: [2020330413]

For Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 10831029

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, 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

Adver se Event Report

1. | Category:

ADVERSE EVENT

2. |AEID:

(2]

3. | Adverse Event:

individual symptoms)

(If possible specify diagnosis, not

[Left Ventricular Hypertrophy]

Start Date Time:

Aug/24/2020 00:00

Isthe adverse event till ongoing?

YES

Toxicity Grade:

1

N|o ol s

I's the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

medical/surgical intervention to
prevent above outcomes).

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

NO

8. | Isthisadverse event the result of a

study Medication Error?
If Yes, record the type of

Error Log.

medication error on the Medication

NO

9. | Isthisevent related to study
treatment:

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

10. | Latest Action Taken with Study
Treatment:

NOT APPLICABLE
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11. | Was a Concomitant Medication YES
given?
12. | Was aNon-Drug Treatment given? | NO
13. | What was the outcome of this NOT RECOVERED/NOT 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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Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831029

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, 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

Adver se Event Report

1. | Category:

ADVERSE EVENT

2. |AEID:

(3]

3. | Adverse Event:

individual symptoms)

(If possible specify diagnosis, not

[Hypertension]

Start Date Time:

Aug/24/2020 00:00

Isthe adverse event till ongoing?

YES

Toxicity Grade:

1

N|o ol s

I's the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

medical/surgical intervention to
prevent above outcomes).

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

NO

8. | Isthisadverse event the result of a

study Medication Error?
If Yes, record the type of

Error Log.

medication error on the Medication

NO

9. | Isthisevent related to study
treatment:

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

10. | Latest Action Taken with Study
Treatment:

NOT APPLICABLE
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11. | Was a Concomitant Medication YES
given?
12. | Was aNon-Drug Treatment given? | NO
13. | What was the outcome of this NOT RECOVERED/NOT 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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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

Adver se Event Report

1. | Category:

ADVERSE EVENT

2. |AEID:

(4]

3. | Adverse Event:

individual symptoms)

(If possible specify diagnosis, not

[Atrial Flutter]

4, | Start Date Time:

Sep/2/2020 00:00

5. | Isthe adverse event still ongoing?

NO
End Date Time:
Sep/8/2020 00:00

6. | Toxicity Grade:

7. | Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

medical/surgical intervention to
prevent above outcomes).

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

NO

8. | Isthis adverse event the result of a

study Medication Error?
If Yes, record the type of

Error Log.

medication error on the Medication

NO

9. | Isthisevent related to study
treatment:

NOT RELATED

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

If Other, specify:
[Cardiac Disease]
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10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication YES
given?
12. | Was aNon-Drug Treatment given? | YES
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: [1
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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

Adver se Event Report

1. | Category:

ADVERSE EVENT

2. |AEID:

(5]

3. | Adverse Event:

individual symptoms)

(If possible specify diagnosis, not

[Laceration-Left Index Finger]

4, | Start Date Time:

Sep/1/2020 00:00

5. | Isthe adverse event still ongoing?

NO
End Date Time:
Sep/15/2020 00:00

6. | Toxicity Grade:

7. | Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

medical/surgical intervention to
prevent above outcomes).

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

NO

8. | Isthis adverse event the result of a

study Medication Error?
If Yes, record the type of

Error Log.

medication error on the Medication

NO

9. | Isthisevent related to study
treatment:

NOT RELATED

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

If Other, specify:
[Hobby Injury]
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*** Confidential***

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication NO
given?
12. | Was aNon-Drug Treatment given? | YES
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: [1
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Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen
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. |AEID:

(6]

3. | Adverse Event:

individual symptoms)

(If possible specify diagnosis, not

[Prior Septual Myocardinal Infarction]

4, | Start Date Time:

Sep/8/2020 00:00

5. | Isthe adverse event still ongoing?

NO

End Date Time:
Sep/8/2020 00:00

6. | Toxicity Grade:

7. | Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

medical/surgical intervention to
prevent above outcomes).

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

NO

8. | Isthis adverse event the result of a

study Medication Error?
If Yes, record the type of

Error Log.

medication error on the Medication

NO

9. | Isthisevent related to study
treatment:

NOT RELATED

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

If Other, specify:
[Heart Disease]
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Form Status. Data Complete, Locked, Frozen
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*** Confidential***

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication NO
given?
12. | Was aNon-Drug Treatment given? | NO
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: [1
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Generated By: | (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. |AEID:

(7]

3. | Adverse Event:

individual symptoms)

(If possible specify diagnosis, not

[Mitral Regurgitation]

Start Date Time:

Sep/9/2020 00:00

Isthe adverse event till ongoing?

YES

Toxicity Grade:

1

N|o ol s

I's the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

medical/surgical intervention to
prevent above outcomes).

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

NO

8. | Isthisadverse event the result of a

study Medication Error?
If Yes, record the type of

Error Log.

medication error on the Medication

NO

9. | Isthisevent related to study
treatment:

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

10. | Latest Action Taken with Study
Treatment:

NOT APPLICABLE
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11. | Was a Concomitant Medication NO
given?
12. | Was aNon-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: [1
For Pfizer Use Only
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Visit: Logs - Unscheduled

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

Subject No: 10831029

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. |AEID:

(8]

3. | Adverse Event:

individual symptoms)

(If possible specify diagnosis, not

[Bileaflet mitral valve prolapse]

Start Date Time:

Sep/9/2020 00:00

Isthe adverse event till ongoing?

YES

Toxicity Grade:

1

N|o ol s

I's the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

medical/surgical intervention to
prevent above outcomes).

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

NO

8. | Isthisadverse event the result of a

study Medication Error?
If Yes, record the type of

Error Log.

medication error on the Medication

NO

9. | Isthisevent related to study
treatment:

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

10. | Latest Action Taken with Study
Treatment:

NOT APPLICABLE
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Form Status. Data Complete
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Subject Initials: ---

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

*** Confidential***

11. | Was a Concomitant Medication NO
given?
12. | Was aNon-Drug Treatment given? | NO
13. | What was the outcome of this NOT RECOVERED/NOT 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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Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831029

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. |AEID:

(9]

3. | Adverse Event:

individual symptoms)

(If possible specify diagnosis, not

[Left Atrial Enlargement]

Start Date Time:

Sep/9/2020 00:00

Isthe adverse event till ongoing?

YES

Toxicity Grade:

1

N|o ol s

I's the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

medical/surgical intervention to
prevent above outcomes).

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

NO

8. | Isthisadverse event the result of a

study Medication Error?
If Yes, record the type of

Error Log.

medication error on the Medication

NO

9. | Isthisevent related to study
treatment:

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

10. | Latest Action Taken with Study
Treatment:

NOT APPLICABLE
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Form: ADVERSE EVENT REPORT

Form Status. Data Complete

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

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

*** Confidential***

11. | Was a Concomitant Medication NO
given?
12. | Was aNon-Drug Treatment given? | NO
13. | What was the outcome of this NOT RECOVERED/NOT 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: c4591001
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Site No: 1083

Subject No: 10831029

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, 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

Adver se Event Report

1. | Category:

ADVERSE EVENT

2. |AEID:

(10]

3. | Adverse Event:

individual symptoms)

(If possible specify diagnosis, not

[Ear Pain]

Start Date Time:

Dec/4/2020 00:00

Isthe adverse event till ongoing?

YES

Toxicity Grade:

1

N|o ol s

I's the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

medical/surgical intervention to
prevent above outcomes).

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

NO

8. | Isthisadverse event the result of a

study Medication Error?
If Yes, record the type of

Error Log.

medication error on the Medication

NO

9. | Isthisevent related to study
treatment:

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

10. | Latest Action Taken with Study
Treatment:

NOT APPLICABLE
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Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Verified
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*** Confidential***

11. | Was a Concomitant Medication YES
given?
12. | Was aNon-Drug Treatment given? | NO
13. | What was the outcome of this NOT RECOVERED/NOT RESOLVED
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: []
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Form: MEDICATION ERROR
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Catego | Medication Er | Start Da | Isthemedication error Still O | Study Medication Errors
# . . Form Instance
ry ror te ngoing Action
1 Repeating
Pages
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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. | Was aNon-Drug Treatment given?
8. | Did the Medication Error cause the
subject to be discontinued from the
study?
9. | Wasthis medication error
associated with any adverse events?
10. | Serious Adverse Event Number: []
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Form: CONCOMITANT MEDICATIONS - NON STUDY
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Site Name: (1083) Benchmark Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

4 Sponsor-Defined Id | Category for Med | Concomitant Medications Pr | Name of Medi | Start D | Form Instanc
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1 Repeating
Pages
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Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

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?

—
[a—

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. | Medication: [1

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

5. | Date: I
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Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

4 Sponsor-Defined | | Category for Me | Concomitant Medications | Name of Medi | Dose Descri | Form Instanc
dentifier dication Pre-specified cation ption e
1 Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Version: 22-Apr-2020 21:03 Form Status: Not Started
Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
Back to Form
Concomitant M edications
1. | What isthe medication identifier? |[]
2. | Category:
3. | Concomitant Medications
Pre-specified:
4. | Medication: [1]
Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).
5. | Dose: [1
6. | Dose Unit:
7. | Dose Frequency:
8. | Route:
9. | Start Date: 1
10. | Ongoing?
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Header Text: c4591001

Visit: Logs
Form Version:
Site No: 1083

22-Apr-2020 21:02

Subject No: 10831029

Form: RADIATION TREATMENT

Site Name: (1083) Benchmark Research

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
4 Categor | Treatment Identifie | Con Non-Drug Treatments Pre-specifie | Treatmen | Start Dat Form Instance
y r d 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: 10831029

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 isthe treatment Identifier? []

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

4. | Treatment: [1]

5. | Start Date: i

6. | Ongoing?

*** Confidential***
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Header Text: c4591001

Visit: Logs

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

Subject No: 10831029

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
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 10831029

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

*** Confidential***
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Header Text: c4591001

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

Site No: 1083

Subject No: 10831029

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

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

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

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:

"

Vital Signs Details

2. || Record Identifier:

Temperature:

[]

Unit:

Temperature Location:

*** Confidential***

Page 109 of 543

FDA-CBER-2021-5683-0957841




090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

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

Subject No: 10831029

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

Anatomical Location:

Body Side:

Route:

Actual Dose:

Wl (N |ga| &~ w]D

Unit:

'_\
©

Timeframe Subject Was Observed

(=Y
[ =Y

. | Was the subject observed for at

least the protocol specified
observation period after
investigational product
administration?

Page 110 of 543

*** Confidential***
FDA-CBER-2021-5683-0957842




090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

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

Site No: 1083

Subject No: 10831029

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: []
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Header Text: c4591001

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

Site No: 1083

Subject No: 10831029

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: 10831029

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: c4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

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

Subject No: 10831029
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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Header Text: c4591001

Visit: V201 SURVEIL_CONSENT - Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Unscheduled

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

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

Subject No: 10831029 Subject Initials: ---

Generated By: | (b) (4) 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.

S || sample D []
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Header Text: c4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

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

Subject No: 10831029

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

to protocol, please provide reason:

sample was not collected according

Aliquot

Please enter barcode for each aliquot.

S, Sample ID

[]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

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

Subject No: 10831029

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 Jan/13/2021
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: 10831029

Generated By: | (b) (4)

Form: FURTHER VACCINATION CONFIRMATION

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

Further Vaccination Confirmation

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

Participant is willing to return for Vaccination 3
Participant is:
eligible per local/national recommendations and confirmed to have received
only placebo at Vaccination 1/2
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Header Text: c4591001

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

Subject No: 10831029

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/13/2021

2. | Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION

*** Confidential***
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Header Text: c4591001

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

Subject No: 10831029

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 :

"
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Header Text: c4591001

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

Subject No: 10831029

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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Header Text: c4591001

Visit: V101_VAX3

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

Subject No: 10831029

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

Form Comments
eCRF Audit Trail History

Date of Visit
1. | Date of Visit Not Done Comments
1
2. | Erroneous Visit Not Done Comments
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1083

Subject No: 10831029

Generated By: | (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION
Form Status: Data Complete, Frozen, Verified

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

Form Comments
eCRF Audit Trail History

Informed Consent - Further Vaccination

1. | Consent Was:

Not Done

Comments

*** Confidential***
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:30
Site No: 1083

Subject No: 10831029

Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

Form Status: Data Complete, 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

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

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1083

Subject No: 10831029

Generated By: | (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION

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

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

Form Comments
eCRF Audit Trail History

Disposition - Screening for Further Vaccination

*** Confidential***

1. | Dateof Not Done Comments
Completion/Discontinuation/Death
: 1
2. | Phase of Disposition: Not Done Comments
3. | Status: Not Done Comments
4. | Specify Status: Not Done Comments
[]
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Header Text: c4591001

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

Subject No: 10831029

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

Aug/23/2020

Page 126 of 543

*** Confidential***
FDA-CBER-2021-5683-0957858




090177e196ae3f95\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: 10831029

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 Hereto Enable

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

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

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

Subject No: 10831029 Subject Initials: ---

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

Audit Trail

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

e CRF_Sign

Name Signature Date Type Action
M eaning

Laurence Chu Approved Mar-11-2021 17:09:37 (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.
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 10831029
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

Form

Aug-06-2020 15:53:15 (UTC-06:00) Central | (b) (4); (b) (6)

Time (US & Canada)

Not Applicable

*** Confidential***
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 10831029

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY - 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

1lh

Aug-10-2020 12:31:12 (UTC-06:00) Central
Time (US & Canada)

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

Intermittent- will be added to Medical History.
Per ConMed list subject takes pain relievers as
needed for Headaches.

Page
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Header Text: c4591001

Visit: V2_VAX2_L

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

Subject No: 10831029

Generated By: | (b) (4)

Form: DATE OF VISIT - 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

Time (US & Canada)

Item | Date User Comment
Form | Oct-07-2020 17:44:37 (UTC-06:00) Centra (b) (4), (b) (6)

Time (US & Canada)
Form | Oct-05-2020 10:46:46 (UTC-06:00) Centra (b) (4), (b) (6) Not Done
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Header Text: c4591001

Visit: V2_VAX2_L

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

Subject No: 10831029

Generated By: | (b) (4)

Form: DATE OF VISIT - 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
1 Oct-07-2020 17:44:37 (UTC-06:00) Centra (b) (4), (b) (6)

Time (US & Canada)
1 Oct-05-2020 10:46:46 (UTC-06:00) Central (b) (4), (b) (6) Not Done

Time (US & Canada)
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Header Text: c4591001

Visit: V2_VAX2_L

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

Subject No: 10831029

Generated By: | (b) (4)

Form: DATE OF VISIT - 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

Time (US & Canada)

Item | Date User Comment
2 Oct-07-2020 17:44:37 (UTC-06:00) Centra (b) (4), (b) (6)

Time (US & Canada)
2 Oct-05-2020 10:46:46 (UTC-06:00) Central (b) (4), (b) (6) Not Done
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 10831029

Generated By: | (b) (4)

Comments

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

Back to Form

Item

Date

User

Comment

Form

Oct-09-2020 09:03:04 (UTC-06:00) Central
Time (US & Canada)

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

Subject did not completed V2- Per Pl due to
SAE and instability of his medical conditions Pl
decision for subject not to have vaccination 2.
Swab was not obtained on this SAE follow up
visit

Not Done
Form | Oct-09-2020 08:50:04 (UTC-06:00) Central (b) (4), (b) (6)
Time (US & Canada)
Form | Oct-07-2020 17:41:49 (UTC-06:00) Central (b) (4), (b) (6) Not Applicable

Time (US & Canada)
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Header Text: c4591001
Visit: V2_VAX2 L

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

Subject No: 10831029

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

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

Time (US & Canada)

Item | Date User Comment
1 Oct-09-2020 09:03:04 (UTC-06:00) Central (b) (4), (b) (6) Subject did not completed V2- Per Pl dueto SAE
Time (US & Canada) and instability of hismedical conditions PI
decision for subject not to have vaccination 2.
Swab was not obtained on this SAE follow up
visit
Not Done
1 Oct-09-2020 08:50:04 (UTC-06:00) Central (b) (4), (b) (6)
Time (US & Canada)
1 Oct-07-2020 17:41:49 (UTC-06:00) Central (b) (4), (b) (6) Not Applicable
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Header Text: c4591001
Visit: V2_VAX2 L

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

Subject No: 10831029

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

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
2 Oct-09-2020 09:03:04 (UTC-06:00) Central (b) (4), (b) (6) Subject did not completed V2- Per Pl dueto SAE
Time (US & Canada) and instability of hismedical conditions PI
decision for subject not to have vaccination 2.
Swab was not obtained on this SAE follow up
visit
Not Done
2 Oct-09-2020 08:50:04 (UTC-06:00) Central (b) (4), (b) (6)
Time (US & Canada)
2 Oct-07-2020 17:41:49 (UTC-06:00) Central (b) (4), (b) (6) Not Applicable

Time (US & Canada)
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Header Text: c4591001
Visit: V2_VAX2 L

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

Subject No: 10831029

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

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

Time (US & Canada)

Item | Date User Comment
3 Oct-09-2020 09:03:04 (UTC-06:00) Central (b) (4), (b) (6) Subject did not completed V2- Per Pl dueto SAE
Time (US & Canada) and instability of hismedical conditions PI
decision for subject not to have vaccination 2.
Swab was not obtained on this SAE follow up
visit
Not Done
3 Oct-09-2020 08:50:04 (UTC-06:00) Central (b) (4), (b) (6)
Time (US & Canada)
3 Oct-07-2020 17:41:49 (UTC-06:00) Central (b) (4), (b) (6) Not Applicable
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Header Text: c4591001
Visit: V2_VAX2 L

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

Subject No: 10831029

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

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
4 Oct-09-2020 09:03:04 (UTC-06:00) Central (b) (4), (b) (6) Subject did not completed V2- Per Pl dueto SAE
Time (US & Canada) and instability of hismedical conditions PI
decision for subject not to have vaccination 2.
Swab was not obtained on this SAE follow up
visit
Not Done
4 Oct-09-2020 08:50:04 (UTC-06:00) Central (b) (4), (b) (6)
Time (US & Canada)
4 Oct-07-2020 17:41:49 (UTC-06:00) Central (b) (4), (b) (6) Not Applicable

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: 10831029

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

Oct-07-2020 17:41:30 (UTC-06:00) Central (b) (4), (b) (6)

Time (US & Canada)

Not Done
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 10831029

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

1

Oct-07-2020 17:41:30 (UTC-06:00) Central
Time (US & Canada)

(b) (4), (b) (6) |Not Done
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 10831029

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

2

Oct-07-2020 17:41:30 (UTC-06:00) Central
Time (US & Canada)

(b) (4), (b) (6) |Not Done
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 10831029

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

3

Oct-07-2020 17:41:30 (UTC-06:00) Central
Time (US & Canada)

(b) (4), (b) (6) |Not Done
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 10831029

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

4

Oct-07-2020 17:41:30 (UTC-06:00) Central
Time (US & Canada)

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

Not Done
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 10831029

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

5

Oct-07-2020 17:41:30 (UTC-06:00) Central
Time (US & Canada)

(b) (4), (b) (6) |Not Done
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 10831029

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

6

Oct-07-2020 17:41:30 (UTC-06:00) Central
Time (US & Canada)

(b) (4), (b) (6) |Not Done
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 10831029

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

7

Oct-07-2020 17:41:30 (UTC-06:00) Central
Time (US & Canada)

(b) (4), (b) (6) |Not Done
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 10831029

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

8

Oct-07-2020 17:41:30 (UTC-06:00) Central
Time (US & Canada)

(b) (4), (b) (6) |Not Done
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 10831029

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

9

Oct-07-2020 17:41:30 (UTC-06:00) Central
Time (US & Canada)

(b) (4), (b) (6) |Not Done
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 10831029

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

10

Oct-07-2020 17:41:30 (UTC-06:00) Central
Time (US & Canada)

(b) (4), (b) (6) |Not Done
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 10831029

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

11

Oct-07-2020 17:41:30 (UTC-06:00) Central
Time (US & Canada)

(b) (4), (b) (6) |Not Done
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Header Text: c4591001
Visit: V3 MONTHL_POSTVAX2 L

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

Subject No: 10831029
Generated By: | (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - 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 | Oct-02-2020 17:09:53 (UTC-06:00) Central (b) (4), (b) (6) Subject did not get vaccination 2- Pl decision

secondary to SAE and unstable medical
condition at last office visit

Not Applicable
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Header Text: c4591001
Visit: V3 MONTHL_POSTVAX2 L

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

Subject No: 10831029
Generated By: | (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED

DATES - 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

1

Oct-02-2020 17:09:53 (UTC-06:00) Central
Time (US & Canada)

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

Subject did not get vaccination 2- Pl decision
secondary to SAE and unstable medical
condition at last office visit

Not Applicable
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Header Text: c4591001
Visit: V3 MONTHL_POSTVAX2 L

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

Subject No: 10831029
Generated By: | (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED

DATES - 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

2.a

Oct-02-2020 17:09:53 (UTC-06:00) Central
Time (US & Canada)

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

Subject did not get vaccination 2- Pl decision
secondary to SAE and unstable medical
condition at last office visit

Not Applicable
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Header Text: c4591001
Visit: V3 MONTHL_POSTVAX2 L

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

Subject No: 10831029
Generated By: | (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED

DATES - 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

2b

Oct-02-2020 17:09:53 (UTC-06:00) Central
Time (US & Canada)

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

Subject did not get vaccination 2- Pl decision
secondary to SAE and unstable medical
condition at last office visit

Not Applicable
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Header Text: c4591001
Visit: V3 MONTHL_POSTVAX2 L

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

Subject No: 10831029
Generated By: | (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED

DATES - 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

2.c

Oct-02-2020 17:09:53 (UTC-06:00) Central
Time (US & Canada)

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

Subject did not get vaccination 2- Pl decision
secondary to SAE and unstable medical
condition at last office visit

Not Applicable
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Header Text: c4591001
Visit: V3 MONTHL_POSTVAX2 L

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

Subject No: 10831029
Generated By: | (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED

DATES - 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

2d

Oct-02-2020 17:09:53 (UTC-06:00) Central
Time (US & Canada)

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

Subject did not get vaccination 2- Pl decision
secondary to SAE and unstable medical
condition at last office visit

Not Applicable
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Header Text: c4591001
Visit: V3 MONTHL_POSTVAX2 L

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

Subject No: 10831029
Generated By: | (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED

DATES - 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

2.e

Oct-02-2020 17:09:53 (UTC-06:00) Central
Time (US & Canada)

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

Subject did not get vaccination 2- Pl decision
secondary to SAE and unstable medical
condition at last office visit

Not Applicable
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Header Text: c4591001
Visit: V3 MONTHL_POSTVAX2 L

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

Subject No: 10831029
Generated By: | (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED

DATES - 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

2f

Oct-02-2020 17:09:53 (UTC-06:00) Central
Time (US & Canada)

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

Subject did not get vaccination 2- Pl decision
secondary to SAE and unstable medical
condition at last office visit

Not Applicable
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Header Text: c4591001
Visit: V3 MONTHL_POSTVAX2 L

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

Subject No: 10831029
Generated By: | (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED

DATES - 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

2.9

Oct-02-2020 17:09:53 (UTC-06:00) Central
Time (US & Canada)

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

Subject did not get vaccination 2- Pl decision
secondary to SAE and unstable medical
condition at last office visit

Not Applicable

Page 159 of 543

*** Confidential***

FDA-CBER-2021-5683-0957891




090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001
Visit: V3 MONTHL_POSTVAX2 L

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

Subject No: 10831029
Generated By: | (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED

DATES - 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

2h

Oct-02-2020 17:09:53 (UTC-06:00) Central
Time (US & Canada)

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

Subject did not get vaccination 2- Pl decision
secondary to SAE and unstable medical
condition at last office visit

Not Applicable
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Header Text: c4591001
Visit: V3 MONTHL_POSTVAX2 L

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

Subject No: 10831029
Generated By: | (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED

DATES - 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

3

Oct-02-2020 17:09:53 (UTC-06:00) Central
Time (US & Canada)

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

Subject did not get vaccination 2- Pl decision
secondary to SAE and unstable medical
condition at last office visit

Not Applicable
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Header Text: c4591001
Visit: V3 MONTHL_POSTVAX2 L

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

Subject No: 10831029
Generated By: | (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED

DATES - 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

4

Oct-02-2020 17:09:53 (UTC-06:00) Central
Time (US & Canada)

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

Subject did not get vaccination 2- Pl decision
secondary to SAE and unstable medical
condition at last office visit

Not Applicable
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Header Text: c4591001
Visit: V3 MONTHL_POSTVAX2 L

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

Subject No: 10831029
Generated By: | (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED

DATES - 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

5a

Oct-02-2020 17:09:53 (UTC-06:00) Central
Time (US & Canada)

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

Subject did not get vaccination 2- Pl decision
secondary to SAE and unstable medical
condition at last office visit

Not Applicable
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001
Visit: V3 MONTHL_POSTVAX2 L

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

Subject No: 10831029
Generated By: | (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED

DATES - 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

5b

Oct-02-2020 17:09:53 (UTC-06:00) Central
Time (US & Canada)

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

Subject did not get vaccination 2- Pl decision
secondary to SAE and unstable medical
condition at last office visit

Not Applicable
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Header Text: c4591001
Visit: V3 MONTHL_POSTVAX2 L

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

Subject No: 10831029
Generated By: | (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED

DATES - 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

5.c

Oct-02-2020 17:09:53 (UTC-06:00) Central
Time (US & Canada)

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

Subject did not get vaccination 2- Pl decision
secondary to SAE and unstable medical
condition at last office visit

Not Applicable

Page 165 of 543

*** Confidential***

FDA-CBER-2021-5683-0957897




090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 10-Oct-2020 16:02
Site No: 1083

Subject No: 10831029
Generated By: | (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

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

Item

Date

User

Comment

5b

Nov-20-2020 11:08:42 (UTC-06:00) Central
Time (US & Canada)

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

Care Now Urgent Care visit 11/5 Asymptomatic
tested negative and 11/8 with symptoms and
tested positive
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 10-Oct-2020 16:02
Site No: 1083

Subject No: 10831029
Generated By: | (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

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

Item

Date

User

Comment

5.c

Nov-20-2020 11:08:52 (UTC-06:00) Central
Time (US & Canada)

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

Care Now Urgent Care visit 11/5 Asymptomatic
tested negative and 11/8 with symptoms and
tested positive
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

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

Subject No: 10831029
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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

Item | Date User Comment
Form | Nov-13-2020 12:55:26 (UTC-06:00) Central (b) (4), (b) (6)

Time (US & Canada)
Form | Nov-09-2020 14:52:46 (UTC-06:00) Central (b) (4), (b) (6) Not Applicable

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/09/2020

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

Subject No: 10831029
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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 Nov-13-2020 12:55:26 (UTC-06:00) Central (b) (4), (b) (6)
Time (US & Canada)
1 Nov-09-2020 14:52:46 (UTC-06:00) Central (b) (4), (b) (6) Not Applicable

Page
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/09/2020

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

Subject No: 10831029
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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

Item | Date User Comment
2 Nov-13-2020 12:55:26 (UTC-06:00) Central (b) (4), (b) (6)
Time (US & Canada)
2 Nov-09-2020 14:52:46 (UTC-06:00) Central (b) (4), (b) (6) Not Applicable

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/09/2020

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

Subject No: 10831029
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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
3 Nov-13-2020 12:55:26 (UTC-06:00) Central (b) (4), (b) (6)
Time (US & Canada)
3 Nov-09-2020 14:52:46 (UTC-06:00) Central (b) (4), (b) (6) Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/09/2020

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

Subject No: 10831029
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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

Item | Date User Comment
4 Nov-13-2020 12:55:26 (UTC-06:00) Central (b) (4), (b) (6)
Time (US & Canada)
4 Nov-09-2020 14:52:46 (UTC-06:00) Central (b) (4), (b) (6) Not Applicable

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/09/2020

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

Subject No: 10831029
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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
5 Nov-13-2020 12:55:26 (UTC-06:00) Central (b) (4), (b) (6)
Time (US & Canada)
5 Nov-09-2020 14:52:46 (UTC-06:00) Central (b) (4), (b) (6) Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/09/2020

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

Subject No: 10831029
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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

Item | Date User Comment
6 Nov-13-2020 12:55:26 (UTC-06:00) Central (b) (4), (b) (6)
Time (US & Canada)
6 Nov-09-2020 14:52:46 (UTC-06:00) Central (b) (4), (b) (6) Not Applicable

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/09/2020

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

Subject No: 10831029
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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
7 Nov-13-2020 12:55:26 (UTC-06:00) Central (b) (4), (b) (6)
Time (US & Canada)
7 Nov-09-2020 14:52:46 (UTC-06:00) Central (b) (4), (b) (6) Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/09/2020

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

Subject No: 10831029
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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

Item | Date User Comment
8 Nov-13-2020 12:55:26 (UTC-06:00) Central (b) (4), (b) (6)
Time (US & Canada)
8 Nov-09-2020 14:52:46 (UTC-06:00) Central (b) (4), (b) (6) Not Applicable

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/09/2020

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

Subject No: 10831029
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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
9 Nov-13-2020 12:55:26 (UTC-06:00) Central (b) (4), (b) (6)
Time (US & Canada)
9 Nov-09-2020 14:52:46 (UTC-06:00) Central (b) (4), (b) (6) Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1

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

Subject No: 10831029
Generated By: | (b) (4)

Form: HEALTH CARE UTILIZATION - 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

Item

Date

User

Comment

1d

Nov-20-2020 11:06:57 (UTC-06:00) Central
Time (US & Canada)

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

Care Now Urgent Care visit 11/5 Asymptomatic
tested negative and 11/8 with symptoms and
tested positive

Page
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Header Text: c4591001

on Nov/09/2020

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

Subject No: 10831029
Generated By: | (b) (4)

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

Item | Date

User Comment

Time (US & Canada)

Form | Nov-09-2020 15:00:03 (UTC-06:00) Central (b) (4), (b) (6) Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/09/2020

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

Subject No: 10831029
Generated By: | (b) (4)

Form: RESPIRATORY TREATMENT - 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

Item

Date

User

Comment

1

Nov-09-2020 15:00:03 (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
on Nov/09/2020

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

Subject No: 10831029
Generated By: | (b) (4)

Form: RESPIRATORY TREATMENT - 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

Item

Date

User

Comment

2

Nov-09-2020 15:00:03 (UTC-06:00) Central
Time (US & Canada)

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

Not Applicable

Page
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/09/2020

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

Subject No: 10831029
Generated By: | (b) (4)

Form: RESPIRATORY TREATMENT - 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

Item

Date

User

Comment

3

Nov-09-2020 15:00:03 (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
on Nov/09/2020

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

Subject No: 10831029
Generated By: | (b) (4)

Form: RESPIRATORY TREATMENT - 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

Item

Date

User

Comment

4

Nov-09-2020 15:00:03 (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
on Nov/09/2020

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

Subject No: 10831029
Generated By: | (b) (4)

Form: RESPIRATORY TREATMENT - 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

Item

Date

User

Comment

5

Nov-09-2020 15:00:03 (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
on Nov/09/2020

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

Subject No: 10831029
Generated By: | (b) (4)

Form: RESPIRATORY TREATMENT - 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

Item

Date

User

Comment

6

Nov-09-2020 15:00:03 (UTC-06:00) Central
Time (US & Canada)

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

Not Applicable

Page

*** Confidential***

185 of 543

FDA-CBER-2021-5683-0957917




090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

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

Subject No: 10831029
Generated By: | (b) (4)

Form: ILLNESS DETAILS - 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

Item

Date

User

Comment

2

Nov-13-2020 12:47:32 (UTC-06:00) Central
Time (US & Canada)

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

Covid-19 Positive per urgent care-site attempting
to get the medical records for the testing info

Page
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

on Nov/09/2020

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

Subject No: 10831029
Generated By: | (b) (4)

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

Item | Date

User Comment

Time (US & Canada)

Form | Nov-09-2020 15:01:07 (UTC-06:00) Central (b) (4), (b) (6) Not Applicable

*** Confidential***
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/09/2020

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

Subject No: 10831029
Generated By: | (b) (4)

Form: ILLNESS DETAILS - SEVERE - 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

Item

Date

User

Comment

1

Nov-09-2020 15:01:07 (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
on Nov/09/2020

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

Subject No: 10831029
Generated By: | (b) (4)

Form: ILLNESS DETAILS - SEVERE - 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

Item

Date

User

Comment

2

Nov-09-2020 15:01:07 (UTC-06:00) Central
Time (US & Canada)

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

Not Applicable

Page
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/09/2020

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

Subject No: 10831029
Generated By: | (b) (4)

Form: ILLNESS DETAILS - SEVERE - 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

Item

Date

User

Comment

3

Nov-09-2020 15:01:07 (UTC-06:00) Central
Time (US & Canada)

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

Not Applicable

Page

190 of 543

*** Confidential***
FDA-CBER-2021-5683-0957922




090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/09/2020

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

Subject No: 10831029
Generated By: | (b) (4)

Form: ILLNESS DETAILS - SEVERE - 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

Item

Date

User

Comment

4

Nov-09-2020 15:01:07 (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: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -

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

Item

Date

User

Comment

4

Nov-09-2020 15:03:47 (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
on Nov/09/2020

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

Subject No: 10831029
Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -

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

Item

Date

User

Comment

5

Nov-09-2020 15:03:47 (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
on Nov/09/2020

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

Subject No: 10831029
Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -

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

Item

Date

User

Comment

6

Nov-09-2020 15:03:47 (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: IMAGING - Comments

on Nov/09/2020

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

Subject No: 10831029
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-09-2020 15:04:02 (UTC-06:00) Central (b) (4), (b) (6) Not Applicable

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/09/2020

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

Subject No: 10831029
Generated By: | (b) (4)

Form: IMAGING - 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

Item

Date

User

Comment

1

Nov-09-2020 15:04:02 (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
on Nov/09/2020

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

Subject No: 10831029
Generated By: | (b) (4)

Form: IMAGING - 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

Item

Date

User

Comment

2

Nov-09-2020 15:04:02 (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
on Nov/09/2020

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

Subject No: 10831029
Generated By: | (b) (4)

Form: IMAGING - 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

Item

Date

User

Comment

3

Nov-09-2020 15:04:02 (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
on Nov/09/2020

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

Subject No: 10831029
Generated By: | (b) (4)

Form: IMAGING - 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

Item

Date

User

Comment

4

Nov-09-2020 15:04:02 (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: 10831029

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - 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

12

Oct-09-2020 17:31:38 (UTC-06:00) Central
Time (US & Canada)

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

08SEP2020 Subject had Cardioversion -Now in
Normal Sinus Rhythm
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Header Text: c4591001

Visit: V101 _VAX3

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

Subject No: 10831029

Generated By: | (b) (4)

Form: DATE OF VISIT - 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

Item | Date

User Comment

Form | Mar-08-2021 20:55:44 (UTC-06:00) Central (b) (4), (b) (6) During unblinding confirmation with subject-

Time (US & Canada)

receipt of placebo at vaccine one and could be a
crossover subject and recive active vaccine.
Subject declined revaxination

Not Done
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Header Text: c4591001

Visit: V101 _VAX3

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

Subject No: 10831029

Generated By: | (b) (4)

Form: DATE OF VISIT - 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

Item

Date

User

Comment

1

Mar-08-2021 20:55:44 (UTC-06:00) Central
Time (US & Canada)

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

During unblinding confirmation with subject-
receipt of placebo at vaccine one and could be a
crossover subject and recive active vaccine.
Subject declined revaxination

Not Done

Page 291 of 543

*** Confidential***

FDA-CBER-2021-5683-0958023




090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: V101 _VAX3

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

Subject No: 10831029

Generated By: | (b) (4)

Form: DATE OF VISIT - 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

Item

Date

User

Comment

2

Mar-08-2021 20:55:44 (UTC-06:00) Central
Time (US & Canada)

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

During unblinding confirmation with subject-
receipt of placebo at vaccine one and could be a
crossover subject and recive active vaccine.
Subject declined revaxination

Not Done
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Header Text: c4591001
Visit: V101 _VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1083

Subject No: 10831029

Generated By: (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION -
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

Item | Date

User Comment

Time (US & Canada)

Form | Mar-08-2021 20:56:02 (UTC-06:00) Central (b) (4), (b) (6) During unblinding confirmation with subject-

receipt of placebo at vaccine one and could be a
crossover subject and recive active vaccine.
Subject declined revaxination

Not Done
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Header Text: c4591001
Visit: V101 _VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1083

Subject No: 10831029

Generated By: (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION -

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

Item

Date

User

Comment

1

Mar-08-2021 20:56:02 (UTC-06:00) Central
Time (US & Canada)

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

During unblinding confirmation with subject-
receipt of placebo at vaccine one and could be a
crossover subject and recive active vaccine.
Subject declined revaxination

Not Done
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Header Text: c4591001
Visit: V101 _VAX3

Form Version: 10-Dec-2020 02:30
Site No: 1083

Subject No: 10831029

Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION - 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

Item | Date

User

Comment

Time (US & Canada)

Form | Mar-08-2021 20:56:21 (UTC-06:00) Central | (b) (4); (b) (6)

During unblinding confirmation with subject-
receipt of placebo at vaccine one and could be a
crossover subject and recive active vaccine.
Subject declined revaxination

Not Done
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Header Text: c4591001
Visit: V101 _VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1083

Subject No: 10831029

Generated By: (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION
- 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

Item | Date

User Comment

Form | Mar-08-2021 20:56:43 (UTC-06:00) Central (b) (4), (b) (6) During unblinding confirmation with subject-

Time (US & Canada)

receipt of placebo at vaccine one and could be a
crossover subject and recive active vaccine.
Subject declined revaxination

Not Done
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Header Text: c4591001
Visit: V101 _VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1083

Subject No: 10831029

Generated By: (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION

- 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

Item

Date

User

Comment

1

Mar-08-2021 20:56:43 (UTC-06:00) Central
Time (US & Canada)

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

During unblinding confirmation with subject-
receipt of placebo at vaccine one and could be a
crossover subject and recive active vaccine.
Subject declined revaxination

Not Done
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Header Text: c4591001
Visit: V101 _VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1083

Subject No: 10831029

Generated By: (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION

- 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

Item

Date

User

Comment

2

Mar-08-2021 20:56:43 (UTC-06:00) Central
Time (US & Canada)

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

During unblinding confirmation with subject-
receipt of placebo at vaccine one and could be a
crossover subject and recive active vaccine.
Subject declined revaxination

Not Done
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Header Text: c4591001
Visit: V101 _VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1083

Subject No: 10831029

Generated By: (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION

- 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

Item

Date

User

Comment

3

Mar-08-2021 20:56:43 (UTC-06:00) Central
Time (US & Canada)

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

During unblinding confirmation with subject-
receipt of placebo at vaccine one and could be a
crossover subject and recive active vaccine.
Subject declined revaxination

Not Done
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Header Text: c4591001
Visit: V101 _VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1083

Subject No: 10831029

Generated By: (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION

- 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

Item

Date

User

Comment

4

Mar-08-2021 20:56:43 (UTC-06:00) Central
Time (US & Canada)

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

During unblinding confirmation with subject-
receipt of placebo at vaccine one and could be a
crossover subject and recive active vaccine.
Subject declined revaxination

Not Done
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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: 10831029 Subject Initials: ---

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

Back to Form

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

e CRF_Sign
Name Signature Date Type Action
M eaning
Laurence Chu Approved Mar-11-2021 17:09:37 (UTC-06:00) Central BOOK Signed
Time (US & Canada)
Affidavit:

By my dated signature below, I, 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 equivaent of my handwritten signature.

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

(b) (6) N/A Mar-01-2021 10:42:53 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Laurence Chu Approved Jan-20-2021 16:08:38 (UTC-06:00) Central BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, I, 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 isto be the legally binding equivalent of my handwritten signature.

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

(b) (6) N/A Dec-07-2020 16:57:14 (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: 10831029 Subject Initials; ---

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

Laurence Chu Approved Nov-23-2020 14:16:00 (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 isto be the legally binding equivalent of my handwritten signature.

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

(b) (6) N/A Nov-19-2020 15:37:09 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Laurence Chu Approved Nov-16-2020 17:05:31 (UTC-06:00) Central BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, I, 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 equivaent 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-13-2020 12:47:32 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Laurence Chu Approved Nov-12-2020 12:53:06 (UTC-06:00) Central BOOK Signed

Time (US & Canada)
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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: 10831029 Subject Initials; ---

Generated By: | (b) (4) 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.

(b) (6) N/A Nov-11-2020 14:00:01 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Laurence Chu Approved Nov-11-2020 09:43:13 (UTC-06:00) Central BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, I, 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 equivaent of my handwritten signature.

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

(b) (6) N/A Nov-09-2020 14:50:34 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Laurence Chu Approved Oct-26-2020 13:44:32 (UTC-06:00) Central BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, I, 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 isto be the legally binding equivalent of my handwritten signature.

To this| do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001
Visit: 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: 10831029 Subject Initials; ---

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

(b) (6) N/A Oct-26-2020 11:42:40 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Laurence Chu Approved Oct-13-2020 16:46:51 (UTC-06:00) Centra 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 isto be the legally binding equivalent of my handwritten signature.

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

(b) (6) N/A Oct-13-2020 13:11:11 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Laurence Chu Approved Oct-12-2020 12:40:28 (UTC-06:00) Centra BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, I, 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 equivaent 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-02-2020 17:09:11 (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: 10831029 Subject Initials; ---

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

Laurence Chu Approved Oct-01-2020 17:38:04 (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 isto be the legally binding equivalent of my handwritten signature.

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

(b) (6) N/A Sep-24-2020 15:21:03 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Laurence Chu Approved Sep-22-2020 13:38:24 (UTC-06:00) Central BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, I, 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 equivaent 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: 10831029 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-04-2020 14:10:54 | ACVOPFEINFPE000 |(b) (4), (b) (6) | Data Entry: 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-04-2020 14:10:54 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central STAGE 3 COHORTS

Time (US & Canada)

090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)
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Header Text: c4591001

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

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

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 Location User Value Reason
Aug-04-2020 14:11:25 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central OBTAINED
Time (US & Canada) Date Written Consent Obtained

Aug/4/2020

*** Confidential***

Page 307 of 543

FDA-CBER-2021-5683-0958039




090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

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

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form: DEMOGRAPHY - 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. Subject ID

Date L ocation User Value Reason

Sep-01-2020 05:06:52 | ACVOPFEINFP6000 | () (4. (®)(6) | Query 1: Closed confirmed event entered in

(UTC-06:00) Central AE CRF

Time (US & Canada)

Aug-26-2020 08:17:16 | ACVOPFEINFP6000 |®) (4. () (®) | Query 1: Answered entered

(UTC-06:00) Central

Time (US & Canada)

Aug-26-2020 05:00:41 | ACVOPFEINFPE000 |(b) (). (b)(6) | Query 1: Opened SAE

(UTC-06:00) Central RECON:AER#2020330413

Time (US & Canada) persistent atrial fibrillation
with rapid ventricular
response(onset
date:23Aug2020)was
reported as seriousin
Safety DB but missing in
AE CRF.Please confirm
and update CRF. If safety
update is required, submit a
follow up form.

Aug-04-2020 14:08:36 | ACVOPFEINFP6E000 | auto calc Data Entry: Item copied from previous

(UTC-06:00) Central (autocalc) | 10831029 form

Time (US & Canada)

2. Birth Date:

Date L ocation User Value Reason

Aug-17-2020 11:06:10
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Closed

Response satisfies
query

Aug-11-2020 11:51:58
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 1: Answered

Transcription Error

Aug-11-2020 11:51:58 | ACVOPFEINFPGE000 | (b) (4. (b) (6) Data Entry: Transcription Error
(UTC-06:00) Central (b) (6)/1970

Time (US & Canada)

Aug-11-2020 10:22:25 | ACVOPFEINFPGE000 |(b) (4), (b) (6) | Query 1: Opened IVRS

(UTC-06:00) Central

Reconciliation :
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Header Text: c4591001

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

Subject No: 10831029

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

Subject Initials: ---

Generated By: | (b) (4)

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

Time (US & Canada)

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

Subject age
calculated '60" based
on DOB and
randomization date
observed outside the
acceptable age
group (18 to 55)
specified per
(Strata) IVRS.
Please check and
update data as
appropriate. Else,
clarify. Thank you.

Aug-04-2020 14:08:32 | ACVOPFEINFP6000 | auto calc Data Entry: Enrollment Entry
(UTC-06:00) Central (autocalc) Aug/21/1959

Time (US & Canada)

3. Sex:

Date Location User Value Reason
Aug-04-2020 14:11:53 | ACVOPFEINFP6000 | (B) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central MALE

Time (US & Canada)

4. Ethnicity:

Date Location User Value Reason
Aug-04-2020 14:11:53 ACVOPFEINFPE000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central NOT HISPANIC OR LATINO(A

Time (US & Canada) ) OR OF SPANISH ORIGIN

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

Date L ocation User Value Reason
Aug-04-2020 14:11:53 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: 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: 10831029
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

Sep-17-2020 03:48:49
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Closed

Response satisfies
query

Sep-15-2020 15:48:11
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) |Query 1: Answered

Subject will not be
getting Vaccination
2 per Pl. Waiting for
subjects SAE
condition to
stabalize and will be
brought back for
safety follow up

Sep-04-2020 07:23:00
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Reissued: Opened

DM1: Thank you
for the response.
Please keep this
query open at your
end. Once visitis
performed, kindly
update vaccination
details and rest of
the visit pages and
then respond to the

query.

Sep-02-2020 15:24:07
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) [Query 1: Answered

Per Pl unstable
medical condition
related to SAE
delaying study
intervention
administration

Sep-02-2020 05:40:26

ACVOPFEINFP6000

(b) (4), Query 1: Opened

DM: Details on visit

(UTC-06:00) Central (b) (6) ‘'V2VX2L are

Time (US & Canada) missing. Kindly
consider to update
or else clarify.
Thank you.

Aug-04-2020 14:12:24 | ACVOPFEINFP6000 |(B) (4), (b) (6) | Data Entry: Initial Entry

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

Aug/4/2020
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1083
Subject No: 10831029
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-04-2020 14:16:53 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central Aug/4/2020

Time (US & Canada)

2. Phase of Disposition:

Date Location User Value Reason
Aug-04-2020 14:16:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SCREENING

Time (US & Canada)

3. Status:

Date Location User Value Reason
Aug-04-2020 14:16:53 ACVOPFEINFPE000 | (b) (4), (b) (6) | Data Entry: Initial Entry

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

COMPLETED

*** Confidential***
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 10831029

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

Back to Form

la
Date L ocation User Value Reason
Aug-05-2020 17:51:54 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Transcription Error
(UTC-06:00) Central Line/MH Numb 1
Time (US & Canada) er:

Medical History alergic rhini

Term: tis

Start Date: UNK/UNK/

2013

Ongoing: YES
Aug-04-2020 14:23:01 | ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) LineeMH 1
Time (US & Canada) Number:

Medical Hi alergic rhinitis- a

story Term lergy to oak and ¢

: edar

Start Date: UNK/UNK/2013

Ongoing: YES
l.aLine/MH Number:
Date L ocation User Value Reason
Aug-04-2020 14:23:01 ACVOPFEINFPE000 |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-05-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Close | Discrepancy
18:54:39 Oracle d has been
(UTC-06:00) (b) (4) closed.
Central Time
(US & Canada)
Aug-05-2020 ACVOPFEINFP6000 auto query Query 1: Answ | Transcription
17:51:54 (autoquery) ered Error
(UTC-06:00)
Central Time
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Site No: 1083

Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Subject No: 10831029

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

Subject Initials: ---

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

(US & Canada)

Aug-05-2020 ACVOPFEINFP6000 (b) (4), (b) (6) | Data Entry: Transcription

17:51:54 alergic rhinitis | Error

(UTC-06:00)

Central Time

(US & Canada)

Aug-04-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Open | Multiple

17:01:00 Oracle ed conceptsin the

(UTC-06:00) (b) (4) term

Centra Time ALLERGIC

(US & Canada) RHINITIS
ALLERGY TO
OAK AND
CEDAR. Split
the term into
ALLERGIC
RHINITIS and
ALLERGY TO
OAK AND
CEDAR and
report as
separate
entries. Thank
you.

Aug-04-2020 ACVOPFEINFP6000 (b) (4), (b) (6) | DataEntry: | Initia Entry

14:23:.01 alergic rhinitis

(UTC-06:00) - dlergy to oak

Central Time and cedar

(US & Canada)

1l.a Start Date:

Date Location User Value Reason

Aug-04-2020 14:23:01 ACVOPFEINFP6000 | (b) (4), (b) (6) | Data Entry: Initial Entry

(UTC-06:00) Central UNK/UNK/2013

Time (US & Canada)

1.a Ongoing:

Date Location User Value Reason

Aug-04-2020 14:23:01 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: 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
Subject No: 10831029

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

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
1b
Date Location User Value Reason
Aug-04-2020 14:25:06 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | LingMH Nu 2
Time (US & Canada) mber:

Medical Histo gastroesophageal r

ry Term: eflux disease

Start Date: UNK/UNK/2018

Ongoing: YES
1.b Line/MH Number:
Date L ocation User Value Reason
Aug-04-2020 14:25:06 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-04-2020 14:25:06 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central gastroesophageal reflux disease
Time (US & Canada)
1.b Start Date:
Date L ocation User Value Reason
Aug-04-2020 14:25:06 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central UNK/UNK/2018
Time (US & Canada)
1.b Ongoing:
Date L ocation User Value Reason
Aug-04-2020 14:25:06 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central YES
Time (US & Canada)
1.c
Date L ocation User Value Reason
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form Version: 22-Apr-2020 21:03

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-13-2020 12:26:06
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Data Entry:

Line/MH Numbe 3

r:

Medical History heartburn
Term:

Transcription Error

*** Confidential***

Start Date: UNK/UNK/
2018
Ongoing: YES
Aug-04-2020 14:25:57 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Line/MH Numbe 3
Time (US & Canada) r
Medical History heartburn
Term:
Start Date: UNK/UNK/
2017
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: 10831029
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

1.cLine/MH Number:

Date L ocation User Value Reason
Aug-04-2020 14:25:57 ACVOPFEINFPE000 |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-14-2020 08:37:38 | ACVOPFEINFPGE000 || (b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Aug-13-2020 12:28:24 | ACVOPFEINFPE000 |(b) (4), (b) (6) |Query 1: Answered Changed data per

(UTC-06:00) Central query

Time (US & Canada)

Aug-13-2020 08:29:52 | ACVOPFEINFP6000 |(b)(4), (b)(6) | Query 1: Opened As per source

(UTC-06:00) Central document, the start

Time (US & Canada) date for heartburn
wasin 2018 not
2017. Please
confirm and update
data.

Aug-04-2020 14:25:57 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry

(UTC-06:00) Central heartburn

Time (US & Canada)

1.c Start Date:

Date L ocation User Value Reason

Aug-13-2020 12:26:06 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error

(UTC-06:00) Central UNK/UNK/2018

Time (US & Canada)

Aug-04-2020 14:25:57 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central UNK/UNK/2017

Time (US & Canada)

1.c Ongoing:

Date L ocation User Value Reason
Aug-04-2020 14:25:57 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 10831029

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

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

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

Time (US & Canada)

1d

Date L ocation User Value Reason
Aug-04-2020 14:27:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(autocalc) | Line/MH Numbe 4
r:
Medical History tonsillitis

Term:
Start Date: UNK/UNK/199
3
Ongoing: NO
End Date:
UNK/UNK/
1993
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1083
Subject No: 10831029
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

1.d Line/MH Number:

Date L ocation User Value Reason
Aug-04-2020 14:27:20 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |4
Time (US & Canada)
1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-04-2020 14:27:20 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central tonsillitis
Time (US & Canada)
1.d Start Date:
Date Location User Value Reason
Aug-04-2020 14:27:20 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central UNK/UNK/1993
Time (US & Canada)
1.d Ongoing:
Date L ocation User Value Reason
Aug-04-2020 14:27:20 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada) End Date:
UNK/UNK/1993

le
Date L ocation User Value Reason
Aug-04-2020 14:28:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Number: 5
Time (US & Canada) Medical History T obesity

erm:

Start Date: UNK/UNK/2

004
Ongoing: YES
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form Version: 22-Apr-2020 21:03

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

l.eLine/MH Number:

*** Confidential***

Date L ocation User Value Reason
Aug-04-2020 14:28:22 ACVOPFEINFPE000 |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-04-2020 14:28:22 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central obesity
Time (US & Canada)
1.e Start Date:
Date Location User Value Reason
Aug-04-2020 14:28:22 | ACVOPFEINFP6000 | (b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central UNK/UNK/2004
Time (US & Canada)
1.e Ongoing:
Date L ocation User Value Reason
Aug-04-2020 14:28:22 | ACVOPFEINFPG000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central YES
Time (US & Canada)
1f
Date L ocation User Value Reason
Aug-04-2020 14:29:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | LinelMH Number: 6
Time (US & Canada) Medical History Te anxiety

rm:

Start Date: Nov/UNK/20

19
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: 10831029
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

1.f Line/MH Number:

Date L ocation User Value Reason
Aug-04-2020 14:29:23 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-04-2020 14:29:23 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central anxiety

Time (US & Canada)

1f Start Date:

Date Location User Value Reason
Aug-04-2020 14:29:23 ACVOPFEINFPE000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central Nov/UNK/2019

Time (US & Canada)

1.f Ongoing:

Date L ocation User Value Reason
Aug-04-2020 14:29:23 | ACVOPFEINFPE000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central YES

Time (US & Canada)

14

Date L ocation User Value Reason
Aug-05-2020 17:53:22 | ACVOPFEINFPG000 |(b) (4), (b) (6) | Data Entry: Transcription Error
(UTC-06:00) Central LineMHN 7

Time (US & Canada) umber:

Medical His bilateral carpal tu

tory Term: nnel syndrome
Start Date:  UNK/UNK/2002
Ongoing: NO
End Date:
UNK/UNK/20
03
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Header Text: c4591001

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

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

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

*** Confidential***

Aug-04-2020 14:34:07 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Line/MH Num 7
Time (US & Canada) ber:
Medical Histor bilatera carpal
y Term: tunnel
Start Date: UNK/UNK/20
02
Ongoing: NO
End Date:
UNK/UNK/
2003
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1083
Subject No: 10831029
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

1.gLine/MH Number:

Date L ocation User Value Reason

Aug-04-2020 14:34.07 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) |7

Time (US & Canada)

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

Date L ocation User Value Reason

Aug-05-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: C | Discrepancy has been

18:54:41 Oracle losed closed.

(UTC-06:00) (b) 4)

Central Time

(US & Canada)

Aug-05-2020 ACVOPFEINFP6000 auto query Query 1: A | Transcription Error

17:53:22 (autoquery) nswered

(UTC-06:00)

Central Time

(US & Canada)

Aug-05-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) | Data Entr | Transcription Error

17:53:22 'S

(UTC-06:00) bilateral ca

Central Time rpal tunnel

(US & Canada) syndrome

Aug-04-2020 | ACVOPFEINFPE000.InFormAdapter.Discrepancy | PFETMS Query 1: O | Clarify BILATERAL

16:06:32 Oracle pened CARPAL TUNNEL

(UTC-06:00) (b) (4) asfollows...Theterm

Centra Time appears incomplete.

(US & Canada) Areyou reporting
BILATERAL
CARPAL TUNNEL
SYNDROME?
DECOMPRESSION?
If so, edit. Otherwise
clarify. Thank you.

Aug-04-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) | DataEntr | Initial Entry

14:34.07 '

(UTC-06:00) bilateral ca

Centra Time rpal tunnel

(US & Canada)

1.g Start Date:
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form Version: 22-Apr-2020 21:03

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

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

NO
End Date:

UNK/UNK/2003

Date Location User Value Reason
Aug-04-2020 14:34:07 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central UNK/UNK/2002

Time (US & Canada)

1.g Ongoing:

Date Location User Value Reason
Aug-04-2020 14:34:07 ACVOPFEINFPG000 |(b) (4), (b) (6) | Data Entry: Initial Entry

*** Confidential***
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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: 10831029 Subject Initials: ---

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

Back to Form

1h
Date L ocation User Value Reason
Aug-10-2020 12:34:34 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information
(UTC-06:00) Central Line/MH Num 8
Time (US & Canada) ber:
Medical Histor Intermittent H
y Term: eadache
Start Date: UNK/UNK/19
)
Ongoing: YES
Aug-04-2020 14:35:18 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Line/MH Numb 8
Time (US & Canada) er:
Medical History headaches
Term:
Start Date: UNK/UNK/
1990
Ongoing: YES

090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)
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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

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

Form Status. Data Complete, Locked, Frozen, Verified

1.h Line/MH Number:

Date Location User Value Reason

Aug-04-2020 14:35:18 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

Aug-11-2020 23:16:41 | ACVOPFEINFPG000 |(b) (4), (b) (6) | Query 1: Closed Response satisfies

(UTC-06:00) Central query

Time (US & Canada)

Aug-10-2020 12:34:34 | ACVOPFEINFP6000 | auto query Query 1: Answered New Information

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Aug-10-2020 12:34:34 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information

(UTC-06:00) Central Intermittent Headache

Time (US & Canada)

Aug-09-2020 20:25:11 | ACVOPFEINFP6000 | (b) (4), (b) (6) | Query 1: Opened headaches: Please

(UTC-06:00) Central can you confirmif

Time (US & Canada) thisis a one off
event or if thisisa
recurrent event? If
S0, please consider
updating the
verbatim term.

Aug-04-2020 14:35:18 | ACVOPFEINFP6000 |((b) (4), (b) (6) | Data Entry: Initial Entry

(UTC-06:00) Central headaches

Time (US & Canada)

1.h Start Date;

Date L ocation User Value Reason

Aug-04-2020 14:35:18 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry

(UTC-06:00) Central UNK/UNK/1990

Time (US & Canada)

1.h Ongoing:

Date Location User Value Reason
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

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

Subject No: 10831029 Subject Initials: ---

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

Aug-04-2020 14:35:18 | ACVOPFEINFPE000 | (b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central YES

Time (US & Canada)

Li
Date L ocation User Value Reason
Aug-04-2020 14:36:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Numb 9
Time (US & Canada) er:
Medical History chronic sinusinf
Term: ection
Start Date: UNK/UNK/199
0
Ongoing: NO
End Date:
UNK/UNK/2
011

090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)
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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

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

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

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

Form Status. Data Complete, Locked, Frozen, Verified

1.i Line/MH Number:

Date L ocation User Value Reason
Aug-04-2020 14:36:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |9
Time (US & Canada)
1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-04-2020 14:36:44 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central chronic sinus infection
Time (US & Canada)
1.i Start Date:
Date L ocation User Value Reason
Aug-04-2020 14:36:44 | ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central UNK/UNK/1990
Time (US & Canada)
1.i Ongoing:
Date L ocation User Value Reason
Aug-04-2020 14:36:44 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada) End Date:
UNK/UNK/2011

1j
Date L ocation User Value Reason
Aug-04-2020 14:41:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Numbe 10
Time (US & Canada) r

Medical History balloon sinupla

Term: sty

Start Date: UNK/UNK/201

1
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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: 10831029 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
Ongoing: NO
End Date:
UNK/UNK/
2011
1.j Line/MH Number:
Date L ocation User Value Reason
Aug-04-2020 14:41:51 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |10
Time (US & Canada)
1.j Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-04-2020 14:41:51 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central balloon sinuplasty
Time (US & Canada)
1) Start Date:
Date L ocation User Value Reason
Aug-04-2020 14:41:51 | ACVOPFEINFP6000 | (B) (4), () (6) | Data Entry: Initial Entry
(UTC-06:00) Central UNK/UNK/2011
Time (US & Canada)
1.j Ongoing:
Date L ocation User Value Reason
Aug-04-2020 14:41:51 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada) End Date:
UNK/UNK/2011
1k
Date L ocation User Value Reason
Aug-04-2020 14:43:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Nu 11
Time (US & Canada) mber:
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 10831029

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

Medical Histo bilateral carpal tun

ry Term: nel repair

Start Date:  UNK/UNK/2003

Ongoing: NO

End Date:
UNK/UNK/20
03
1.k Line/MH Number:
Date L ocation User Value Reason
Aug-04-2020 14:43:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |11
Time (US & Canada)
1.k Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-04-2020 14:43:32 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central bilateral carpal tunnel repair
Time (US & Canada)
1k Start Date:
Date L ocation User Value Reason
Aug-04-2020 14:43:32 | ACVOPFEINFP6000 | (b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central UNK/UNK/2003
Time (US & Canada)
1.k Ongoing:
Date L ocation User Value Reason
Aug-04-2020 14:43:32 | ACVOPFEINFP6000 | (b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada) End Date:
UNK/UNK/2003
1l
Date Location | User | Value Reason
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Header Text: c4591001

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

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
Aug-05-2020 17:52:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Number 12
Time (US & Canada) :

Medical History T alergy to oak

erm:

Start Date: UNK/UNK/2

013

Ongoing: YES
1.I Line/MH Number:
Date L ocation User Value Reason
Aug-05-2020 17:52:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |12
Time (US & Canada)
1.I Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-05-2020 17:52:25 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central allergy to oak
Time (US & Canada)
1.| Start Date:
Date L ocation User Value Reason
Aug-05-2020 17:52:25 | ACVOPFEINFPE000 |(B) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central UNK/UNK/2013
Time (US & Canada)
1.1 Ongoing:
Date L ocation User Value Reason
Aug-05-2020 17:52:25 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central YES
Time (US & Canada)
1m
Date L ocation User Value Reason
Aug-05-2020 17:52:54 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Number 13
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 10831029

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

Time (US & Canada) :

Medical History T alergy to ced

erm: ar

Start Date: UNK/UNK/2

013

Ongoing: YES
1.mLine/MH Number:
Date L ocation User Value Reason
Aug-05-2020 17:52:54 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |13
Time (US & Canada)

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

Date L ocation User Value Reason
Aug-05-2020 17:52:54 | ACVOPFEINFP6000 | (b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central allergy to cedar
Time (US & Canada)
1.m Start Date:
Date L ocation User Value Reason
Aug-05-2020 17:52:54 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central UNK/UNK/2013
Time (US & Canada)
1.m Ongoing:
Date Location User Value Reason
Aug-05-2020 17:52:54 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central YES
Time (US & Canada)

Page 331 of 543

*** Confidential***

FDA-CBER-2021-5683-0958063
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28

Site No: 1083
Subject No: 10831029
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 Location User Value Reason
Aug-04-2020 14:45:22 ACVOPFEINFPG000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central Aug/4/2020
Time (US & Canada)
2. Weight:
Date Location User Value Reason
Aug-04-2020 14:45:22 | ACVOPFEINFP6000 |(b) (4), (b) (6)| Data Entry: Initial Entry
(UTC-06:00) Central 290.8
Time (US & Canada)
3. Unit;
Date Location User Value Reason
Aug-04-2020 14:45:22 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central LB
Time (US & Canada)
4. Height:
Date Location User Value Reason
Aug-04-2020 14:45:22 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central 710
Time (US & Canada)
5. Unit:
Date Location User Value Reason
Aug-04-2020 14:45:22 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central in
Time (US & Canada)
6. Body Mass | ndex:
Date Location User Value Reason
Aug-04-2020 14:45:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | 40.6
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 30-Jul-2020 21:28

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

090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
Time (US & Canada) | |
7.a
Date Location User Value Reason
Aug-04-2020 14:45:22 | ACVOPFEINFPs000 | (b) (4), () (6) | Data Entry: Initial Entry
(UTC-06:00) Central Record I dentifier 1
Time (US & Canada) -

Temperature: 9.1

Temperature Unit F

TemperatureLoc ORAL CAV

ation:: ITY
7.a Record I dentifier:
Date Location User Value Reason
Aug-04-2020 14:45:22 | ACVOPFEINFP6000 | (D) (4), () (6) | Data Entry: Initial Entry
(UTC-06:00) Central 1
Time (US & Canada)
7.a Temperature:
Date Location User Value Reason
Aug-04-2020 14:45:22 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central 9.1
Time (US & Canada)
7.a Unit;
Date L ocation User Value Reason
Aug-04-2020 14:45:22 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central F
Time (US & Canada)
7.a Temperature Location:
Date Location User Value Reason
Aug-04-2020 14:45:22 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central ORAL CAVITY
Time (US & Canada)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1083
Subject No: 10831029
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 Location User Value Reason
Aug-04-2020 14:46:26 | ACVOPFEINFP6000 |(b) (4), (b) (6)| Data Entry: Initial Entry
(UTC-06:00) Central Aug/4/2020

Time (US & Canada)

2. Randomization Number:

Date L ocation User Value Reason
Aug-04-2020 14:46:26 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central 41608

Time (US & Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1083) Benchmark Research

Subject Initials: ---

Form Version: 22-Apr-2020 21:03
Site No: 1083
Subject No: 10831029

090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Generated By: | (b) (4)

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

Back to Form

1. Data Origin
Date L ocation User Value Reason
Aug-04-2020 14:46:40 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Aug-04-2020 14:46:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Aug-04-2020 16:12:02 | ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Aug-04-2020 16:11:25 | 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.
Aug-04-2020 16:11:25 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Aug-04-2020 16:11:25 | ACVOPFEINFP6000 | ®) (4. (b) (6) Data Entry: Transcription Error
(UTC-06:00) Central YES
Time (US & Canada) Date of Collection:
Aug/4/2020
Aug-04-2020 14:46:40 | ACVOPFEINFP6000 | auto query Query 1: Opened ‘Sample Collected?
(UTC-06:00) Central (autoquery) ismarked as No and
Time (US & Canada) 'If no sample was
collected or sample
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1083
Subject No: 10831029

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

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

Generated By: | (b) (4)

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

was not collected
according to
protocol, please
provide reason' is
missing. Please
review and update
as appropriate.

Aug-04-2020 14:46:40
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

(b) (4). (b) (6) | Data Entry:

NO

Initial Entry

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

Date L ocation User Value Reason
Aug-04-2020 16:12:54 ACVOPFEINFP6000 |(®) 4. (®)(®) |DataEntry: Initial Entry
(UTC-06:00) Central
Time (US & Canada)
5.a
Date L ocation User Value Reason
Aug-04-2020 16:12:02 ACVOPFEINFPG000 |®)().(®)(6) |Data Entry: Initial Entry
(UTC-06:00) Central Sample ID: BG1VXK
Time (US & Canada)
5.a Sample D
Date L ocation User Value Reason
Aug-04-2020 16:12:02 ACVOPFEINFPE000 |®) @), (®)(6) |Data Entry: Initial Entry
(UTC-06:00) Central BG1VJIK
Time (US & Canada)
5.b
Date L ocation User Value Reason
Aug-04-2020 16:12:19 ACVOPFEINFPE000 |(®) (@), () (6) |Data Entry: Initial Entry
(UTC-06:00) Central Sample |D: BG1VJL
Time (US & Canada)
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
5.b Sample 1D
Date L ocation User Value Reason
Aug-04-2020 16:12:19 ACVOPFEINFPE000 |(®) (@), () (6) |Data Entry: Initial Entry
(UTC-06:00) Central BG1VJL
Time (US & Canada)
5.c
Date L ocation User Value Reason
Aug-04-2020 16:12:44 ACVOPFEINFP6000 |(®)(4).(0) () |DataEntry: Initial Entry
(UTC-06:00) Central Sample ID: BPV1Y
Time (US & Canada)
5.c Sample D
Date L ocation User Value Reason
Aug-04-2020 16:12:44 ACVOPFEINFPE000 |(®) @), (®)(®) |Data Entry: Initial Entry
(UTC-06:00) Central BPEV1Y
Time (US & Canada)
5.d
Date L ocation User Value Reason
Aug-04-2020 16:13:01 ACVOPFEINFP6000 |(®) @, () (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sample ID: BP6V1Z
Time (US & Canada)
5.d Sample D
Date L ocation User Value Reason
Aug-04-2020 16:13:01 ACVOPFEINFP6000 |(®)(4).(0) () |DataEntry: Initial Entry
(UTC-06:00) Central BP6V1Z
Time (US & Canada)
5.e
Date L ocation User Value Reason
Aug-04-2020 16:13:13 ACVOPFEINFPE000 |®) (@), (®)(6) |Data Entry: Initial Entry
(UTC-06:00) Central Sample ID: BP6V20
Time (US & Canada)
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1083
Subject No: 10831029
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.e SampleID

Date L ocation User Value Reason
Aug-04-2020 16:13:13 ACVOPFEINFPE000 |(®) (@), () (6) |Data Entry: Initial Entry
(UTC-06:00) Central BP6V20

Time (US & Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1083) Benchmark Research

Subject Initials: ---

Form Version: 22-Apr-2020 21:03
Site No: 1083
Subject No: 10831029

090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Generated By: | (b) (4)

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

Back to Form

1. Data Origin

Date L ocation User Value Reason
Aug-04-2020 14:48:05 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason
Aug-04-2020 14:48:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | NASAL_SWAB

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Aug-04-2020 18:22:43 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)

Time (US & Canada)

Aug-04-2020 14:48:05 | 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-04-2020 14:48:05 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central YES
Time (US & Canada) Date of Callection:
Aug/4/2020
5.a
Date L ocation User Value Reason
Aug-04-2020 18:22:43 ACVOPFEINFP6000 |(®)(4).(0)(6) |DataEntry: Initial Entry
(UTC-06:00) Central Sample|D: BP6V2C
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: 10831029
Generated By: | (b) (4)

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

5.aSample D

Date L ocation User Value Reason
Aug-04-2020 18:22:43 ACVOPFEINFPE000 |(®) (@), () (6) |Data Entry: Initial Entry
(UTC-06:00) Central BP6V2C

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: 10831029
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 Location User Value Reason
Aug-04-2020 14:49:00 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
2. Treatment Name
Date Location User Value Reason
Aug-04-2020 14:49:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | BLINDED THERAPY
Time (US & Canada)
3. Formulation:
Date Location User Value Reason
Aug-04-2020 14:49:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | INJECTION
Time (US & Canada)
4. Dose Date Time:
Date Location User Value Reason
Aug-04-2020 14:49:00 | ACVOPFEINFP6000 | (b) (4), (b) (6)| Data Entry: Initial Entry
(UTC-06:00) Central Aug/4/2020 12:21
Time (US & Canada)
5. Anatomical Location:
Date Location User Value Reason
Aug-04-2020 14:49:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | DELTOID MUSCLE
Time (US & Canada)
6. Body Side:
Date Location User Value Reason
Aug-04-2020 14:49:00 ACVOPFEINFP6000 | (0) (4), (b) (6) Data Entry: Initial Entry
(UTC-06:00) Central LEFT
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04

Site No: 1083
Subject No: 10831029
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

Time (US & Canada)

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

7. Route:

Date Location User Value Reason
Aug-04-2020 14:49:00 ACVOPFEINFPE000 |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-04-2020 14:49:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | THE PROTOCOL SPECIFIED OB

Time (US & Canada) SERVATION PERIOD

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

administration?

Date Location User Value Reason
Aug-04-2020 14:49:00 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry

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

YES
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

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)

YES- REACTOGENICITY E-D
IARY COLLECTED FOR THIS
SUBJECT

Date Location User Value Reason
Aug-04-2020 14:49:10 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry

*** Confidential***
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001
Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:02

Site No: 1083
Subject No: 10831029
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
Oct-07-2020 17:44:46 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Aug/26/2020

Time (US & Canada)

Oct-07-2020 17:44:37 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central

Time (US & Canada)

Oct-05-2020 10:46:46 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Done

Time (US & Canada)

2. Erroneous Visit

Date L ocation User Value Reason
Oct-07-2020 17:44:37 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central

Time (US & Canada)

Oct-05-2020 10:46:46 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Done

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

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form Version: 30-Jul-2020 21:30

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED

DATES - 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. Were medicationsto treat fever/pain given on the last day the Subject Diary was completed?

Time (US & Canada)

TI

Date L ocation User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
2a
Date L ocation User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-OBIOO) Central Symptom:: FE
Time (US & Canada) VE
R

Werefever or systemicsy N

mptoms present on thelas O

t day the Subject Diary wa

scompleted?:
2.a Symptom:
Date L ocation User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central FEVER
Time (US & Canada)
2.aWerefever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
2b
Date L ocation User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Symptom:: EA
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Header Text: c4591001
Visit: V2_VAX2 L

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

Subject No: 10831029
Generated By: | (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - 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

GU
E

Werefever or systemicsy NO
mptoms present on thelas

t day the Subject Diary w

as completed?:

2.b Symptom:

Date Location User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central FATIGUE

Time (US & Canada)

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

Date L ocation User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
2.c
Date L ocation User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-OB:OO) Central Symptom:: HE
Time (US & Canada) AD

AC

HE

Werefever or systemics NO
ymptoms present on thel

ast day the Subject Diary
was completed?:
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001
Visit: V2_VAX2 L

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form Version: 30-Jul-2020 21:30

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - 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)

2.c Symptom:

Date L ocation User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central HEADACHE

2.c Were fever or systemic

symptoms present on the last day the Subject Diary was compl eted?

Date L ocation User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
2d
Date Location User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Symptom:: CH
Time (US & Canada) IL

LS

Werefever or systemicsy NO
mptoms present on the las

t day the Subject Diary w
ascompleted?:

Time (US & Canada)

2.d Symptom:

Date L ocation User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central CHILLS

2.d Were fever or systemic

symptoms present on the last day the Subject Diary was completed?

*** Confidential***

Date Location User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
2.e
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Header Text: c4591001
Visit: V2_VAX2 L

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

Subject No: 10831029
Generated By: | (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED

DATES - 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

Date L ocation User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Symptom:: VO
Time (US & Canada) MIT
ING
Werefever or systemics NO
ymptoms present on thel
ast day the Subject Diary
was completed?:
2.e Symptom:
Date L ocation User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central VOMITING
Time (US & Canada)
2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
2.f
Date L ocation User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Symptom:: DIA
Time (US & Canada) RR
HE
A

Werefever or systemic sy NO
mptoms present on thela

st day the Subject Diary

was completed?:
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Header Text: c4591001
Visit: V2_VAX2 L

Form Version: 30-Jul-202

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED

DATES - eCRF Audit Trail History

0 21:30

Form Status: Data Complete, Locked, Frozen, Verified

Time (US & Canada)

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
2.f Symptom:
Date L ocation User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central DIARRHEA
Time (US & Canada)
2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
29
Date L ocation User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initia Entry
(UTC-06:00) Central Symptom:: NEW OR
Time (US & Canada) WORSE
NED MU
SCLE PA
IN
Werefever or syste NO
mic symptoms prese
nt on thelast day th
e Subject Diary was
completed?:
2.g Symptom:
Date Location User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NEW OR WORSENED MUSCL
Time (US & Canada) E PAIN
2.9 Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
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Header Text: c4591001
Visit: V2_VAX2 L

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

Subject No: 10831029
Generated By: | (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - 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

2.h
Date L ocation User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC—OGZOO) Central Symptom;: NEW O
Time (US & Canada) R WORS

ENED J

OINT PA

IN

Werefever or syste NO
mic symptoms prese
nt on thelast day th
e Subject Diary was

completed?:
2.h Symptom:
Date Location User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

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

NEW OR WORSENED JOINT
PAIN

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

Date Location User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO

Time (US & Canada)

3. Injection Site Location:

Date L ocation User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | DELTOID MUSCLE

4. Injection Site Body Side:

Date L ocation User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central LEFT
Time (US & Canada)
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Header Text: c4591001
Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:30 Form Status. Data Complete, Locked, Frozen, Verified
Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
5a
Date L ocation User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Injection Site Reaction:: RE
Time (US & Canada) DN
ESS

Wereinjection sitereacti NO
ons present on thelast da
y the Subject Diary wasc

ompleted?:
5.alnjection Site Reaction:
Date Location User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central REDNESS

Time (US & Canada)

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

Date Location User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO

Time (US & Canada)

5b

Date L ocation User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Injection Site Reaction:: SW

Time (US & Canada) ELL

ING

Wereinjection sitereacti NO
ons present on thelast d

ay the Subject Diary was
completed?:
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Header Text: c4591001
Visit: V2_VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - 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.b Injection Site Reaction:

Date L ocation User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central SWELLING
Time (US & Canada)
5.b Were injection site reactions present on the last day the Subject Diary was compl eted?
Date L ocation User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
5.c
Date L ocation User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Injection Site Reactio PAIN A
Time (US & Canada) n: T INJE
CTION
SITE

Wereinjection sitere NO

actions present on the

last day the Subject D

iary was completed?:
5.c Injection Site Reaction:
Date L ocation User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central PAIN AT INJECTION SITE
Time (US & Canada)
5.c Wereinjection site reactions present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Oct-07-2020 17:44:23 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
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Header Text: c4591001
Visit: V2_VAX2_L

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form Version: 15-Sep-2020 21:54

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

Back to Form

Time (US & Canada)

1. Date:
Date Location User Value Reason
Oct-07-2020 17:42:30 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Aug/26/2020
Time (US & Canada)
2a
Date L ocation User Value Reason
Oct-07-2020 17:42:30 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Record Identifier 1
Time (US & Canada) >

Temperature: 98.1

Temperature Unit F

TemperatureLoc ORAL CAV

ation:: ITY
2.a Record | dentifier:
Date Location User Value Reason
Oct-07-2020 17:42:30 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
Oct-07-2020 17:42:30 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central 98.1
Time (US & Canada)
2.a Unit:
Date L ocation User Value Reason
Oct-07-2020 17:42:30 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central F
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Header Text: c4591001
Visit: V2_VAX2 L

Form Version: 15-Sep-2020 21:54

Site No: 1083
Subject No: 10831029
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

2.a Temperature Location:

Date L ocation User Value Reason
Oct-07-2020 17:42:30 | ACVOPFEINFP6000 |(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

Site No: 1083
Subject No: 10831029
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
Oct-09-2020 09:03:04 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Done

Time (US & Canada)

Oct-09-2020 08:50:04 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central

Time (US & Canada)

Oct-07-2020 17:41:49 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason
Oct-09-2020 09:03:04 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Done

Time (US & Canada)

Oct-09-2020 08:50:04 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central

Time (US & Canada)

Oct-07-2020 17:41:49 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value | Reason
Oct-09-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Response satisfies
14:17:43 1: Clo |query
(UTC-06:00) sed

Central Time

(US&

Canada)

Oct-09-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Subject did not
09:03:36 1: An | completed V2- Per Pl
(UTC-06:00) swere |dueto SAE and
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Header Text: c4591001
Visit: V2_VAX2 L

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

Subject No: 10831029

Generated By: | (b) (4)

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

Central Time d instability of his

(US& medical conditions Pl

Canada) decision for subject
not to have vaccination
2. Swab was not
obtained on this SAE
follow up visit

Oct-09-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data | Initia Entry

09:03:04 Entr

(UTC-06:00) H

Central Time Not D

(Us& one

Canada)

Oct-09-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data | Initia Entry

08:50:04 Entry

(UTC-06:00) :

Central Time

(Us&

Canada)

Oct-09-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW4914798;Sample

05:35:04 (b) (4) 1: Op | Collectedisnot

(UTC-06:00) ened | expectedto be

Central Time Unknown or Not

(US& Applicable. Please

Canada) review and update
appropriately or clarify

Oct-07-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data | Initial Entry

17:41:49 Entr

(UTC-06:00) :

Central Time Not A

(UsS& pplica

Canada) ble

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

Date Location User Value Reason
Oct-09-2020 09:03:04 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Done

Time (US & Canada)

Oct-09-2020 08:50:04 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central

Time (US & Canada)
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Header Text: c4591001
Visit: V2_VAX2 L

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

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

Oct-07-2020 17:41:49 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
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: 10831029
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 Location User Value Reason
Oct-07-2020 17:41:30 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Done

Time (US & Canada)

2. Treatment Name

Date L ocation User Value Reason
Oct-07-2020 17:41:30 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Done

Time (US & Canada)

3. Formulation:

Date L ocation User Value Reason
Oct-07-2020 17:41:30 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Done

Time (US & Canada)

4, Dose Date Time:

Date Location User Value Reason
Oct-07-2020 17:41:30 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Done

Time (US & Canada)

5. Anatomical Location:

Date L ocation User Value Reason
Oct-07-2020 17:41:30 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Done

Time (US & Canada)

6. Body Side:

Date L ocation User Value Reason
Oct-07-2020 17:41:30 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Done
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04

Site No: 1083

Subject No: 10831029
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

Time (US & Canada)

7. Route:

Date Location User Value Reason
Oct-07-2020 17:41:30 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Done

Time (US & Canada)

8. Actual Dose:

Date L ocation User Value Reason
Oct-07-2020 17:41:30 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Done

Time (US & Canada)

9. Unit:

Date L ocation User Value Reason
Oct-07-2020 17:41:30 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Done

Time (US & Canada)

10. Timeframe Subject Was Observed

Date Location User Value Reason
Oct-07-2020 17:41:30 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Done

Time (US & Canada)

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

administration?

Date Location User Value Reason
Oct-07-2020 17:41:30 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Done

Time (US & Canada)
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_ L
Form Version: 22-Apr-2020 21:02
Site No: 1083

Subject No: 10831029

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-02-2020 17:09:11 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Oct/2/2020
Time (US & Canada)
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Header Text: c4591001

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Visit: V3 MONTH1_POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - 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. Were medicationsto treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
2a
Date Location User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Symptom:: Not
Time (US & Canada) Appl

icabl

e

Werefever or systemics Not
ymptoms present on the Appl
last day the Subject Diar icabl

Time (US & Canada)

y was completed?: e
2.a Symptom:
Date L ocation User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

2.aWere fever or systemic

symptoms present on the last day the Subject Diary was compl eted?

*** Confidential***

Date L ocation User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
2.b
Date Location User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Symptom:: Not
Time (US & Canada)
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:30 Form Status. Data Complete, Locked, Frozen, Verified
Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
Appl
icabl
e

Werefever or systemics Not
ymptoms present on the Appl
last day the Subject Diar icabl

y was completed?: e
2.b Symptom:
Date Location User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

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

Date L ocation User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

2.c
Date Location User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Symptom:: Not
Time (US & Canada) Appl

icabl

e

Werefever or systemics Not
ymptoms present on the Appl
last day the Subject Diar icabl
y was completed?: e
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Header Text: c4591001
Visit: V3 MONTHL_POSTVAX2 L

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

Subject No: 10831029
Generated By: | (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - 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)

2.c Symptom:

Date L ocation User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

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

Date L ocation User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
2d
Date Location User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Symptom:: Not
Time (US & Canada) Appl

icabl

e

Werefever or systemics Not
ymptoms present on the Appl
last day the Subject Diar icabl

Time (US & Canada)

y was completed?: e
2.d Symptom:
Date L ocation User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

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

Date L ocation User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
2e
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Header Text: c4591001
Visit: V3 MONTHL_POSTVAX2 L

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

Subject No: 10831029
Generated By: | (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - 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

Date Location User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Symptom:: Not
Time (US & Canada) Appl

icabl

e

Werefever or systemics Not
ymptoms present on the Appl
last day the Subject Diar icabl

y was completed?: e
2.e Symptom:
Date L ocation User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

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

Date L ocation User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
2f
Date Location User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Symptom:: Not
Time (US & Canada) Appl

icabl

e

Werefever or systemics Not
ymptoms present on the Appl
last day the Subject Diar icabl
y was completed?: e
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Header Text: c4591001
Visit: V3 MONTHL_POSTVAX2 L

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

Subject No: 10831029
Generated By: | (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - 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)

2.f Symptom:

Date L ocation User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

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

Date L ocation User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
29
Date Location User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Symptom:: Not
Time (US & Canada) Appl

icabl

e

Werefever or systemics Not
ymptoms present on the Appl
last day the Subject Diar icabl

Time (US & Canada)

y was completed?: e
2.9 Symptom:
Date L ocation User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

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

Date L ocation User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
2.h
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Header Text: c4591001

Visit: V3 MONTHL_POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED

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

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
Date L ocation User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Symptom:: Not
Time (US & Canada) Appl
icabl
e

Werefever or systemics Not

ymptoms present on the Appl

last day the Subject Diar icabl

y was completed?: e
2.h Symptom:
Date L ocation User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
3. Injection Site Location:
Date L ocation User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
4. Injection Site Body Side:
Date L ocation User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
5.a
Date L ocation User Value Reason
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Header Text: c4591001

Subject No: 10831029
Generated By: | (b) (4)

Visit: V3_MONTH1_POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

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

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

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

Oct-02-2020 17:09:53
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
Injection Site Reaction:: Not
Appl
icabl
e

Wereinjection sitereacti Not
onspresent onthelast d Appl
ay the Subject Diary was icabl

Time (US & Canada)

completed?: e
5.a Injection Site Reaction:
Date L ocation User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

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

Date Location User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
5.b
Date L ocation User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Injection Site Reaction:: Not
Time (US & Canada) Appl

icabl

e

Wereinjection sitereacti Not
onspresent on thelastd Appl
ay the Subject Diary was icabl
completed?: e
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

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

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

Subject No: 10831029 Subject Initials; ---

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

090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

5.b Injection Site Reaction:

Date L ocation User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

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

Date L ocation User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
5.c
Date Location User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Injection Site Reaction:: Not
Time (US & Canada) Appl

icabl

e

Wereinjection sitereacti Not
onspresent onthelast d Appl
ay the Subject Diary was icabl

completed?: e
5.c Injection Site Reaction:
Date L ocation User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

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

Date L ocation User Value Reason
Oct-02-2020 17:09:53 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
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Header Text: c4591001
Visit: V3 MONTH1_POSTVAX2 L

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

Subject No: 10831029

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

Back to Form

1. Data Origin

Date L ocation User Value Reason

Oct-02-2020 17:10:19 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Oct-02-2020 17:10:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Oct-05-2020 10:41:36 ACVOPFEINFP6000 | auto query Query 1. Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Oct-03-2020 05:19:21 | ACVOPFEINFP6000 | (D) (4), (b) (6) | Query 1: Opened 'Sample Collected?

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

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

Oct-02-2020 17:10:19 ACVOPFEINFPE000 | 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-02-2020 17:10:19 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central YES

Time (US & Canada)

Oct/2/2020

Date of Collection:

5.a
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Header Text: c4591001

Visit: V3 MONTHL_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1083

Subject No: 10831029
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

Date L ocation User Value Reason
Oct-05-2020 10:41:36 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sample ID: BPZ1NG

Time (US & Canada)

5.a Sample D

Date Location User Value Reason
Oct-05-2020 10:41:36 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central BPZ1ING6

Time (US & Canada)

5.b

Date L ocation User Value Reason
Oct-05-2020 10:47:21 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sample | D: BLCJY X

Time (US & Canada)

5.b Sample|D

Date L ocation User Value Reason
Oct-05-2020 10:47:21 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central BLCJY X

Time (US & Canada)

5.c

Date Location User Value Reason
Oct-05-2020 10:47:28 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sample ID: BLCIYY

Time (US & Canada)

5.c SampleID

Date L ocation User Value Reason
Oct-05-2020 10:47:28 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central BLCJIYY

Time (US & Canada)
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Header Text: c4591001

Visit: V4_MONTH6_L Form: DATE OF VISIT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831029 Subject Initials; ---

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

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Mar-01-2021 10:42:53 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Feb/26/2021

Time (US & Canada)

Page 371 of 543

*** Confidential***

FDA-CBER-2021-5683-0958103



090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001
Visit: V4 MONTHS6_L

Form Version: 22-Apr-2020 21:03

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
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. Data Origin

Date L ocation User Value Reason
Mar-01-2021 10:43:10 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason
Mar-01-2021 10:43:10 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SERUM

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Mar-01-2021 10:47:20 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)

Time (US & Canada)

Mar-01-2021 10:43:10 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.

Mar-01-2021 10:43:10 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central YES
Time (US & Canada) Date of Collection:

Feb/26/2021
5a
Date Location User Value Reason
Mar-01-2021 10:47:20 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

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

Sample |ID: BKN2L9
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Header Text: c4591001
Visit: V4 MONTHS6_L

Form Version: 22-Apr-2020 21:03

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

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

5.aSample D

Date Location User Value Reason
Mar-01-2021 10:47:20 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central BKN2L9

Time (US & Canada)

5.b

Date Location User Value Reason
Mar-01-2021 10:47:30 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sample |D: BM3MF9

Time (US & Canada)

5.b Sample D

Date Location User Value Reason
Mar-01-2021 10:47:30 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central BM3MF9

Time (US & Canada)

5.c

Date Location User Value Reason
Mar-01-2021 10:47:40 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sample ID: BM3MFN

Time (US & Canada)

5.c Sample D

Date Location User Value Reason
Mar-01-2021 10:47:40 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central BM3MFN

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 22-Apr-2020 21:03

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

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

Nov-09-2020 14:55:51 | ACVOPFEINFPE000 | auto query Query 1: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-09-2020 14:52:16 | ACVOPFEINFPE000 | auto query Query 2: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-09-2020 14:50:33 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
Symptoms formis
missing. Please
review and update
as appropriate.

Nov-09-2020 14:50:33 | 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-09-2020 14:50:33 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Nov/9/2020

Time (US & Canada)

3. COVID-19 llIness Visit:

Date L ocation User Value Reason

Nov-09-2020 14:50:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)
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Header Text: c4591001

on Nov/09/2020

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - 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 Assessment:

Date L ocation User Value Reason
Nov-09-2020 14:52:16 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Nov/9/2020
Time (US & Canada)
2. Date of First Symptom Started:
Date L ocation User Value Reason
Nov-09-2020 14:52:16 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Nov/7/2020
Time (US & Canada)
3. Symptoms Ongoing?
Date L ocation User Value Reason
Dec-07-2020 16:59:06 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information
(UTC-06:00) Central NO
Time (US & Canada) Date of Last Symptom Resolve

d:

Nov/12/2020

Nov-09-2020 14:52:16 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central YES
Time (US & Canada)
4.a
Date L ocation User Value Reason
Nov-09-2020 14:52:16 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Symptoms: FEVER
Time (US & Canada) Symptom Present: NO
4.a Symptoms:
Date L ocation User Value Reason
Nov-09-2020 14:52:16 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central FEVER
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 10-Oct-2020 16:02

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - 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

Time (US & Canada)

4.a Was symptom present?

Date L ocation User Value Reason
Nov-09-2020 14:52:16 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
4.b
Date L ocation User Value Reason
Nov-09-2020 14:52:16 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Symptoms NEW OR INCREA
Time (US & Canada) : SED COUGH

Symptom YES

Present:
4.b Symptoms:
Date L ocation User Value Reason
Nov-09-2020 14:52:16 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-09-2020 14:52:16 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central YES
Time (US & Canada)
4.c
Date L ocation User Value Reason
Nov-09-2020 14:52:16 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

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

Sympto NEW OR INCREASE
ms: D SHORTNESS OF B
REATH

Sympto NO
m Prese
nt:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 10-Oct-2020 16:02

Form: SIGNS AND 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: 10831029 Subject Initials; ---

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

4.c Symptoms:

Date L ocation User Value Reason
Nov-09-2020 14:52:16 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NEW OR INCREASED SHORT

Time (US & Canada) NESS OF BREATH

4.c Was symptom present?

Date L ocation User Value Reason
Nov-09-2020 14:52:16 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO

Time (US & Canada)

4d

Date L ocation User Value Reason
Nov-09-2020 14:52:16 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Symptoms: CHILLS

Time (US & Canada) Symptom Present: YES

4.d Symptoms:

Date L ocation User Value Reason
Nov-09-2020 14:52:16 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-09-2020 14:52:16 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central YES

Time (US & Canada)

4e

Date L ocation User Value Reason
Nov-09-2020 14:52:16 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Symptom NEW OR INCREAS

Time (US & Canada) s ED MUSCLE PAIN
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 10-Oct-2020 16:02

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: 10831029 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

Symptom NO

Present:
4.e Symptoms;
Date L ocation User Value Reason
Nov-09-2020 14:52:16 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-09-2020 14:52:16 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
4.f
Date L ocation User Value Reason
Nov-09-2020 14:52:16 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Symptoms NEW LOSS OF TA
Time (US & Canada) . STE OR SMELL

Symptom NO

Present:
4.f Symptoms:
Date L ocation User Value Reason
Nov-09-2020 14:52:16 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NEW LOSS OF TASTE OR SM
Time (US & Canada) ELL
4.f Was symptom present?
Date L ocation User Value Reason
Nov-09-2020 14:52:16 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO

Time (US & Canada)

449
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Header Text: c4591001

Visit: POT_COVID_ILL 1
on Nov/09/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History
Form Status: Data Complete, Frozen, Verified

Symptom Present NO

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
Date L ocation User Value Reason
Nov-09-2020 14:52:16 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Symptom NEW OR INCREAS
Time (US & Canada) S ED SORE THROAT

Symptom NO

Present:
4.9 Symptoms:
Date L ocation User Value Reason
Nov-09-2020 14:52:16 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-09-2020 14:52:16 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
4.h
Date L ocation User Value Reason
Nov-09-2020 14:52:16 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Symptoms: DIARRHE
Time (US & Canada) A
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Header Text: c4591001

Visit: POT_COVID_ILL 1
on Nov/09/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

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: 10831029 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
4.h Symptoms:
Date L ocation User Value Reason
Nov-09-2020 14:52:16 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
Nov-09-2020 14:52:16 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
4.
Date L ocation User Value Reason
Nov-09-2020 14:52:16 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Symptoms: VOMITIN
Time (US & Canada) G

Symptom Present NO
4.i Symptoms:
Date Location User Value Reason
Nov-09-2020 14:52:16 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-09-2020 14:52:16 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
5.a
Date L ocation User Value Reason
Nov-09-2020 14:52:31 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
on Nov/09/2020 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: 10831029 Subject Initials; ---

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

Time (US & Canada) Symptoms - Other Body Ache
: s

5.a Symptoms - Other Text:

Date L ocation User Value Reason
Nov-09-2020 14:52:31 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Body Aches

Time (US & Canada)

5.b

Date L ocation User Value Reason
Nov-20-2020 10:58:54 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Symptoms- O Runny Nose/Dr

Time (US & Canada) ther: ainage

5.b Symptoms - Other Text:

Date L ocation User Value Reason
Nov-20-2020 10:58:54 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Runny Nose/Drainage

Time (US & Canada)

5.c

Date L ocation User Value Reason
Nov-20-2020 10:59:08 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Symptoms - Ot Chest Congest

Time (US & Canada) her: ion

5.¢c Symptoms - Other Text:

Date Location User Value Reason
Nov-20-2020 10:59:08 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Chest Congestion

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 06-Jul-2020 21:54

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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

Nov-13-2020 12:56:30
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Form Created
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Header Text: c4591001

on Nov/09/2020

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 06-Jul-2020 21:54

Form: MICROBIOLOGY SPECIMEN - Audit Trail

Form Status:

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

Back to Form

Time (US & Canada)

Date L ocation User Value Reason
Nov-20-2020 11:19:17 ACVOPFEINFP6000 ((b) (4), (b) (6) |Form Created
(UTC-06:00) Central

*** Confidential***

Page 383 of 543

FDA-CBER-2021-5683-0958115




090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 06-Jul-2020 21:54

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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. Actual Date of Collection:

Date L ocation User Value Reason
Nov-20-2020 11:11:51 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information
(UTC-06:00) Central Nov/5/2020

Time (US & Canada)

Nov-13-2020 12:56:30 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Nov/7/2020

Time (US & Canada)

Nov-13-2020 12:55:26 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central

Time (US & Canada)

Nov-10-2020 21:50:55 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Nov-10-2020 15:09:16 | ACVOPFEINFPE000 |(b) (4), (b) (6) |[Query 1: Answered Medical records
(UTC-06:00) Central release form was

Time (US & Canada)

emailed to subject
tofill out and send
back to site so we
can get the covid
testing information

to enter
Nov-10-2020 14:46:45 ACVOPFEINFPE000 | (b) (4), Query 1: Opened Subject had 2
(UTC-06:00) Central (b) (6) COVID tests done
Time (US & Canada) outside the study

per progress notes.
One was negative

and one was
positive. Please
enter both.
Nov-09-2020 14:52:46 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
2. Specimen Type:
Date Location User Value Reason
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on Nov/09/2020

Site No: 1083

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit

Subject No: 10831029

Form Version: 06-Jul-2020 21:54

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

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

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

Nov-20-2020 11:17:55 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Deleted Initial Entry
(UTC-06:00) Central

Time (US & Canada)

Nov-20-2020 11:17:55 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central SWABBED MATERIAL

Time (US & Canada)

Nov-16-2020 11:22:44 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Reissued:Candidate Wait that site get
(UTC-06:00) Central records.

Time (US & Canada)

Nov-16-2020 10:59:12 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Answered Site got anew

central fax number
from urgent care
and sent med
records release
13NOV2020. Site
called to check
status of records and
was told they would
be coming to us
soon.

Time (US & Canada)

Nov-14-2020 11:28:44 | ACVOPFEINFP6000 |(B) (4), (b) (6) | Query 1: Opened Item incomplete
(UTC-06:00) Central

Time (US & Canada)

Nov-13-2020 12:55:26 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central

Time (US & Canada)

Nov-09-2020 14:52:46 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

3. Specimen Callection Location:

Date L ocation User Value Reason
Nov-20-2020 11:17:55 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Deleted Initial Entry
(UTC-06:00) Central

Time (US & Canada)

Nov-20-2020 11:17:55 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NASOPHARY NX
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 06-Jul-2020 21:54

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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

Nov-16-2020 11:22:44
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Reissued:Candidate

Wait that site get
records.

Nov-16-2020 10:59:32
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Site got anew
central fax number
from urgent care
and sent med
records release
13NOV2020. Site
called to check
status of records and
was told they would
be coming to us

soon.
Nov-14-202011:28:52 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Opened Item incomplete
(UTC-06:00) Central
Time (US & Canada)
Nov-13-2020 12:55:26 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central
Time (US & Canada)
Nov-09-2020 14:52:46 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
4. Assay Code and Description:
Date L ocation User Value Reason
Nov-13-2020 12:56:30 ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) SEVERE ACUTE RESP SYND
Time (US & Canada) ROME CORONAVIRUS 2
Nov-13-2020 12:55:26 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central
Time (US & Canada)
Nov-09-2020 14:52:46 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
5. Device Type:
Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

on Nov/09/2020

Form Version: 06-Jul-2020 21:54 Form Status. Data Complete, Frozen, Verified

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

Subject No: 10831029 Subject Initials; ---

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

Nov-13-2020 12:56:30 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry

(UTC-06:00) Central (autocalc) SARS-COV-2 DIAGNOSTICT

Time (US & Canada) EST

Nov-13-2020 12:55:26 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central

Time (US & Canada)

Nov-09-2020 14:52:46 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-20-2020 11:18:21 | ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-20-2020 11:17:55 | ACVOPFEINFP6000 | auto query Query 2: Opened Trade Nameis not

(UTC-06:00) Central (autoquery) Other, however

Time (US & Canada) Trade Name Other,
Specify is
completed. Please
verify and correct
inconsistency.

Nov-20-2020 11:17:55 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Deleted Initial Entry

(UTC-06:00) Central

Time (US & Canada)

Nov-20-2020 11:17:55 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central ABBOTT DIAGNOSTICSID

Time (US & Canada) NOW COVID-19

Nov-16-2020 11:22:44 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Reissued:Candidate Wait that site get

(UTC-06:00) Central records.

Time (US & Canada)

Nov-16-2020 10:59:23 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Answered Site got anew

(UTC-06:00) Central central fax number

Time (US & Canada) from urgent care
and sent med
records release
13NOV2020. Site
called to check
status of records and
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 06-Jul-2020 21:54

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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

was told they would
be coming to us
soon.

Nov-14-2020 11:28:59 | ACVOPFEINFP6000 | (b) (4), (b) (6) | Query 1: Opened Item incomplete
(UTC-06:00) Central

Time (US & Canada)

Nov-13-2020 12:55:26 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central

Time (US & Canada)

Nov-09-2020 14:52:46 | 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-20-2020 11:16:18 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: New Information
(UTC-06:00) Central NEGATIVE

Time (US & Canada)

Nov-13-2020 12:56:30 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central POSITIVE

Time (US & Canada)

Nov-13-2020 12:55:26 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central

Time (US & Canada)

Nov-09-2020 14:52:46 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-20-2020 11:18:44 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-20-2020 11:18:44 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error

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

per urgent care records subject
was COVID Asymptomatic
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Time (US & Canada)

on Nov/09/2020

Form Version: 06-Jul-2020 21:54 Form Status. Data Complete, Frozen, Verified

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

Subject No: 10831029 Subject Initials; ---

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

Nov-20-2020 11:17:55 ACVOPFEINFP6000 | auto query Query 1: Opened Entered text has

(UTC-06:00) Central (autoquery) either acarriage

Time (US & Canada) return (line break)
or extra spaces at
the end of the text
or between words.
Please correct by
removing all datain
thefield and
re-enter without
adding extra spaces
or using enter or tab
keys.

Nov-20-2020 11:17:55 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central per urgent care records subject

Time (US & Canada) was COVID Asymptomatic

Nov-13-2020 12:55:26 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central

Time (US & Canada)

Nov-09-2020 14:52:46 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-20-2020 11:18:21 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error

(UTC-06:00) Central

Time (US & Canada)

Nov-20-2020 11:17:55 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central abbott id now rapid molecular ¢

Time (US & Canada) ovid-19 test

Nov-13-2020 12:55:26 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central

Time (US & Canada)

Nov-09-2020 14:52:46 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Not Applicable

*** Confidential***

Page 389 of 543

FDA-CBER-2021-5683-0958121
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 06-Jul-2020 21:54

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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. Actual Date of Collection:

Date L ocation User Value Reason
Nov-20-2020 11:19:17 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Nov/8/2020

Time (US & Canada)

2. Specimen Type:

Date Location User Value Reason
Nov-20-2020 11:19:17 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central SWABBED MATERIAL

Time (US & Canada)

3. Specimen Collection Location:

Date L ocation User Value Reason
Nov-20-2020 11:19:17 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NASOPHARY NX

Time (US & Canada)

4. Assay Code and Description:

Date L ocation User Value Reason
Nov-20-2020 11:19:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SEVERE ACUTE RESP SYNDRO

Time (US & Canada) ME CORONAVIRUS 2

5. Device Type:

Date Location User Value Reason
Nov-20-2020 11:19:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SARS-COV-2 DIAGNOSTIC TES

Time (US & Canada) T

6. Trade Name:

Date L ocation User Value Reason
Nov-20-2020 11:19:17 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central

ABBOTT DIAGNOSTICSID N
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

on Nov/09/2020

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 06-Jul-2020 21:54

Form: MICROBIOLOGY SPECIMEN - 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

Time (US & Canada)

Time (US & Canada) OW COVID-19

7. Test Result:

Date Location User Value Reason
Nov-20-2020 11:19:17 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central POSITIVE
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 22-Apr-2020 21:03

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

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. Data Origin

Date L ocation User Value Reason
Nov-09-2020 14:53:12 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason
Nov-09-2020 14:53:12 ACVOPFEINFPE000 |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-09-2020 14:53:12 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 L ocation User Value Reason
Nov-09-2020 14:55:36 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-09-2020 14:55:36 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error

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

Self swab not done. Pl performe
d swab at this office visit

Nov-09-2020 14:53:12
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 1: Opened

Entered text has
either a carriage
return (line break)
or extra spaces at
the end of the text
or between words.
Please correct by
removing all datain
thefield and
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Header Text: c4591001

Subject No: 10831029
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020 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 Initials: ---
Generated Time (GMT): 29-Mar-2021 10:11

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

re-enter without
adding extra spaces
or using enter or tab
keys.

Nov-09-2020 14:53:12
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry:
Self swab not done. Pl performe
d swab at this office visit

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 22-Apr-2020 21:03

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - 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. Data Origin

Date L ocation User Value Reason
Nov-09-2020 14:55:04 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason
Nov-09-2020 14:55:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | NASAL_SWAB

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Nov-09-2020 15:09:26 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-09-2020 14:55:51 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-06:00) Central YES

Time (US & Canada)

Nov/9/2020

Date of Collection:

Nov-09-2020 14:55:04
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 1: Candidate

'‘Sample Collected?
is Yes, however no
barcodes are
entered. Please
review and correct

as appropriate.
Nov-09-2020 14:55:04 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central YES
Time (US & Canada)
5.a
Date Location User Value Reason
Page 394 of 543
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 22-Apr-2020 21:03

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - 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

Nov-09-2020 15:09:26 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initia Entry
(UTC-06:00) Central Sample ID: BP21XG

Time (US & Canada)

5.aSample D

Date L ocation User Value Reason
Nov-09-2020 15:09:26 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central BP21XG

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 10-Oct-2020 15:59

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Occurrenceof Vi NO
sitsor Contacts:

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
Back to Form
la
Date L ocation User Value Reason
Nov-09-2020 14:59:50 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:
l.aPhysician or Healthcare Professional:
Date L ocation User Value Reason
Nov-09-2020 14:59:50 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-09-2020 14:59:50 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
1b
Date L ocation User Value Reason
Nov-09-2020 14:59:50 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Typeof Practitio EMERGEN
Time (US & Canada) ner: CY ROOM

Page 396 of 543

*** Confidential***

FDA-CBER-2021-5683-0958128
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Header Text: c4591001

on Nov/09/2020

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 10-Oct-2020 15:59

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

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

1.b Physician or Healthcare Professional:

*** Confidential***

FDA-CBER-2021-5683-0958129

Date L ocation User Value Reason
Nov-09-2020 14:59:50 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central EMERGENCY ROOM
Time (US & Canada)
1.b Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Nov-09-2020 14:59:50 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
1.c
Date Location User Value Reason
Nov-09-2020 14:59:50 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Typeof Practit PRIMARY CA
Time (US & Canada) ioner: RE PHYSICIA
N

Occurrenceof NO

Visitsor Conta

cts:
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-09-2020 14:59:50 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central PRIMARY CARE PHYSICIAN
Time (US & Canada)
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-09-2020 14:59:50 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
1d
Date Location User Value Reason
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 10-Oct-2020 15:59

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form: HEALTH CARE UTILIZATION - 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

Nov-20-2020 12:52:08
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) |DataEntry:
Type of Practit URGENT CA
ioner: RE

Occurrenceof YES

New Information

Visitsor Cont  Number of Vi
acts: sitsor Contac
ts.
2
Nov-09-2020 14:59:50 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Type of Practit URGENT CA
Time (US & Canada) ioner: RE
Occurrenceof YES
Visitsor Cont  Number of i
acts: sits or Contac
ts.
1
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-09-2020 14:59:50 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central URGENT CARE
Time (US & Canada)
1.d Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Nov-20-2020 12:52:08 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information
(UTC-06:00) Central YES

Time (US & Canada)

Number of Visits or Contacts:

2
Nov-09-2020 14:59:50 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central YES

Time (US & Canada)

Number of Visits or Contacts:

1

le
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

on Nov/09/2020

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 10-Oct-2020 15:59

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Occurrenceof Visitsor NO
Contacts:

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
Date L ocation User Value Reason
Nov-09-2020 14:59:50 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Type of Practit TELEPHONE
Time (US & Canada) ioner: CONSULTATI
ON

Occurrenceof NO

Visitsor Conta

cts:
1l.e Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-09-2020 14:59:50 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-09-2020 14:59:50 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
1f
Date L ocation User Value Reason
Nov-09-2020 14:59:50 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Typeof Practitioner:  OTH
Time (US & Canada) ER
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Nov/09/2020
Form Version: 10-Oct-2020 15:59 Form Status. Data Complete, Frozen, Verified
Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831029
Generated By: | (b) (4)

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

1.f Physician or Healthcare Professional:

Date L ocation User Value Reason
Nov-09-2020 14:59:50 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-09-2020 14:59:50 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
Nov-09-2020 14:59:50 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 06-Jul-2020 21:53

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. What isthe treatment | dentifier?

Date L ocation User Value Reason
Nov-09-2020 15:00:03 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

2. Concomitant Non-drug Treatment Pre-specified:

Date L ocation User Value Reason
Nov-09-2020 15:00:03 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

3. Treatment:

Date L ocation User Value Reason
Nov-09-2020 15:00:03 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

4. Treatment:

Date L ocation User Value Reason
Nov-09-2020 15:00:03 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5. Start Date:

Date L ocation User Value Reason
Nov-09-2020 15:00:03 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

6. Ongoing?

Date L ocation User Value Reason
Nov-09-2020 15:00:03 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

on Nov/09/2020

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

Subject No: 10831029
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

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

(b) (4), (b) (6) | Not Applicable
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Header Text: c4591001

on Nov/09/2020

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

Subject No: 10831029
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form: ILLNESS DETAILS - 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. Category of Clinical Event:

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

(autocalc)

POTENTIAL COVID-19 ILLNES

S

Date L ocation User Value Reason
Nov-09-2020 15:00:37 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

2. Was a diagnosis obtained for Potential COVID-19 IlIness?

Date L ocation

User

Value Reason

Dec-08-2020 | ACVOPFEINFP6000
16:42:46
(UTC-06:00)
Central Time
(Us&
Canada)

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

Query 5 | Response
: Closed | satisfies query

Dec-08-2020 | ACVOPFEINFP6000
15:37:53
(UTC-06:00)
Central Time
(Us&
Canada)

auto query (autoquery) | Query 5 | Transcription

> Answe | Error
red

Dec-08-2020 | ACVOPFEINFP6000
15:37:53
(UTC-06:00)
Central Time
(Us&
Canada)

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

DataE | Transcription

ntry: Error

YES
Respir
atory |
IIness
Diagn
osis:

Covi
d-19

Date o
f Diag
nosis:

Nov/
8/20
20
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - eCRF Audit Trail History
on Nov/09/2020

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

Subject No: 10831029
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

090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Dec-08-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 5 | CLIQUERY:

12:53:19 : Opene | COVID-19 Date

(UTC-06:00) d of Diagnosisis

Central Time 07Nov2020

(UsS& however Local

Canada) positive
COVID-19 test
date was
08Nov2020.
Date of
Diagnosis should
match positive
test datein Loca
or Central.
Please update or
clarify.

Dec-08-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 5 | CLIQUERY:

10:00:33 :Candi | COVID-19 Date

(UTC-06:00) date of Diagnosisis

Central Time 07Nov2020

(Us& however Local

Canada) positive
COVID-19 test
date was
08Nov2020.
Date of
Diagnosis should
match positive
test datein Loca
or Central.
Please update or
clarify.

Dec-01-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 4 | Pageisunfrozen.

14.29:47 : Closed

(UTC-06:00)

Central Time

(US&

Canada)

Dec-01-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 4 | DM please

14:22:29 . Reissu | unfreeze CRF

(UTC-06:00) ed:Can | for update.

Central Time didate

(US&

Canada)

Page 404 of 543

*** Confidential***
FDA-CBER-2021-5683-0958136




090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/09/2020

Form Version: 06-Jul-2020 21:52

Site No: 1083

Subject No: 10831029

Form: ILLNESS DETAILS - eCRF Audit Trail History

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

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

Dec-01-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 4 | Please unfreeze

14:06:17 : Answe | so | can update

(UTC-06:00) red the date

Central Time

(US&

Canada)

Dec-01-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 4 | CLIQUERY:

12:37:35 : Opene | COVID-19 Date

(UTC-06:00) d of Diagnosisis

Central Time 07Nov2020

(Us& however Local

Canada) positive
COVID-19 test
date was
08Nov2020.
Date of
Diagnosis should
match positive
test datein Local
or Central.
Please update or
clarify.

Nov-19-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 3 | Response

15:38:18 : Closed | satisfies query

(UTC-06:00)

Central Time

(US&

Canada)

Nov-19-2020 | ACVOPFEINFP6000 auto query (autoquery) | Query 3 [ New Information

15:37:09 : Answe

(UTC-06:00) red

Central Time

(US&

Canada)

Nov-19-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) DataE | New Information

15:37:09 ntry:

(UTC-06:00) YES

Central Time Respir

(Us& atory |

Canada) IIness

Diagn
osis:

*** Confidential***

Page 405 of 543

FDA-CBER-2021-5683-0958137




090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form: ILLNESS DETAILS - eCRF Audit Trail History

on Nov/09/2020
Form Version: 06-Jul-2020 21:52 Form Status. Data Complete, Frozen, Verified
Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
Covi
d-19
Date o
f Diag
nosis:
Nov/
7120
20
Nov-19-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 3 | CLINQUERY:
10:04:09 : Opene | Don't enter test
(UTC-06:00) d results
Central Time (COVID-19 test
(Us& positive/negative
Canada) OR suspected
COVID-19
illness). Enter
the diagnosis of
the event (if one
isavailable)
evenif the
diagnosisis not
COVID-19
related. Please
update diagnosis
accordingly.
Nov-16-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query 2 | Discrepancy has
11:29:11 (b) (4) : Closed | been closed.
(UTC-06:00)
Central Time
(US&
Canada)
Nov-16-2020 | ACVOPFEINFP6000 auto query (autoquery) [ Query 2 [ New Information
09:35:21 : Answe
(UTC-06:00) red
Central Time
(US&
Canada)
Nov-16-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) DataE |New Information
09:35:21 ntry:
(UTC-06:00) YES
Central Time Respir

Page 406 of 543

*** Confidential***
FDA-CBER-2021-5683-0958138




090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - eCRF Audit Trail History
on Nov/09/2020
Form Version: 06-Jul-2020 21:52 Form Status. Data Complete, Frozen, Verified
Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
(UsS& atory |
Canada) IIness
Diagn
osis:
POS
ITIV
ET
EST
RES
ULT
FOR
Covi
d-19
Dateo
f Diag
nosis:
Nov/
7120
20
Nov-14-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query 2 | Clarify
01:11:18 (b) (4) : Opene | COVID-19
(UTC-06:00) d POSITIVE as
Central Time follows...The
(US& term appears
Canada) incomplete. Are
you reporting
POSITIVE
TEST RESULT
FOR
COVID-19?
COVID-19
INFECTION
DISEASE
POSITIVE? If
S0, update the
verbatim term as
such. Otherwise
clarify and edit
theterm as
appropriate.
Thank you.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form: ILLNESS DETAILS - eCRF Audit Trail History

on Nov/09/2020
Form Version: 06-Jul-2020 21:52 Form Status. Data Complete, Frozen, Verified
Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
Nov-13-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query 1 | Discrepancy has
19:06:58 (b) (4) : Closed | been closed.
(UTC-06:00)
Central Time
(US&
Canada)
Nov-13-2020 | ACVOPFEINFP6000 auto query (autoquery) [ Query 1 [ New Information
12:47:54 : Answe
(UTC-06:00) red
Central Time
(US&
Canada)
Nov-13-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) DataE | New Information
12:47:54 ntry:
(UTC-06:00) YES
Central Time Respir
(US& atory |
Canada) IIness
Diagn
osis:
Covi
d-19
Posit
ive
Date o
f Diag
nosis:
Nov/
7120
20
Nov-12-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1 | Please only
07:13:30 : Reissu | record the
(UTC-06:00) ed:Ope | respiratory
Central Time ned illness diagnosis
(US& and remove all
Canada) other
non-relevant
information.
Nov-11-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1 | Site needing
13:56:09 : Answe | recordsto update
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - eCRF Audit Trail History
on Nov/09/2020
Form Version: 06-Jul-2020 21:52 Form Status. Data Complete, Frozen, Verified
Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
(UTC-06:00) red information
Central Time requested
(US& Regarding Covid
Canada) test
Nov-10-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query 1 | Clarify
19:53:40 (b) (4) : Opene | COVID-19
(UTC-06:00) d POSITIVE PER
Central Time URGENT
(Us& CARE-SITE
Canada) ATTEMPTING
TO GET THE
MEDICAL
RECORDS FOR
THE TESTING
INFO as
follows... Termis
incomplete. Are
you reporting
COVID-19
POSITIVE
TEST?
COVID-19
POSITIVE
INFECTION?
Other? Please
update the
verbatim term to
clarify. Thank
you.
Nov-10-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) DataE |New Information
14:27:06 ntry:
(UTC-06:00) YES
Central Time Respir
(Us& atory |
Canada) IIness
Diagn
osis:
Covi
d-19
Posit
ivep
erur
gent
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 06-Jul-2020 21:52

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
care-
site
atte
mpti
ng to
get t
hem
edic
are
cord
sfor
thet
estin
ginf
0]
Dateo
f Diag
nosis.
Nov/
7/20
20
Nov-09-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) DataE | Initia Entry
15:00:37 ntry:
(UTC-06:00) NO
Central Time
(Us&
Canada)
3. Toxicity Grade:
Date L ocation User Value Reason
Nov-16-2020 11:07:12 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response satisfies

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

(b) (6)

query

Nov-16-2020 10:59:44
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Site got anew
central fax number
from urgent care
and sent med
records release
13NOV2020. Site
called to check
status of records and
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 06-Jul-2020 21:52

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form: ILLNESS DETAILS - 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

was told they would
be coming to us
soon.

Nov-11-2020 14:16:24
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Reissued:Opened

CLIQUERY: Please
respond to
discrepancy once
medical records are
available with
information.

Nov-11-2020 14:07:11
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) |Query 1: Answered

Site waiting on
medical records that
contains local
positive test results

Nov-11-2020 10:23:37
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Opened

Clinica Query:
COVID-19
diagnosis should not
be entered on this
CRF unlessthere
was alocal positive
test and symptoms
recorded. Asno
local positive test
recorded in COVID
TEST CRF, please
update.

Nov-09-2020 15:00:37
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) |DataEntry:

1

Initial Entry

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 17-Jul-2020 21:55

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form: ILLNESS DETAILS - SEVERE - 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. Category of Clinical Event:

Date L ocation User Value Reason
Nov-09-2020 15:01:07 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

2. Subcategory of Clinical Event:

Date L ocation User Value Reason
Nov-09-2020 15:01:07 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

3. Was a diagnosis obtained?

Date L ocation User Value Reason
Nov-09-2020 15:01:07 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

4. Toxicity Grade:

Date L ocation User Value Reason
Nov-09-2020 15:01:07 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 30-Jul-2020 21:27

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Lab Panel:
Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
2. Laboratory Name and Address
Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
3. Collection Date:
Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
4. Specimen Type:
Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
5.a
Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sponsor -Defined |d Not Appli
Time (US & Canada) entifier: cable

Test:: Not Appli

cable
Result:: Not Appli
cable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 30-Jul-2020 21:27

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

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

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

Not Done:: Not Appli

cable

Lab Normal Range Not Appli

: cable
5.a Sponsor |D:
Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
5.a Test:
Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
5.a Result:
Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
5.aNot Done:
Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
5aLNMT
Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.b
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Header Text: c4591001

on Nov/09/2020

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 30-Jul-2020 21:27

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

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sponsor -Defined |d Not Appli
Time (US & Canada) entifier: cable
Test:: Not Appli
cable
Result:: Not Appli
cable
Not Done:: Not Appli
cable
Lab Normal Range Not Appli
: cable

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 30-Jul-2020 21:27

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject No: 10831029 Subject Initials; ---

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

5.b Sponsor ID:

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.b Test:

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.b Result:

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.b Not Done;

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.bLNMT

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.c

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sponsor-Defined Id Not Appli

Time (US & Canada) entifier: cable
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Header Text: c4591001

on Nov/09/2020

Form Version: 30-Jul-2020 21:27
Site No: 1083

Subject No: 10831029
Generated By: (b) (4)

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

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

Test:: Not Appli
cable
Result:: Not Appli
cable
Not Done:: Not Appli
cable
Lab Normal Range Not Appli
: cable

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 30-Jul-2020 21:27

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject No: 10831029 Subject Initials; ---

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

5.c Sponsor |D:

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.c Test:

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.c Result:

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.c Not Done:

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5CcLNMT

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5d

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sponsor-Defined Id Not Appli

Time (US & Canada) entifier: cable
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Header Text: c4591001

on Nov/09/2020

Form Version: 30-Jul-2020 21:27
Site No: 1083

Subject No: 10831029
Generated By: (b) (4)

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

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

Test:: Not Appli
cable
Result:: Not Appli
cable
Not Done:: Not Appli
cable
Lab Normal Range Not Appli
: cable

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 30-Jul-2020 21:27

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject No: 10831029 Subject Initials; ---

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

5.d Sponsor 1D:

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.d Test:

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.d Result:

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.d Not Done;

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.dLNMT

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.e

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sponsor-Defined Id Not Appli

Time (US & Canada) entifier: cable

Page 420 of 543

*** Confidential***
FDA-CBER-2021-5683-0958152
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Header Text: c4591001

on Nov/09/2020

Form Version: 30-Jul-2020 21:27
Site No: 1083

Subject No: 10831029
Generated By: (b) (4)

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

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

Test:: Not Appli
cable
Result:: Not Appli
cable
Not Done:: Not Appli
cable
Lab Normal Range Not Appli
: cable

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 30-Jul-2020 21:27

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject No: 10831029 Subject Initials; ---

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

5.e Sponsor |D:

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.eTest:

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.e Result:

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.eNot Done:

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5eLNMT

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.f

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sponsor-Defined Id Not Appli

Time (US & Canada) entifier: cable
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

on Nov/09/2020

Form Version: 30-Jul-2020 21:27
Site No: 1083

Subject No: 10831029
Generated By: (b) (4)

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

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

Test:: Not Appli
cable
Result:: Not Appli
cable
Not Done:: Not Appli
cable
Lab Normal Range Not Appli
: cable

*** Confidential***
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 30-Jul-2020 21:27

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject No: 10831029 Subject Initials; ---

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

5.f Sponsor 1D:

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.f Test:

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.f Result:

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.f Not Done:

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5fLNMT

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.9

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sponsor-Defined Id Not Appli

Time (US & Canada) entifier: cable
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

on Nov/09/2020

Form Version: 30-Jul-2020 21:27
Site No: 1083

Subject No: 10831029
Generated By: (b) (4)

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

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

Test:: Not Appli
cable
Result:: Not Appli
cable
Not Done:: Not Appli
cable
Lab Normal Range Not Appli
: cable

*** Confidential***
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 30-Jul-2020 21:27

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject No: 10831029 Subject Initials; ---

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

5.g Sponsor 1D:

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.9 Test:

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.9 Result:

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.g Not Done:

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.gLNMT

Date L ocation User Value Reason
Nov-09-2020 15:01:22 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 30-Jul-2020 21:28

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

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

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Lab Panel:
Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
2. Laboratory Name and Address
Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
3. Collection Date:
Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
4. Specimen Type:
Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
5.a
Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sponsor -Defined |d Not Appli
Time (US & Canada) entifier: cable

Test:: Not Appli

cable
Result:: Not Appli
cable
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 30-Jul-2020 21:28

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

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

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

Not Done:: Not Appli

cable

Lab Normal Range Not Appli

: cable
5.a Sponsor |D:
Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
5.a Test:
Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
5.a Result:
Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
5.aNot Done:
Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
5aLNMT
Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.b
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

on Nov/09/2020

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 30-Jul-2020 21:28

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sponsor -Defined |d Not Appli
Time (US & Canada) entifier: cable
Test:: Not Appli
cable
Result:: Not Appli
cable
Not Done:: Not Appli
cable
Lab Normal Range Not Appli
: cable

*** Confidential***
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 30-Jul-2020 21:28

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject No: 10831029 Subject Initials; ---

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

5.b Sponsor ID:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.b Test:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.b Result:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.b Not Done;

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.bLNMT

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.c

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sponsor-Defined Id Not Appli

Time (US & Canada) entifier: cable
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

on Nov/09/2020

Form Version: 30-Jul-2020 21:28
Site No: 1083

Subject No: 10831029
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematol ogy -

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

Test:: Not Appli
cable
Result:: Not Appli
cable
Not Done:: Not Appli
cable
Lab Normal Range Not Appli
: cable

*** Confidential***
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 30-Jul-2020 21:28

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject No: 10831029 Subject Initials; ---

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

5.c Sponsor |D:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.c Test:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.c Result:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.c Not Done:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5CcLNMT

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5d

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sponsor-Defined Id Not Appli

Time (US & Canada) entifier: cable
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

on Nov/09/2020

Form Version: 30-Jul-2020 21:28
Site No: 1083

Subject No: 10831029
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematol ogy -

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

Test:: Not Appli
cable
Result:: Not Appli
cable
Not Done:: Not Appli
cable
Lab Normal Range Not Appli
: cable

*** Confidential***
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 30-Jul-2020 21:28

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject No: 10831029 Subject Initials; ---

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

5.d Sponsor 1D:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.d Test:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.d Result:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.d Not Done;

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.dLNMT

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.e

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sponsor-Defined Id Not Appli

Time (US & Canada) entifier: cable
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

on Nov/09/2020

Form Version: 30-Jul-2020 21:28
Site No: 1083

Subject No: 10831029
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematol ogy -

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

Test:: Not Appli
cable
Result:: Not Appli
cable
Not Done:: Not Appli
cable
Lab Normal Range Not Appli
: cable

*** Confidential***
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 30-Jul-2020 21:28

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject No: 10831029 Subject Initials; ---

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

5.e Sponsor |D:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.eTest:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.e Result:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.eNot Done:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5eLNMT

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.f

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sponsor-Defined Id Not Appli

Time (US & Canada) entifier: cable
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

on Nov/09/2020

Form Version: 30-Jul-2020 21:28
Site No: 1083

Subject No: 10831029
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematol ogy -

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

Test:: Not Appli
cable
Result:: Not Appli
cable
Not Done:: Not Appli
cable
Lab Normal Range Not Appli
: cable

*** Confidential***
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 30-Jul-2020 21:28

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject No: 10831029 Subject Initials; ---

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

5.f Sponsor 1D:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.f Test:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.f Result:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.f Not Done:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5fLNMT

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.9

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sponsor-Defined Id Not Appli

Time (US & Canada) entifier: cable
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

on Nov/09/2020

Form Version: 30-Jul-2020 21:28
Site No: 1083

Subject No: 10831029
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematol ogy -

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

Test:: Not Appli
cable
Result:: Not Appli
cable
Not Done:: Not Appli
cable
Lab Normal Range Not Appli
: cable

*** Confidential***

Page 439 of 543

FDA-CBER-2021-5683-0958171




090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 30-Jul-2020 21:28

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject No: 10831029 Subject Initials; ---

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

5.g Sponsor 1D:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.9 Test:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.9 Result:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.g Not Done:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.gLNMT

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5h

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sponsor-Defined Id Not Appli

Time (US & Canada) entifier: cable
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

on Nov/09/2020

Form Version: 30-Jul-2020 21:28
Site No: 1083

Subject No: 10831029
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematol ogy -

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

Test:: Not Appli
cable
Result:: Not Appli
cable
Not Done:: Not Appli
cable
Lab Normal Range Not Appli
: cable

*** Confidential***
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 30-Jul-2020 21:28

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject No: 10831029 Subject Initials; ---

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

5.h Sponsor I1D:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.h Test:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.h Result:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.h Not Done:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.h LNMT

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sponsor-Defined Id Not Appli

Time (US & Canada) entifier: cable
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

on Nov/09/2020

Form Version: 30-Jul-2020 21:28
Site No: 1083

Subject No: 10831029
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematol ogy -

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

Test:: Not Appli
cable
Result:: Not Appli
cable
Not Done:: Not Appli
cable
Lab Normal Range Not Appli
: cable

*** Confidential***
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 30-Jul-2020 21:28

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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

5.i Sponsor ID:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5. Test:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.i Result:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.i Not Done:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5.i LNMT

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5,

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sponsor-Defined Id Not Appli
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

on Nov/09/2020

Form Version: 30-Jul-2020 21:28
Site No: 1083

Subject No: 10831029
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematol ogy -

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

Time (US & Canada)

entifier: cable
Test:: Not Appli

cable
Result:: Not Appli

cable
Not Done:: Not Appli

cable
Lab Normal Range Not Appli
; cable

*** Confidential***
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 30-Jul-2020 21:28

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject No: 10831029 Subject Initials; ---

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

5.j Sponsor ID:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5. Test:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5. Result:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5. Not Done:

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5j LNMT

Date L ocation User Value Reason
Nov-09-2020 15:01:41 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

on Nov/09/2020

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 30-Jul-2020 21:27

Form: VITAL SIGNS- COVID - 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

Nov-09-2020 15:02:04
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Form Created

*** Confidential***
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 30-Jul-2020 21:27

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form: VITAL SIGNS - COVID - 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:
Date L ocation User Value Reason
Nov-09-2020 15:02:04 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Nov/9/2020
Time (US & Canada)
2a
Date Location User Value Reason
Nov-09-2020 15:02:24 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Record | dentifier:: 1
Time (US & Canada) systolic:: 13
9

Diastolic:: 86

Respiratory Ratein respir 16

ations/minute:

Heart Rate in beatsminute 57
Nov-09-2020 15:02:04 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(QTC-OB:OO) Central Record Identifier:: 1
Time (US & Canada) systalic::

Diastolic::

Respiratory Ratein respirat

iongminute:

Heart Ratein beatsminute:
2.a Record | dentifier:
Date L ocation User Value Reason
Nov-09-2020 15:02:04 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central 1
Time (US & Canada)
2.a Systalic:
Date L ocation User Value Reason
Nov-09-2020 15:02:24 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central 139
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS - COVID - eCRF Audit Trail History

on Nov/09/2020
Form Version: 30-Jul-2020 21:27 Form Status. Data Complete, Frozen, Verified
Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831029
Generated By: | (b) (4)

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

Time (US & Canada)

2.aDiastolic:

Date Location User Value Reason
Nov-09-2020 15:02:24 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central 86

Time (US & Canada)

2.a Respiratory Rate in respirations/minute:

Date L ocation User Value Reason
Nov-09-2020 15:02:24 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central 16

Time (US & Canada)

2.a Heart Rate in beats/minute:
Date L ocation User Value Reason
Nov-09-2020 15:02:24 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central 57
Time (US & Canada)
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 30-Jul-2020 21:28

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR - 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:
Date L ocation User Value Reason
Nov-09-2020 15:03:02 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
2a
Date L ocation User Value Reason
Nov-09-2020 15:03:02 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Record Identifie Not Applica
Time (US & Canada) r: ble

Oxygen Saturati Not Applica

on: ble
2.a Record I dentifier:
Date L ocation User Value Reason
Nov-09-2020 15:03:02 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
2.a SPO2 Pulse Oximetry %
Date L ocation User Value Reason
Nov-09-2020 15:03:02 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

Page 450 of 543

*** Confidential***
FDA-CBER-2021-5683-0958182




090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 06-Jul-2020 21:52

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form: OXY GENATION PARAMETERS - 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 Time of Assessment:

Date L ocation User Value Reason
Nov-09-2020 15:03:28 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

2. Arterial Blood Gases PaO2 (mmHg):

Date L ocation User Value Reason
Nov-09-2020 15:03:28 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

3. FiO2 (Fraction of Inhaled Oxygen):

Date L ocation User Value Reason
Nov-09-2020 15:03:28 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 06-Jul-2020 21:55

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - 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. What is the medication identifier?

Date L ocation User Value Reason
Nov-09-2020 15:03:47 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

2. Category:

Date L ocation User Value Reason
Nov-09-2020 15:03:47 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Nov-09-2020 15:03:47 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

4. Medication:

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

formulation).

Date L ocation User Value Reason
Nov-09-2020 15:03:47 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

5. Start Date:

Date L ocation User Value Reason
Nov-09-2020 15:03:47 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

6. Ongoing?

Page 452 of 543

*** Confidential***
FDA-CBER-2021-5683-0958184




090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

on Nov/09/2020

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 06-Jul-2020 21:55

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

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

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF

Time (US & Canada)

Date L ocation User Value Reason
Nov-09-2020 15:03:47 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

*** Confidential***
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/09/2020

Form Version: 06-Jul-2020 21:53

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form: IMAGING - 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 Assessment:

Date L ocation User Value Reason
Nov-09-2020 15:04:02 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

2. Location of Assessment:

Date L ocation User Value Reason
Nov-09-2020 15:04:02 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

3. Type of Imaging Exam:

Date L ocation User Value Reason
Nov-09-2020 15:04:02 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable

Time (US & Canada)

4. Assessment:

Date L ocation User Value Reason
Nov-09-2020 15:04:02 ACVOPFEINFP6000 |(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_CONVA 1 - Unscheduled  Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit

Visit on Dec/07/2020 Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified
Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials; ---

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

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Dec-07-2020 16:57:14 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Dec/7/2020

Time (US & Canada)

3. COVID-19 IlIness Visit:

Date Location User Value Reason
Dec-07-2020 16:58:12 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central COVID_A1

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled

Visit on Dec/07/2020

eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1083

Subject No: 10831029
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

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Back to Form

1. Data Origin

Date L ocation User Value Reason
Dec-07-2020 16:57:22 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason
Dec-07-2020 16:57:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SERUM

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Dec-07-2020 16:57:35 ACVOPFEINFP6000 | auto query Query 1. Deleted Close Auto Query
(UTC-06:00) Central (autoquery)

Time (US & Canada)

Dec-07-2020 16:57:22 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.

Dec-07-2020 16:57:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central YES
Time (US & Canada) Date of Collection:

Dec/7/2020
5a
Date L ocation User Value Reason
Dec-07-2020 16:57:35 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

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

Sample ID: BRCJI52
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Dec/07/2020

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

Subject No: 10831029

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
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

5.aSample D

Date L ocation User Value Reason
Dec-07-2020 16:57:35 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central BRCJ52

Time (US & Canada)

5.b

Date L ocation User Value Reason
Dec-07-2020 16:57:45 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sample |D: BLBR8D

Time (US & Canada)

5.b Sample D

Date Location User Value Reason
Dec-07-2020 16:57:45 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central BLBR8D

Time (US & Canada)

5.c

Date Location User Value Reason
Dec-07-2020 16:57:56 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sample |D: BLBRSF

Time (US & Canada)

5.c Sample D

Date L ocation User Value Reason
Dec-07-2020 16:57:56 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central BLBRS8F

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: 10831029
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 L ocation User Value Reason

Nov-13-2020 14:20:39 | ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Closed Response satisfies

(UTC-06:00) Central query

Time (US & Canada)

Nov-13-2020 12:48:47 | ACVOPFEINFP6000 | auto query Query 1: Answered New Information

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-13-2020 12:48:47 | ACVOPFEINFP6E000 |(b) (4), (b) (6) |DataEntry: New Information

(UTC-06:00) Central Aug/23/2020

Time (US & Canada)

Nov-10-2020 20:40:38 | ACVOPFEINFP6000 || (b) (4), Query 1: Opened The discontinuation

(UTC-06:00) Central (b) (6) date of 15SEP2020

Time (US & Canada) should be relative to the
AE causing the the
withdrawal of the study
vaccine, AE start
23AUG2020-8SEP2020
and 24AUG2020-
ongoing (date should
not be after the AE
ended). Please adjust
Discontinuation date.

Sep-24-2020 15:21:03 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Sep/15/2020

Time (US & Canada)

2. Phase of Disposition:

Date L ocation User Value Reason

Sep-24-2020 15:21:03 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

3. Status:

Date L ocation User Value Reason

Oct-09-2020 14:26:10 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 4: Closed Response satisfies
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55

Site No: 1083
Subject No: 10831029
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

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

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

query

Oct-09-2020 10:24:02
(UTC-06:00) Central

ACVOPFEINFP6000

(b) (4), (b) (6) Query 4: Answered

the subject is not
discontinuing from

Time (US & Canada) the study only the
study treatment. And
to refer to AE#1 on
the log.

Oct-09-2020 07:53:38 | ACVOPFEINFP6000 |/(b) (4), Query 2: Closed Response satisfies

(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Oct-08-2020 17:29:18 | ACVOPFEINFP6000 | Hayley Wyper Query 3: Closed AEs updated

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

Time (US & Canada)

Oct-08-2020 17:01:07 | ACVOPFEINFP6000 | auto query Query 4: Opened Statusis reported as

(UTC-06:00) Central (autoquery) Adverse Event, but

Time (US & Canada)

thereis no Adverse
Event with 'Did the
adverse event cause
the subject to be
discontinued from the
study' reported as
YES. Please check

and correct the data.
Oct-08-2020 13:12:23 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Answered AE#1 and AE #2
(UTC-06:00) Central Have been updated

Time (US & Canada)

after Pl assessment

Oct-08-2020 13:05:49
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 2: Opened

Statusis reported as
Adverse Event, but
thereisno Adverse
Event with 'Did the
adverse event cause
the subject to be
discontinued from the
study’ reported as
YES. Please check
and correct the data.

Oct-08-2020 13:00:00
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) Query 3: Answered

Original datais
correct thisisEOT
page not FUP.
Subject is not being
discontinued in the
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Header Text: c4591001

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

Subject No: 10831029

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

study-subject being
followed for safety.
AE was recorded per
previous that the
subject is continuing
in the study without
completeting V2
study intervention

Oct-06-2020 14:24:33
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

Hayley Wyper Query 3: Opened CLINQUERY: Please
(b) (4) review the Adverse
Events under the Log
tab and select which

led to treatment
discontinuation. At
least one AE needsto
have the 'Latest
Action Taken with
Study Treatment'
field completed as
DRUG
WITHDRAWN to
match to this entry

Oct-03-2020 06:10:26
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), Query 2: Reissued:Opened If "Adverse Event" is
(b) (6) not the primary
reason the Participant
was discontinued
from study,and there
isnot a
corresponding AE
with"Did the adverse
event cause the
Participant to be
discontinued from the
study?'as'Yes'then
please update the
status correctly

Oct-02-2020 00:30:38
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) Query 2: Reissued:Candidate | AddedinDM Q & A

tracker.

Oct-01-2020 13:57:37
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) Query 2: Answered that this pageisthe
End of Treatment not
Follow-up Visit per
Sec 8.55 in the eCRF

guidelines. And that
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

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

the subject is
continuing in the
study without
Vaccination 2.

Oct-01-2020 13:54:16
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPE000 |® ). () (6)

Query 2: Reissued:Opened

Response does not
satisfy query

Sep-29-2020 19:15:46
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000 |(b) (4). (b) (6)

Query 1: Closed

Response satisfies
query

Sep-29-2020 14:32:24
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000 |(b) (4); (b) (6)

Query 2: Answered

Subject has bot been
discontinued for the
study. Subject will be
followed for safety
once subjects medical
status becomes stable

Sep-29-2020 01:57:21
(UTC-06:00) Central
Time (US & Canada)

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

Query 2: Reissued:Opened

DM : Thanksfor the
response, however
thereisno Adverse
Event recorded with
"'Did the adverse
event cause the
subject to be
discontinued from the
study’ reported as
"YES', please review
and update
appropriately, else
clarify.

Sep-28-2020 14:32:22
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000 | (b) (4); (b) (6)

Query 2: Answered

Changed data per
query

Sep-28-2020 14:32:09
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPE000 | auto query
(autoquery)

Query 2: Opened

Statusis reported as
Adverse Event, but
thereisno Adverse
Event with 'Did the
adverse event cause
the subject to be
discontinued from the
study' reported as
YES. Please check
and correct the data.
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55

Site No: 1083
Subject No: 10831029
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

Sep-28-2020 14:32:09
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 1: Answered

New Information

Sep-28-2020 14:32:09 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: New Information

(UTC-06:00) Central ADVERSE EVENT

Time (US & Canada)

Sep-26-2020 20:37:19 | ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Opened ClinQuery:

(UTC-06:00) Central PHYSICIAN

Time (US & Canada) DECISION: Please
can you confirm the
reason of Pl
discontinuing the
subject? If thisisin
relation to an AE
please update as
appropriate. Thanks

Sep-24-2020 15:21:03 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry

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

PHYSICIAN DECISION
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trall
Form Version: 22-Apr-2020 21:02 Form Status:

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

Subject No: 10831029 Subject Initials; ---

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

Back to Form

Date L ocation User Value Reason

Aug-26-2020 08:15:26 ACVOPFEINFP6000 |(®) (4). (b) (6) | Form Created
(UTC-06:00) Central 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: 10831029
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
Sep-08-2020 15:11:21 ACVOPFEINFP6000 ((b) (4), (b) (6) |Form Created
(UTC-06:00) Central

Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1083
Subject No: 10831029
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

Time (US & Canada)

Date L ocation User Value Reason
Sep-08-2020 15:12:05 ACVOPFEINFP6000 ((b) (4), (b) (6) |Form Created
(UTC-06:00) Central
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1083
Subject No: 10831029
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
Sep-08-2020 15:16:48 ACVOPFEINFP6000 ((b) (4), (b) (6) |Form Created
(UTC-06:00) Central

Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1083
Subject No: 10831029
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

Time (US & Canada)

Date L ocation User Value Reason
Oct-08-2020 13:05:49 ACVOPFEINFP6000 ((b) (4), (b) (6) |Form Created
(UTC-06:00) Central
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1083
Subject No: 10831029
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
Oct-08-2020 17:01:07 ACVOPFEINFP6000 ((b) (4), (b) (6) |Form Created
(UTC-06:00) Central

Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1083
Subject No: 10831029
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

Time (US & Canada)

Date L ocation User Value Reason
Oct-08-2020 17:04:19 ACVOPFEINFP6000 ((b) (4), (b) (6) |Form Created
(UTC-06:00) Central
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1083
Subject No: 10831029
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
Oct-08-2020 17:07:07 ACVOPFEINFP6000 ((b) (4), (b) (6) |Form Created
(UTC-06:00) Central

Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1083
Subject No: 10831029
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

Time (US & Canada)

Date L ocation User Value Reason
Oct-08-2020 17:10:57 ACVOPFEINFP6000 ((b) (4), (b) (6) |Form Created
(UTC-06:00) Central
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1083
Subject No: 10831029
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-07-2020 17:26:13 ACVOPFEINFP6000 ((b) (4), (b) (6) |Form Created
(UTC-06:00) Central

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: 10831029
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - 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. Category:

Date L ocation User Value Reason

Sep-04-2020 09:41:30 ACVOPFEINFP6000 | (b) (4), Query 1: Closed moved query to the

(UTC-06:00) Central () (6) AE term field

Time (US & Canada)

Sep-03-2020 09:43:43 ACVOPFEINFPE000 |/(b) (4), Query 1: Opened CLINICAL SAE

(UTC-06:00) Central (b) (6) information

Time (US & Canada) includes new
diagnosis (by
ECHO) of left
ventricular
hypertrophy; please
consider LVH for
AE safety reporting

Aug-26-2020 08:15:26 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-06:00) Central (autocalc) ADVERSE EVENT

Time (US & Canada)

2. AE|D:

Date L ocation User Value Reason

Aug-26-2020 08:15:26 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-09-2020 16:25:29 ACVOPFEINFP6000 |/(b) (4), Query 3: Closed Response satisfies

(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Oct-08-2020 13:41:43
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

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

Query 3: Answered

Per hospital medical
recordsl time
elevated glucose was
afinding and notated
with no treatment or
ICD diagnosis was
made. Notations were
made regarding
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1083

Subject No: 10831029
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - 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

non-fasting test result
and subject had
recently had some
high sugar items
prior to ER visit

Oct-05-2020 11:21:27
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 3: Reissued:Opened

CLINICAL On
review of the SAE
report for Atrial
fibrillation, an event
of elevated glucose
was reported on 23
Aug 2020, yet does
not appear in the
CRF. Please review
for safety and update
AE log CRF
accordingly.

Oct-01-2020 13:45:08
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 3: Answered

Subject will be
coming to site
020CT2020 and site
will get more
information to
properly answer
gueries and send
another SAE Follow
Up letter

Sep-30-2020 16:45:47 | ACVOPFEINFPG000 | (b) (4), Query 3: Opened CLINICAL On

(UTC-06:00) Central (b) (6) review of the SAE

Time (US & Canada) report for Atrial
fibrillate, an event of
elevated glucose was
reported on 23 Aug
2020, yet does not
appear in the CRF.
Please review for
safety and update AE
log CRF accordingly.

Sep-09-2020 11:55:51 | ACVOPFEINFP6000 | (b) (4), Query 2: Closed Response satisfies

(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Sep-09-2020 06:58:45 | ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Closed event reported as an

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

AE in Inform
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Site No: 1083
Subject No: 10831029
Generated By:

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

(b) (4)

Form: ADVERSE EVENT REPORT - 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

Sep-08-2020 14:52:44
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Data Entry:
Paroxysmal Atria fibrillation

with rapid ventricular response

New Information

Sep-08-2020 14:49:03
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Pl will record AE for
safety reporting as
suggested

Sep-08-2020 14:46:17

ACVOPFEINFP6000

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

Query 2: Answered

Pl will record AE for

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

Aug/23/2020 UNK:UNK

(UTC-06:00) Central safety reporting as

Time (US & Canada) suggested

Sep-04-2020 09:41:03 ACVOPFEINFP6000 | (b) (4), Query 2: Opened CLINICAL SAE

(UTC-06:00) Central (b) (6) information includes

Time (US & Canada) new diagnosis (by
ECHO) of left
ventricular
hypertrophy; please
consider LVH for AE
safety reporting

Sep-02-2020 06:20:54 | ACVOPFEINFPG000 | (b) (4), (b) (6) Query 1: Opened SAE RECON: AER#

(UTC-06:00) Central 2020330413: The

Time (US & Canada) termin Safety was
updated to 'atrial
fibrillation-with rapid
ventricular response,
hypertension'.
However, the
HYPERTENSION
event wasmissing in
AE CRF.Per Clinica
comment,
Hypertension should
be added.Please
update.

Aug-26-2020 08:15:26 | ACVOPFEINFPGE000 | (®) (4 (b) (6) Data Entry: Initial Entry

(UTC-06:00) Central Persistant Atrial fibrillation wit

Time (US & Canada) hrapid ventricular respone

4. Start Date Time:

Date L ocation User Value Reason

Oct-13-2020 13:11:11 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Transcription Error
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Oct-12-2020 17:52:46
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 4: Closed

Query closed; will
follow for SAE safety
update of SAE start
date

Oct-12-2020 17:39:07
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 4: Answered

Site will make
another SAE follow
up letter

Oct-10-2020 08:33:39
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 4: Reissued:Opened

CLINICAL In
Vaccine study, SAE
start date is day event
starts; not day it
meets serious criteria
(item 11 in vaccine
SAE instruct: If
[SAE] event began as
non-serious, record

the onset date as the

date the non-serious

event began).
Oct-09-2020 16:27:24 ACVOPFEINFP6000 | (b) (4), Query 3: Closed Query closed; will
(UTC-06:00) Central (b) (6) look for correctionin
Time (US & Canada) SAE update
Oct-09-2020 16:26:21 ACVOPFEINFP6000 | (b) (4), Query 5: Closed Response satisfies

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

(b) (6)

query

Oct-08-2020 13:36:41
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 4: Answered

Test were performed
23AUG2020 -test
results, diagnosis, and
official hospital
admission was
24AUG2020 and
when subject met the
criteriafor an SAE

Oct-08-2020 13:34:05
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 3: Answered

Duplicate query but
reworded

Oct-08-2020 13:32:25
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 5: Answered

SAE sdfety follow up
will be submitted to
further clarify start
date of hospitilization
24AUG2020 00:00
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Oct-05-2020 11:22:55
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 3: Reissued:Opened

CLINICAL please
submit a safety
update for the
Medical History
condition of GERD
(reported in correct
location; issueis start
date) - SAE now has
start date of 24 Aug
2020 (start of SAE)
but Med History CRF
shows start in 2018
for GERD.

Oct-05-2020 11:22:14
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 5: Reissued:Opened

CLINICAL please
submit a SAE safety
update to report the
start date of
hospitalization which
ismissing (isthis
potentially the 24
Aug 2020 at 00:00
date?)

Oct-05-2020 11:20:45
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 4: Reissued:Opened

CLINICAL: SAE
start is reported as 24
Aug 2020 at 00:00;
however, lab tests &
telemetry are reported
for Aug 23rd
(possibly in ER). IF
AE started on 23 Aug
2020, please update
start datein AE and
SAE.

Oct-01-2020 13:44:50
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 5: Answered

Subject will be
coming to site
020CT2020 and site
will get more
information to
properly answer
gueries and send
another SAE Follow
Up letter

Oct-01-2020 13:44:41
(UTC-06:00) Central

ACVOPFEINFP6000

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

Query 3: Answered

Subject will be
coming to site
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Time (US & Canada)

020CT2020 and site
will get more
information to
properly answer
gueries and send
another SAE Follow
Up letter

Oct-01-2020 13:44:27
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 4: Answered

Subject will be
coming to site
020CT2020 and site
will get more
information to
properly answer
gueries and send
another SAE Follow
Up letter

Sep-30-2020 16:40:09
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 5: Opened

CLINICAL please
submit a SAE safety
update to report the
start date of
hospitalization which
ismissing (isthis
potentialy the 24
Aug 2020 at 00:00
date?)

Sep-30-2020 16:38:30
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 4: Opened

CLINICAL: SAE
start isreported as 24
Aug 2020 at 00:00;
however, lab tests &
telemetry are reported
for Aug 23rd
(possibly in ER). IF
AE started on 23 Aug
2020, please update
start datein AE and
SAE.

Sep-30-2020 16:36:06
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 3: Opened

CLINICAL please
submit a safety
update for the
Medical History
condition of GERD
(reported in correct
location; issueis start
date) - SAE now has
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start date of 24 Aug
2020 (start of SAE)
but Med History CRF
shows start in 2018
for GERD.

Sep-23-2020 03:46:59
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Charu
Sabharwal

(b) (4)

Query 2: Closed

Clinical_appreciate
your update. no
further action

Sep-22-2020 16:34:31
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Answered

Gerd/Gastritiswas
recorded in hospital
Medical records site
interpreted the SAE
form section #26 as
written "relavent
medical history" Is
there a better placeto
document on the SAE
follow up form?

Sep-22-2020 15:44:28 ACVOPFEINFP6000 | (b) (4), Query 2: Opened CLINQUERY - SAE

(UTC-06:00) Central (b) (6) form information

Time (US & Canada) reports Medical
History of GERD but
with onset date of 24
Aug 2020 (start of
SAE). Med History
CRF givesan earlier
onset date for GERD;
please review and
reconcile onset date
in the appropriate
location

Sep-11-2020 04:48:05 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Closed onset date updated.

(UTC-06:00) Central matched with SDB

Time (US & Canada) data.

Sep-10-2020 11:24:22 ACVOPFEINFP6000 | auto query Query 1: Answered New Information

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Sep-10-2020 11:24:22
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Data Entry:
Aug/24/2020 UNK:UNK

New Information

Sep-10-2020 06:16:52
(UTC-06:00) Central

ACVOPFEINFP6000

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

Query 1: Reissued:Opened

SAE RECON 2: Per
latest SAE listing the
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Time (US & Canada)

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

onset date recorded is
still 24Aug2020.
Please confirmif a
follow up SAE form
was submitted to
update onset date.

Sep-09-2020 06:56:37
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Reissued:Candidate

SAE Recon: to
monitor update in
SAE listing per query
response

Sep-08-2020 14:48:47
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Site will be faxing
Follow up #2 as
suggested below

Sep-02-2020 06:23:22
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Reissued:Opened

SAE RECON 1: Per
latest SAE listing, the
onset date of the
event is till
24Aug2020. If safety
updateis required,
please submit a
follow-up SAE form.

Sep-01-2020 18:01:40
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Per medical records
admitted
23AUG2020

Sep-01-2020 06:03:24
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Opened

SAE RECON:
AER#2020330413
for reported
event,onset date was
updated to
24Aug2020 in SDB
however reported as
23Aug2020 on AE
CRF. Please confirm
correct Onset Date. If
safety update is
required, please
submit afollow-up
SAE form.

Aug-26-2020 08:15:26
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Data Entry:
Aug/23/2020 UNK:UNK

Initia Entry
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5. Isthe adverse event till ongoing?

Date

L ocation

User Value

Reason

Oct-13-2020 14:09:15
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Closed

Response satisfies
query

Oct-13-2020 10:45:10
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) | Query 2: Answered

08SEP2020 isthe
correct date for
Cardioversion per
newest medical
records site will
send another follow
up letter. Upon
further review the
narrative
inadvertently hasthe
incorrect date of the
Cardioversion
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Back to Form

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
Oct-13-2020 07:19:19 | ACVOPFEINFP6000 |/(b) (4), Query 2: Opened CLINICAL AE end
(UTC-06:00) Central (b) (6) date is reported as 08
Time (US & Canada) Sep 2020; however,
cardioversion was
performed on 9 Sep
2020. Please review,
and update if
appropriate.
Oct-09-2020 17:28:05 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information
(UTC-06:00) Central NO
Time (US & Canada) End Date Time:
Sep/8/2020 00:00
Oct-02-2020 11:43:06 | ACVOPFEINFP6000 | Gary Steven Query 1: Closed Response satisfies
(UTC-06:00) Central Friedman query
Time (US & Canada) (b) (4)

Oct-01-2020 15:15:41
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Ongoing until we
can confirm with the
subject when he
comesin for safety
follow up
tommorrow

Oct-01-2020 15:03:11
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Gary Steven
Friedman

(b) (4)

Query 1: Opened

PAROXY SMAL
ATRIAL FIBWITH
RAPID
VENTRICULAR
RESPONSE
(ONGOING SINCE
24 AUGUST 2020):
please confirm this
event ISor ISNOT
till ongoing. If not
till ongoing please
provide END DATE

Aug-26-2020 08:15:26
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Data Entry:
YES

Initial Entry
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6. Toxicity Grade:

Date L ocation User Value Reason
Aug-26-2020 08:15:26 ACVOPFEINFP6000 |(®) 4).(0)(®) |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; 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-27-2020 22:18:12
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 3: Closed

Query closed; will
follow for SAE update
with requested COVID
test info

Oct-27-2020 10:41:32
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 3: Answered

Site will submit another
SAE follow up stating
no COVID test was
performed

Oct-26-2020 16:51:53
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 3: Reissued:Opened

Clinicd - If NO hospital
Covid test performed is
known, please submit
this on afollow-up SAE
form, as pertinent
information for this
trial.

Oct-26-2020 10:36:57
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 3: Answered

Per hospital records
there were no COVID
tests performed during
the hospital stay

Oct-25-2020 20:33:07
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 3: Opened

COVID testing has not
been reported in the
SAE submitted to
safety. Please submit a
follow-up SAE form
[#2020330413] to
provide whether
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COVID testing was
performed (yes/no) and
if yes, the results.

Sep-16-2020 18:55:26 | ACVOPFEINFP6000
(UTC-06:00) Central
Time (US & Canada)

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

Query 2: Closed

Raised in incorrect field.
Moved this query for
AE-Hypertension.

Sep-15-2020 11:15:58 | ACVOPFEINFP6000
(UTC-06:00) Central
Time (US & Canada)

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

Query 2: Answered

No new SAE ID this
was an AE and Not an
SAE

Sep-15-2020 08:29:29 | ACVOPFEINFP6000
(UTC-06:00) Central
Time (US & Canada)

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

Query 2: Reissued: Opened

ClinQuery:if thereisa
SAE ID, please update
question 7. thanks

Sep-14-2020 17:00:33 | ACVOPFEINFP6000
(UTC-06:00) Central
Time (US & Canada)

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

Query 2: Answered

Site will update the SAE
form when they send a
follow up Hypertension
was not severe and was

anew finding
Sep-13-2020 19:03:35 | ACVOPFEINFPE000 | (b) (4), (b) (6) Query 2: Opened ClinQuery:Hypertension
(UTC-06:00) Central : AsthereisaSAE ID
Time (US & Canada) and the answer to this
question should be yes.
Please review and
update as appropriate.
Aug-27-2020 03:40:33 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Aug-26-2020 08:15:26 | ACVOPFEINFPE000 | auto query Query 1: Candidate For AE Persistant Atrial
(UTC-06:00) Central (autoquery) fibrillation withrapid
Time (US & Canada) ventricular respone:
Response to "Isthe
adverse event serious?'
is'Yes but "Serious
Adverse Event Number"
isblank.
Aug-26-2020 08:15:26 | ACVOPFEINFPE000 | (b)), (b) (6) DataEntry: Initial Entry
(UTC-06:00) Central YES
Time (US & Canada) Is this serious event associa
ted with congenital anomal
y or birth defect?
NO
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Did this serious event resul
t in death?

NO
Did this serious event requi
re or prolong hospitalizatio
n?

YES
Did this serious event resul
tin persistent or significant
disability/incapacity?

NO

Isthis serious event life thr
eatening?

NO

Other medically important
serious event

NO

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason
Aug-26-2020 08:15:26 ACVOPFEINFPE000 |(®) ), (®)(®) |Data Entry: Initial Entry
(UTC-06:00) Central NO

Time (US & Canada)

9. Isthis event related to study treatment:

Date L ocation User Value Reason

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

Oct-26-2020 11:42:40 | ACVOPFEINFP6000 |(b) (4); (b)(6) |DataEntry:

NOT RELATED
If Not Related to study treat

OTHER

ment(s), this event is due to:

New Information
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If Other, specify:

Heart Disease

Sep-11-2020 03:23:52
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Closed

Response satisfies
query

Sep-10-2020 11:25:44
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Answered

NO. COVERED
WITH UPDATED
AE
Descriptin/Diagnosis
Paroxysmal Atria
Fibrillation

Sep-09-2020 03:44:31
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Reissued:Opened

ClinQuery: isthe new
onset heart disease a
reportable AE? If so
please update as
appropriate. thanks

Sep-08-2020 14:47:56
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 2: Answered

New Information

Sep-08-2020 14:47:56
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

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

Data Entry:
NOT RELATED

If Not Related to study treat
ment(s), thisevent is due to:

OTHER
If Other, specify:
as of 9/2/2020 cardiolog
ist evaluation site will u

pdate to Paroxysmal Atr
ia Fib

New Information

Sep-01-2020 19:57:56
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Opened

ClinQuery: Persistant
Atrial fibrillation
withrapid ventricular
respone Question 9
states subject has a
new onset heart
disease. Please can
you confirm if thisis
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Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831029 Subject Initials; ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
reportable and
whether this will be
entered in to the AE
log? Thanks

Sep-01-2020 04:05:10 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Closed Response satisfies

(UTC-06:00) Central query

Aug-28-2020 12:53:42
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 1: Answered

New Information

Aug-28-2020 12:53:42
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Data Entry:
NOT RELATED

If Not Related to study treat
ment(s), this event is dueto:

New Information

*** Confidential***

OTHER
If Other, specify:
New Onset Heart Diseas
e
Aug-27-2020 20:32:13 | ACVOPFEINFPE000 |(b) (4), (b) (6) Query 1: Opened ClinQuery: Persistant
(UTC-06:00) Central Atrial fibrillation
Time (US & Canada) withrapid ventricular
respone: Question 9
statesthisAE is
related to:Heart
Disease. Please can
you confirm if subject
is confirmed to have a
diganosis of heart
disease?
Aug-26-2020 08:15:26 | ACVOPFEINFP6000 | (b) (4, (b) (6) Data Entry: Initial Entry
(UTC-06:00) Central NOT RELATED
Time (US & Canada) If Not Related to study treat
ment(s), this event is due to:
OTHER
If Other, specify:
Heart Disease
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10. Latest Action Taken with Study Treatment:

Date L ocation User Value Reason
Nov-12-2020 01:08:07 | ACVOPFEINFP6000 | (b) (4), Query 2: Closed Closed as data
(UTC-06:00) Central (b) (6) updated.

Time (US & Canada)

Nov-11-2020 14:01:14
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Answered

Original valueis
correct

Nov-10-2020 21:15:26
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Opened

Only one primary
Adverse Event
should be chosen to
have question
'LATEST ACTION
TAKEN WITH
STUDY DRUG' that
would indicate
DRUG
WITHDRAWN.
Multiple are selected
at thistime, please
select ONLY
Primary Adverse
Event.

Nov-10-2020 21:14:56
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Closed

issued in error

Nov-10-2020 20:36:54
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Opened

Only one primary
Adverse Event
should be chosen to
have question 'Did
the adverse event
cause the subject to
be discontinued
from the study?
answered as YES if
applicable. Please
chose Primary
Adverse Event.

Oct-08-2020 13:06:29
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Data Entry:
DRUG WITHDRAWN

New Information
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Aug-26-2020 08:15:26 | ACVOPFEINFP6000 | () (@), (b) (6) Data Entry: Initial Entry

(UTC-06:00) Central NOT APPLICABLE

Time (US & Canada)

11. Was a Concomitant Medication given?

Date L ocation User Value Reason

Aug-26-2020 08:15:26 ACVOPFEINFP6000 |(®)®). () () |DataEntry: Initial Entry

(UTC-06:00) Central YES

Time (US & Canada)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason

Oct-12-2020 18:05:11 ACVOPFEINFP6000 |/(b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Oct-12-2020 11:42:31 ACVOPFEINFP6000 | auto query Query 1: Answered New Information

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Oct-12-2020 11:42:31 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: New Information

(UTC-06:00) Central YES

Time (US & Canada)

Oct-12-2020 09:26:26 ACVOPFEINFPE000 |/ (b) (4), Query 1: Opened CLINICAL SAE

(UTC-06:00) Central (b) (6) followup report

Time (US & Canada) states Cardioversion
for A fib on 09 Sept
2020; please
consider and update
non-Drug treatment
asrequired

Aug-26-2020 08:15:26 | ACVOPFEINFP6000 | (®) 4. () (6) Data Entry: 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-13-2020 ACVOPFEINFP6000 | EricaWeaver | Query 2: Closed FUP with safety, confirmed sent by

14:39:01 (b) (4) site.

(UTC-06:00)

Central Time (US
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& Canada)

Oct-13-2020 ACVOPFEINFPE000 |(b) (4), (b) (6) |Query 2: Answered | Follow Up letter #4 was faxed last

10:46:04 night with the Resolved End date

(UTC-06:00)

Central Time (US

& Canada)

Oct-13-2020 ACVOPFEINFPE000 | (b) (4), (b) (6) Query 2: Opened SAE

05:50:27 RECON:AER#2020330413,outcome

(UTC-06:00) was updated to

Centra Time (US RECOVERED/RESOLVED in AE

& Canada) CRF but retained as
RECOVERING/RESOLVING in
Safety database. Please confirm
correct outcome. If safety updateis
required, please submit a follow-up
form.

Oct-09-2020 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

17:28:22 (autoquery)

(UTC-06:00)

Central Time (US

& Canada)
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Back to Form

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

Date L ocation User Value Reason

Oct-09-2020 17:28:22 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information

(UTC-06:00) Central RECOVERED/RESOLVED

Time (US & Canada)

Oct-09-2020 17:28:05 | ACVOPFEINFP6000 | auto query Query 1: Opened For AE Paroxysmal

(UTC-06:00) Central (autoquery) Atrid fibrillation with

Time (US & Canada) rapid ventricular
response : Response to
"What was the
outcome of this
adverse event?' is
'Recovering/Resolving'
but AE End Date/Time
is present.

Aug-26-2020 08:15:26 | ACVOPFEINFPE000 | () (@), (b) (6) Data Entry: Initial Entry

(UTC-06:00) Central RECOVERING/RESOLVIN

Time (US & Canada) G

14. Did the adver se event cause the subject to be discontinued from the study?

Date L ocation User Value Reason

Aug-26-2020 08:15:26 ACVOPFEINFP6000 |(®) (@), (b)(6) | Data Entry: 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

Aug-27-2020 03:40:33 ACVOPFEINFP6000 |(®)(#),(®)(6) |DataEntry: Initial Entry

(UTC-06:00) Central 2020330413

Time (US & Canada)
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Back to Form

1. Category:

Date L ocation User Value Reason
Sep-08-2020 15:11:21 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date L ocation User Value Reason
Sep-08-2020 15:11:21 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
Sep-08-2020 15:11:21 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Left Ventricular Hypertrophy

Time (US & Canada)

4. Start Date Time:

Date L ocation User Value Reason
Sep-23-2020 03:46:19 | ACVOPFEINFPE000 | Charu Query 1: Closed Clinical_appreciate
(UTC-06:00) Central Sabharwal the clarification and
Time (US & Canada) (b) (4) submitted

appropriately

Sep-22-2020 16:30:22
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

siteinterpreted the
SAE form section
#26 as written
"relavent medical
history" but after ICF
new dianosis were
made AE'saswsdll. Is
there a better placeto
document on the SAE
follow up form?

Sep-22-2020 15:40:52

ACVOPFEINFP6000

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

Query 1: Opened

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

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

report has this AE as
aMedical history
condition with onset
date of 24 Aug 2020,
the start date of the
SAE. Pleasereview
and remove this
condition from the

SAE form medical
history section, if itis
anew AE on 24 Aug
2020.

Sep-08-2020 15:11:21 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Aug/24/2020 00:00

Time (US & Canada)

5. Isthe adverse event till ongoing?

Date Location User Value Reason

Sep-08-2020 15:11:21 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central YES

Time (US & Canada)

6. Toxicity Grade:

Date Location User Value Reason

Oct-08-2020 14:32:30 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Oct-08-2020 13:06:57 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Oct-08-2020 13:06:57
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Oct-07-2020 14:51:08
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Sep-08-2020 15:11:21
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) |DataEntry: Transcription Error
1
(b) (4), (b) (6) Query 1: Opened Grade 1 per AE Log
(b) (4), (b) (6) |DataEntry: Initial Entry
2
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7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

require medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason
Sep-08-2020 15:11:21 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
Sep-08-2020 15:15:38 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
Sep-10-2020 11:32:07 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information

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

NOT RELATED
If Not Related to study treatme
nt(s), this event is due to:
OTHER
If Other, specify:

Medical llIness

Sep-08-2020 15:11:21
(UTC-06:00) Central
Time (US & Canada)

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

Data Entry:
NOT RELATED

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

If Other, specify:

Initial Entry
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10. Latest Action Taken with Study Treatment:

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

Date L ocation User Value Reason
Nov-12-2020 01:06:50 | ACVOPFEINFPE000 |/ (b) (4), Query 2: Closed Closed as data
(UTC-06:00) Central (b) (6) updated.

Time (US & Canada)

Nov-11-2020 14:00:01 | ACVOPFEINFPG000 | auto query Query 2: Answered New Information
(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-11-2020 14:00:01 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information

NOT APPLICABLE

Nov-10-2020 21:17:07
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4). (b) (6) Query 2: Opened Only one primary
Adverse Event
should be chosen to
have question
'LATEST ACTION
TAKEN WITH
STUDY DRUG' that
would indicate
DRUG
WITHDRAWN.
Multiple are selected
at thistime, please
select ONLY
Primary Adverse
Event.

Nov-10-2020 21:16:37
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) Query 1: Closed issued in error

Nov-10-2020 20:37:20
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) Query 1: Opened Only one primary
Adverse Event
should be chosen to
have question 'Did
the adverse event
cause the subject to
be discontinued from
the study? answered
as YESif applicable.
Please chose
Primary Adverse

Event.
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Oct-08-2020 13:10:22
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) |DataEntry: New Information

DRUG WITHDRAWN

Sep-08-2020 15:11:21 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NOT APPLICABLE

Time (US & Canada)

11. Was a Concomitant Medication given?

Date Location User Value Reason
Sep-08-2020 15:11:21 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central YES

Time (US & Canada)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Sep-08-2020 15:11:21 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
Sep-08-2020 15:11:21 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NOT RECOVERED/NOT RES

Time (US & Canada) OLVED

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

Date Location User Value Reason
Sep-08-2020 15:11:21 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
Sep-08-2020 15:12:05 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date L ocation User Value Reason
Sep-08-2020 15:12:05 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
Oct-09-2020 16:55:24 ACVOPFEINFP6000 | (b) (4), Query 4: Closed Query closed; will
(UTC-06:00) Central () (6) follow to see SAE
Time (US & Canada) update occurs
Oct-09-2020 16:54:39 ACVOPFEINFP6000 | (b) (4), Query 3: Closed Query closed; will

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

(b) (6)

follow to see history
corrected in SAE
update

Oct-08-2020 13:27:19
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 3: Answered

SAE Follow up
report will be
submitted clarifying
Hypertension and
Left Ventrical
Hypertrophy were
entered in the past
medical history in
error and can
confirm these are
new conditions after
signing ICF and are
AE's

Oct-08-2020 13:23:14
(UTC-06:00) Central

ACVOPFEINFPG000

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

Query 4: Answered

SAE Follow up will
be submitted for
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Time (US & Canada)

further clarification
the start date of
GERD /Gastritisis
2018 and ongoing

Oct-05-2020 11:24:07
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 3: Reissued:Opened

ClinQuery: AS of 29
Sep 20,SAE report
still hasHTN and
LVH inthe
(past)medical history
section of the SAE;
please submit a SAE
safety update to
remove these (new
conditions) from
Medical History

Oct-05-2020 11:23:30
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

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

Query 4: Reissued:Opened

CLINQUERY: SAE
medical history has
GERD/Gastritis with
start date = SAE
onset date (24 Sep
2020); however,
CRF has onset date
of 2018. Please
submit a SAE safety
followup with the
correct

GERD/Gastritis
onset date
Oct-01-2020 13:45:25 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 3: Answered Subject will be
(UTC-06:00) Central coming to site
Time (US & Canada) 020CT2020 and site
will get more

information to
properly answer
queries and send
another SAE Follow
Up letter

Oct-01-2020 13:45:16
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 4: Answered

Subject will be
coming to site
020CT2020 and site
will get more
information to
properly answer
queries and send
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another SAE Follow
Up letter

Sep-29-2020 07:49:47 ACVOPFEINFPE000 |/(b) (4), Query 4: Opened CLINQUERY: SAE

(UTC-06:00) Central () (6) medical history has

Time (US & Canada) GERD/Gastritiswith
start date = SAE
onset date (24 Sep
2020); however,
CRF has onset date
of 2018. Please
submit a SAE safety
followup with the
correct
GERD/Gastritis
onset date

Sep-29-2020 07:47:08 ACVOPFEINFPE000 | (b) (4), Query 3: Opened ClinQuery: ASof 29

(UTC-06:00) Central (b) (6) Sep 20,SAE report

Time (US & Canada) still hasHTN and
LVH inthe
(past)medical history
section of the SAE;
please submit a SAE
safety update to
remove these (new
conditions) from
Medical History

Sep-23-2020 05:13:14 ACVOPFEINFPE000 |Juleen Gayed | Query 1: Closed Response satisfies

(UTC-06:00) Central (b) (4) query

Time (US & Canada)

Sep-23-2020 03:40:51 ACVOPFEINFP6000 | Charu Query 2: Closed Response satisfies

(UTC-06:00) Central Sabharwal query

Time (US & Canada) (b) (4)

Sep-22-2020 16:24:31 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 2: Answered Updated SAE source

(UTC-06:00) Central form

Time (US & Canada)

Sep-22-2020 15:41:24 ACVOPFEINFPE000 | (b) (4), Query 2: Opened ClinQuery: SAE

(UTC-06:00) Central (b) (6) report has this AE as

Time (US & Canada) aMedical history
condition with onset
date of 24 Aug 2020,
the start date of the
SAE. Pleasereview
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and remove this
condition from the
SAE form medical
history section, if it
isanew AEon 24
Aug 2020.

Sep-22-2020 15:17:00
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Oral medication only
and was recorded on
Con Med source

Sep-22-2020 04:20:47
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Juleen Gayed
(b) (4)

Query 1. Reissued: Opened

Clin: Understood the
participant has been
diagnosed with
hypertension, did
this require medical
treatment?

Sep-21-2020 15:02:17
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Original valueis
correct

Sep-21-2020 08:59:18 ACVOPFEINFPE000 |Juleen Gayed | Query 1: Opened Clin: please clarify if

(UTC-06:00) Central (b) (4) thisAE refersto a

Time (US & Canada) series of elevated BP
measurements
requiring
management or to a
sporadic elevation in
BP that did not
require further
management.

Sep-08-2020 15:12:05 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Hypertension

Time (US & Canada)

4. Start Date Time:

Date L ocation User Value Reason

Sep-08-2020 15:12:05 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Aug/24/2020 00:00

Time (US & Canada)

5. Isthe adverse event till ongoing?

Date L ocation User Value Reason
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Sep-08-2020 15:12:05 ACVOPFEINFPE000 |(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-08-2020 14:32:48 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Oct-08-2020 13:18:06 ACVOPFEINFP6000 | auto query Query 1. Answered Transcription Error
(UTC-06:00) Central (autoquery)

Time (US & Canada)

Oct-08-2020 13:18:06 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-06:00) Central 1

Time (US & Canada)

Oct-07-2020 14:49:06 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Opened Grade 1 per AE Log
(UTC-06:00) Central

Time (US & Canada)

Sep-08-2020 15:12:05 ACVOPFEINFPE000 |(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; | mportant medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason

Sep-18-2020 ACVOPFEINFPE000 | (®) (), (b) (6) Query 1: Closed term updated in SDB issue

06:11:27 resolved

(UTC-06:00) Central

Time (US & Canada)

Sep-17-2020 ACVOPFEINFP6000 | EricaWeaver | Query 3: Closed ClLosed thisastheitem 15is

13:57:53 (b) (4) not for the site; DM will

(UTC-06:00) Central address once downgraded.

Time (US & Canada)

Sep-17-2020 ACVOPFEINFP6000 | (b) (4). (b) () Query 3: Opened ClinQuery:thereisa SAE ID
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06:47:59
(UTC-06:00) Central
Time (US & Canada)

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

listed in question 15, and
question 7 states 'no'. If the
SAE needsto stay, question 7
must be amended. thanks

Sep-16-2020 ACVOPFEINFPE000 | (®) (4), (b) (6) Query 1: Reissued:Open | SAE RECON 2: Please

08:16:38 ed confirm if afollow up AEM

(UTC-06:00) Central form was submitted to

Time (US & Canada) downgrade event to not
serious.

Sep-15-2020 ACVOPFEINFP6000 | (®) (4), (b) (6) Query 1: Reissued:Candi | SAE RECON: To monitor

06:43:10 date updatein SDB

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

Sep-14-2020
17:03:04
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Site will update SAE follow up
for as not serious and was a
finding during hospital stay

Sep-14-2020 ACVOPFEINFP6000 | (®) (4). () (6) Query 1: Reissued:Open | SAE RECON 1:Hypertension

04:25:33 ed was reported as SERIOUS in

(UTC-06:00) Central Safety database. Please

Time (US & Canada) confirm event seriousness.!f
this event is serious,update to
yes.To downgrade the event in
the Safety Database,please
submit SAE form.

Sep-11-2020 ACVOPFEINFP6000 | (®) (4), (b) (6) Query 1: Reissued:Candi | SAE RECON: For Clinical

04:54:17 date review

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

Sep-10-2020
11:26:57
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Original Vaueiscorrect. AE
#1isthe SAE

Sep-09-2020 ACVOPFEINFP6000 | (®) (4). (0) (6) Query 2: Deleted Event reported as seriousin

07:05:55 SDB

(UTC-06:00) Central

Time (US & Canada)

Sep-09-2020 ACVOPFEINFP6000 | auto query Query 2: Candidate For AE Hypertension :

07.05:22 (autoquery) Response to "Is the adverse

(UTC-06:00) Central event serious?’ is'No' but

Time (US & Canada) "Serious Adverse Event
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(UTC-06:00) Central
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OTHER

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

If Other, specify:

Medical llIness

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

Subject No: 10831029 Subject Initials; ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
Number" is present.

Sep-09-2020 ACVOPFEINFP6000 | (®) (4), () (6) Query 1: Opened SAE

07:04:26 RECON:AER#2020330413,for

(UTC-06:00) Central HYPERTENSION event, is

Time (US & Canada) this event serious was
answered NO. However, event
was reported as SERIOUS to
Safety database.Please confirm
seriousness.If safety updateis
required, submit afollow-up
SAE Form.

Sep-08-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

15:12:05 NO

(UTC-06:00) Central

Time (US & Canada)

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

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

Date L ocation User Value Reason

Sep-08-2020 15:12:05 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central NO

Time (US & Canada)

9. Isthis event related to study treatment:

Date Location User Value Reason

Sep-10-2020 11:32:29 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information

Sep-08-2020 15:12:05
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) |DataEntry:

OTHER

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

Initial Entry
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10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Sep-08-2020 15:12:05 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
Sep-08-2020 15:12:05 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central YES
Time (US & Canada)
12. Was a Non-Drug Treatment given?
Date Location User Value Reason
Sep-08-2020 15:12:05 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
Sep-08-2020 15:12:05 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NOT RECOVERED/NOT RES
Time (US & Canada) OLVED
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Sep-08-2020 15:12:05 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 Location | User | Value Reason
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Sep-18-2020 06:12:13 ACVOPFEINFPG000 |(®) (@), (0)(6) |Data Entry: event term updated
(UTC-06:00) Central in SDB.
Time (US & Canada) hypertension not
serious
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Back to Form

15. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation User Value Reason

Sep-17-2020 06:50:51 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Hidden field to site.

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

Time (US & Canada)

Sep-16-2020 18:53:02 ACVOPFEINFP6000 | (b) (4), Query 1: Opened ClinQuery:thereisa

(UTC-06:00) Central () (6) SAEID listed in

Time (US & Canada) question 15, and
guestion 7 states 'no'.
If the SAE needsto
stay, question 7 must
be amended. thanks

Sep-09-2020 07:05:22 ACVOPFEINFP6000 |(b)(@):(®)(®6) |DataEntry: Initial Entry

(UTC-06:00) Central 2020330413

Time (US & Canada)
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Back to Form

1. Category:

Date L ocation User Value Reason
Sep-08-2020 15:16:48 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date L ocation User Value Reason
Sep-08-2020 15:16:48 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
Oct-08-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Response satisfies
14:34:56 2: Clos | query
(UTC-06:00) ed

Central Time

(US&

Canada)

Oct-08-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Changed data per
13:19:06 2: Ans | query
(UTC-06:00) wered

Centra Time

(US&

Canada)

Oct-08-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query [ pCRA confirmed
11:01:41 4: Clos |visit wasfor
(UTC-06:00) ed safety outside the
Central Time protocol.

(US&

Canada)

Oct-08-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query [ pCRA confirmed
11:01:03 3: Clos | thisquery isnot
(UTC-06:00) ed accurate. SAE FU
Central Time visit should be
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(UsS& entered under V2.

Canada)

Oct-07-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Per V3 sourcein

14:22:07 4: Ope | Florence, subject

(UTC-06:00) ned had another

Central Time Unplanned Visit

(US& performed

Canada) 02Sep20, to
follow up on
SAE, Atrid
Fibrillation. If
confirmed, please
upload to
Florence source,
enter Unplanned
Visit 02Sep20in
Inform.

Oct-07-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Pleaseenterin

14:15:11 3: Ope | Inform Unplanned

(UTC-06:00) ned Visit 26Aug20 as

Central Time per related source

(Us& in Florence,

Canada) performed as the
follow up on
SAE, Atrial
Fibrillation.

Oct-07-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Verify AE should

13:54:59 2: Ope | be added as per

(UTC-06:00) ned theAELogin

Centra Time source, Laceration

(UsS& left index finger

Canada)

Sep-14-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query | Discrepancy has

20:43:35 (b) 4) 1: Clos | been closed.

(UTC-06:00) ed

Central Time

(US&

Canada)

Sep-14-2020 | ACVOPFEINFP6000 auto query (autoquery) | Query | Changed

16:36:04 1: Ans | Information

(UTC-06:00) wered

Central Time

(US&
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Canada)

Sep-14-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data E | Changed

16:36:04 ntry: Information

(UTC-06:00) Atria

Central Time Flutter

(US&

Canada)

Sep-14-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | If Atria

07:14:37 1: Reis |fibrillationis

(UTC-06:00) sued:O | aready recorded,

Central Time pened | please remove

(US& "fibrillation" from

Canada) thisterm in order
for coding to be
complete.

Sep-10-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query |AE#1isAtria

11:31:06 1: Ans | Fibrillation AE #4

(UTC-06:00) wered | isFlutter-

Central Time Fibrillation

(Us& SEPARATE

Canada) DIAGNOSIS PER
CARDIOLOGIST
RECORDS

Sep-08-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query | Multiple concepts

19:53:24 (b) (4) 1: Ope |intheterm

(UTC-06:00) ned ATRIAL

Central Time FLUTTER-

(US& FIBRILLATION.

Canada) Split theterminto
ATRIAL
FLUTTER and
ATRIAL
FIBRILLATION
and submit
separately. Thank
you.

Sep-08-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) DataE | Initial Entry

15:16:48 ntry:

(UTC-06:00) Atrid

Central Time Flutter-

(US& fibrillat

Canada) ion
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4, Start Date Time:

Date L ocation User Value Reason
Sep-08-2020 15:16:48 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sep/2/2020 00:00
Time (US & Canada)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Oct-09-2020 17:36:34 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information
(UTC-06:00) Central NO
Time (US & Canada) End Date Time;

Sep/8/2020 00:00
Sep-08-2020 15:16:48 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central ) | YES
Time (US & Canada)
6. Toxicity Grade:
Date Location User Value Reason
Oct-08-2020 14:34:01 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central (b) (6) query
Time (US & Canada)
Oct-08-2020 13:18:47 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Oct-08-2020 13:18:47 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-06:00) Central 3
Time (US & Canada)
Oct-07-2020 13:52:58 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Opened Grade 3 Severe per
(UTC-06:00) Central AE Log
Time (US & Canada)
Sep-08-2020 15:16:48 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.
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Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason
Sep-08-2020 15:16:48 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

Sep-08-2020 15:16:48 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-08-2020 14:33:44 ACVOPFEINFPE000 | (b) (4), Query 2: Closed Response satisfies

(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Oct-08-2020 13:16:20 ACVOPFEINFPE000 |(b) (4), (b) (6) |Query 2: Answered Cardiac disease

(UTC-06:00) Central didn't start until

Time (US & Canada) SAE of Afib and
AE Hypertension
Per PI SAE
underlying cause of
SAE isCardiac
Disease

Oct-07-2020 14:29:10 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Opened As per the related

(UTC-06:00) Central query response,

Time (US & Canada) subject does not
have the diagnosis
of cardiac disease.
No cardiac disease
per medical history.
Please ask the PI to
re-assess underlying
cause of thisAE.
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - 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

Sep-21-2020 20:06:28
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) | Query 1: Closed

Response satisfies
query

Sep-18-2020 16:35:29
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Paraxomal Afib was
sudden onset.
Subject had no
previous medical
history of any
cardiac issues. Per
Cardiologist records
he has not
diagnosed coronary
artery diease or any
other cardiac
disease besides the
Atria Fibrillation
and flutter

Sep-16-2020 01:20:20
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) | Query 1: Opened

ClinQuery: Atrial
Flutter: Question 9
statesthisAE is
related to cardiac
disease. Isa
diagnosis of cardiac
disease available?

Sep-10-2020 11:32:50
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) |DataEntry:

NOT RELATED

OTHER

If Not Related to study treatme
nt(s), thisevent is due to:

If Other, specify:

Cardiac Disease

New Information

Sep-08-2020 15:16:48
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

(b) (4), (b) (6) |DataEntry:

NOT RELATED

OTHER

If Not Related to study treatme
nt(s), thisevent is due to:

If Other, specify:

Initial Entry
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

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

Subject No: 10831029 Subject Initials; ---

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

10. Latest Action Taken with Study Treatment:

Date L ocation User Value Reason

Sep-08-2020 15:16:48 | ACVOPFEINFPG000 |(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

Sep-08-2020 15:16:48 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central YES

Time (US & Canada)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason

Oct-09-2020 17:38:19 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: 09SEP2020

(UTC-06:00) Central YES Cardioversion

Time (US & Canada)

Sep-08-2020 15:16:48 ACVOPFEINFPE000 |(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-09-2020 17:37:18 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Oct-09-2020 17:37:18 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information

(UTC-06:00) Central RECOVERED/RESOLVED

Time (US & Canada)

Oct-09-2020 17:36:34 ACVOPFEINFPE000 | auto query Query 1: Opened For AE Atria

(UTC-06:00) Central (autoquery) Flutter: Response to

Time (US & Canada) "What was the
outcome of this
adverse event?' is
‘Not Recovered/Not
Resolved but AE
End Date/Timeis
present.
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - 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

Sep-08-2020 15:16:48 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NOT RECOVERED/NOT RES

Time (US & Canada) OLVED

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

Date L ocation User Value Reason
Sep-08-2020 15:16:48 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO

Time (US & Canada)
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Header Text: c4591001
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Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - 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. Category:
Date L ocation User Value Reason
Oct-08-2020 13:05:49 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | ADVERSE EVENT
Time (US & Canada)
2. AE ID:
Date L ocation User Value Reason
Oct-08-2020 13:05:49 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
Oct-08-2020 13:05:49 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Laceration-Left Index Finger
Time (US & Canada)
4, Start Date Time:
Date L ocation User Value Reason
Oct-08-2020 13:05:49 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sep/1/2020 00:00
Time (US & Canada)
5. Isthe adverse event till ongoing?
Date Location User Value Reason
Oct-08-2020 13:05:49 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada) End Date Time:
Sep/15/2020 00:00

6. Toxicity Grade:
Date L ocation User Value Reason
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

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

Subject No: 10831029 Subject Initials: ---

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

Oct-08-2020 13:05:49 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; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant

disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason
Oct-08-2020 13:05:49 ACVOPFEINFPE000 |(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-08-2020 13:05:49 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
Oct-08-2020 13:05:49 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NOT RELATED
Time (US & Canada) If Not Related to study treatme
nt(s), thisevent is due to:
OTHER
If Other, specify:
Hobby Injury
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Oct-08-2020 13:05:49 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NOT APPLICABLE
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Header Text: c4591001

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

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

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

Time (US & Canada)

11. Was a Concomitant Medication given?

Time (US & Canada)

Date L ocation User Value Reason
Oct-08-2020 13:05:49 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
Oct-08-2020 13:05:49 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central YES

Time (US & Canada)

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

Date L ocation User Value Reason
Oct-08-2020 13:05:49 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-08-2020 13:05:49 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

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

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

Back to Form

1. Category:

Date L ocation User Value Reason
Oct-08-2020 17:01:07 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date L ocation User Value Reason
Oct-08-2020 17:01:07 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 Location User Value Reason
Oct-26-2020 11:43:04 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information
(UTC-06:00) Central Prior Septual Myocardina Infar

Time (US & Canada) ction

Oct-08-2020 17:01:07 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Septual Myocardinal Infarction

Time (US & Canada)

4. Start Date Time:

Date L ocation User Value Reason
Oct-26-2020 11:43:32 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-06:00) Central Sep/8/2020 00:00

Time (US & Canada)

Oct-08-2020 17:01:07 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initia Entry
(UTC-06:00) Central Oct/8/2020 00:00

Time (US & Canada)

5. Isthe adverse event till ongoing?

Date Location User Value Reason
Oct-26-2020 11:43:44 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-06:00) Central NO
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 10831029

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

Time (US & Canada) End Date Time:

Sep/8/2020 00:00
Oct-08-2020 17:01:07 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
Time (US & Canada) End Date Time:

Oct/8/2020 00:00
6. Toxicity Grade:
Date L ocation User Value Reason
Oct-09-2020 17:39:06 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: New Information
(UTC-06:00) Central 1
Time (US & Canada)
Oct-08-2020 17:01:07 ACVOPFEINFPE000 |(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; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason
Oct-08-2020 17:01:07 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 Location User Value Reason

Oct-08-2020 17:01:07 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
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
Oct-08-2020 17:01:07 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NOT RELATED
Time (US & Canada) If Not Related to study treatme
nt(s), this event is due to:
OTHER
If Other, specify:
Heart Disease
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Oct-08-2020 17:01:07 ACVOPFEINFPE000 |(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-08-2020 17:01:07 ACVOPFEINFPE000 |(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-08-2020 17:01:07 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-08-2020 17:01:07 ACVOPFEINFPE000 |(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-08-2020 17:01:07 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 10831029

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen

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: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1083
Subject No: 10831029
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

Back to Form

1. Category:

Date L ocation User Value Reason
Oct-08-2020 17:04:19 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date L ocation User Value Reason
Oct-08-2020 17:04:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |7

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Oct-08-2020 17:04:19 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Mitral Regurgitation

Time (US & Canada)

4. Start Date Time:

Date L ocation User Value Reason
Oct-08-2020 17:04:19 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sep/9/2020 00:00

Time (US & Canada)

5. Isthe adverse event till ongoing?

Date L ocation User Value Reason
Oct-08-2020 17:04:19 ACVOPFEINFPE000 |(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-08-2020 17:04:19 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central 1
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Site No: 1083

Generated By:

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

Subject No: 10831029
(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

Time (US & Canada)

7. 1sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

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

NOT APPLICABLE

Date L ocation User Value Reason
Oct-08-2020 17:04:19 ACVOPFEINFPE000 |(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-08-2020 17:04:19 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-08-2020 17:04:19 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NOT RELATED
Time (US & Canada) If Not Related to study treatme
nt(s), thisevent is due to:
OTHER
If Other, specify:
Heart Disease
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Oct-08-2020 17:04:19 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1083
Subject No: 10831029
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

11. Was a Concomitant Medication given?

Date Location User Value Reason
Oct-08-2020 17:04:19 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
Oct-08-2020 17:04:19 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 Location User Value Reason
Oct-08-2020 17:04:19 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central RECOVERING/RESOLVING

Time (US & Canada)

14. Did the adver se event cause the subject to be discontinued from the study?

Date Location User Value Reason
Oct-08-2020 17:04:19 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO

Time (US & Canada)
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete

090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

*** Confidential***

1. Category:
Date L ocation User Value Reason
Oct-08-2020 17:07:07 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | ADVERSE EVENT
Time (US & Canada)
2. AE ID:
Date L ocation User Value Reason
Oct-08-2020 17:07:07 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |8
Time (US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date Location User Value Reason
Oct-08-2020 17:07:07 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Bileaflet mitral valve prolapse
Time (US & Canada)
4, Start Date Time:
Date Location User Value Reason
Oct-08-2020 17:07:07 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sep/9/2020 00:00
Time (US & Canada)
5. Isthe adverse event till ongoing?
Date Location User Value Reason
Oct-08-2020 17:07:07 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central YES
Time (US & Canada)
6. Toxicity Grade:
Date Location User Value Reason
Oct-09-2020 17:39:28 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-06:00) Central 1
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
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Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11

Time (US & Canada)

Oct-08-2020 17:07:07 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry:
(UTC-06:00) Central 2
Time (US & Canada)

Initial Entry

7. | sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.
Fatal; Life-threatening; I npatient hospitalization or prolongation of existing hospitalization; Persistent or significant

disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason
Oct-08-2020 17:07:07 ACVOPFEINFPE000 |(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-08-2020 17:07:07 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
Oct-08-2020 17:07:07 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NOT RELATED
Time (US & Canada) If Not Related to study treatme
nt(s), thisevent is due to:
OTHER
If Other, specify:
Heart Disease
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
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Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete

Time (US & Canada)

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

Subject No: 10831029 Subject Initials; ---

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

Oct-08-2020 17:07:07 ACVOPFEINFPE000 |(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-08-2020 17:07:07 ACVOPFEINFPE000 |(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-08-2020 17:07:07 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-08-2020 17:07:07 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NOT RECOVERED/NOT RES

Time (US & Canada) OLVED

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

Date L ocation User Value Reason
Oct-08-2020 17:07:07 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1083
Subject No: 10831029
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

Back to Form

1. Category:
Date L ocation User Value Reason
Oct-08-2020 17:10:57 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | ADVERSE EVENT
Time (US & Canada)
2. AE ID:
Date L ocation User Value Reason
Oct-08-2020 17:10:57 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |9
Time (US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Oct-08-2020 17:10:57 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Left Atrial Enlargement
Time (US & Canada)
4, Start Date Time:
Date L ocation User Value Reason
Oct-08-2020 17:10:57 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Sep/9/2020 00:00
Time (US & Canada)
5. Isthe adverse event till ongoing?
Date Location User Value Reason
Oct-08-2020 17:10:57 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-09-2020 17:39:37 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-06:00) Central 1
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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

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

Subject No: 10831029 Subject Initials: ---

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

Time (US & Canada)

Oct-08-2020 17:10:57 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; | mportant medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason
Oct-08-2020 17:10:57 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-08-2020 17:10:57 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO

Time (US & Canada)

9. Isthis event related to study treatment:

Date Location User Value Reason
Oct-08-2020 17:10:57 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NOT RELATED

Time (US & Canada) If Not Related to study treatme

nt(s), thisevent is due to:

OTHER
If Other, specify:
Heart Disease
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
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Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete

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

Subject No: 10831029 Subject Initials; ---

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

Oct-08-2020 17:10:57 ACVOPFEINFPE000 |(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-08-2020 17:10:57 ACVOPFEINFPE000 |(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-08-2020 17:10:57 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-08-2020 17:10:57 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NOT RECOVERED/NOT RES

Time (US & Canada) OLVED

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

Date L ocation User Value Reason
Oct-08-2020 17:10:57 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO

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: 10831029
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - 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. Category:

Date L ocation User Value Reason
Dec-07-2020 17:26:13 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date L ocation User Value Reason
Dec-07-2020 17:26:13 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |10

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason
Dec-13-2020 18:32:09 ACVOPFEINFPE000 |(b) (4), (b) (6) Query 1: Closed Response satisfies

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

query

Dec-10-2020 14:34:03 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Answered Pl assessed AE

(UTC-06:00) Central Description with

Time (US & Canada) NO other diagnosis,
origina datais
correct

Dec-09-2020 18:48:16 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Opened ClinQuery: Ear

(UTC-06:00) Central Pain : Isadiagnosis

Time (US & Canada) available?

Dec-07-2020 17:26:13 | ACVOPFEINFPG000 |(b) (4), (b) (6) |Data Entry: Initial Entry

(UTC-06:00) Central Ear Pain

Time (US & Canada)

4. Start Date Time:

Date L ocation User Value Reason

Dec-07-2020 17:26:13 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Dec/4/2020 00:00

Time (US & Canada)
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Visit: Logs - Unscheduled

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

Subject No: 10831029

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Verified

Site Name: (1083) Benchmark Research

Subject Initials: ---

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

5. Isthe adverse event till ongoing?

Date Location User Value Reason
Dec-07-2020 17:26:13 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central YES

Time (US & Canada)

6. Toxicity Grade:

Date L ocation User Value Reason
Dec-07-2020 17:26:13 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.

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 Location User Value Reason
Dec-07-2020 17:26:13 | ACVOPFEINFPG000 |(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 Location User Value Reason
Dec-07-2020 17:26:13 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO

Time (US & Canada)

9. Isthis event related to study treatment:

Date Location User Value Reason
Dec-07-2020 17:32:31 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information

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

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

OTHER
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Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Verified

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

NOT RECOVERED/NOT RES
OLVED

Site No: 1083 Site Name: (1083) Benchmark Research
Subject No: 10831029 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:11
If Other, specify:
Strep Prevention
Dec-07-2020 17:26:13 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NOT RELATED
Time (US & Canada) If Not Related to study treatme
nt(s), thisevent is due to:
OTHER
If Other, specify:
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Dec-07-2020 17:28:51 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NOT APPLICABLE
Time (US & Canada)
11. Was a Concomitant Medication given?
Date Location User Value Reason
Dec-07-2020 17:26:13 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central YES
Time (US & Canada)
12. Was a Non-Drug Treatment given?
Date Location User Value Reason
Dec-07-2020 17:26:13 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-07-2020 17:26:13 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
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Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status. Data Complete, Verified

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

14. Did the adver se event cause the subject to be discontinued from the study?

Date

L ocation

User

Value

Reason

Dec-13-2020 17:50:41
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Closed

Response satisfies
query

Dec-09-2020 14:33:20
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 1: Answered

Transcription Error

Dec-09-2020 14:33:20 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error

(UTC-06:00) Central NO

Time (US & Canada)

Dec-08-2020 19:28:04 | ACVOPFEINFP6000 |(B) (4), (b) (6) | Query 1: Opened ClinQuery: Ear Pain

(UTC-06:00) Central :islisted to have

Time (US & Canada) caused study
discontinuation,
however, the FUP
pageis blank. Please
review and update as
appropriate. Thanks

Dec-07-2020 17:26:13 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central YES

Time (US & Canada)
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

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

Subject No: 10831029

Generated By: | (b) (4)

Form: DATE OF VISIT - 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

*** Confidential***

1. Date of Visit
Date L ocation User Value Reason
Jan-14-2021 16:26:53 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Jan/13/2021
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: 10831029
Generated By: | (b) (4)

Form: FURTHER VACCINATION CONFIRMATION - 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. Select appropriate response - | s participant willing to return for Vaccination 3?

Date L ocation User Value Reason

Mar-09-2021 10:44:38 | ACVOPFEINFP6000 | (b) (4), Query 2: Closed Response satisfies

(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Mar-08-2021 20:57:06 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 2: Answered During unblinding

(UTC-06:00) Central confirmation with

Time (US & Canada) subject- receipt of
placebo at vaccine
one and could be a
crossover subject
and recive active
vaccine. Subject
declined
revaxination

Mar-03-2021 20:25:42 ACVOPFEINFP6000 | (b) (4), Query 2: Opened DM: Participant is

(UTC-06:00) Central (b) (6) eligibleand

Time (US & Canada) confirmed to have
received Placebo on
the Further
Vaccination
Confirmation CRF,
However Date
Written Consent
Obtained is missing
in InFormed
Consent - Further
Vaccination CRF.
Kindly review and
update, else clarify.

Jan-15-2021 11:15:51 ACVOPFEINFPE000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Jan-14-2021 22:54:36 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Opened The response

(UTC-06:00) Central indicates participant

Time (US & Canada) was unblinded,
however the
TREATMENT
UNBLINDED date
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Header Text: c4591001

Visit: Potential ReVax Initial Contact - Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit
Unscheduled Trail History

Form Version: 10-Dec-2020 02:25 Form Status. Data Complete, Frozen, Verified

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

Subject No: 10831029 Subject Initials; ---

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

ismissing in the
DISP visit. Please

complete this date.
Jan-14-2021 16:26:59 ACVOPFEINFP6000 | auto query Query 1: Candidate The response
(UTC-06:00) Central (autoquery) indicates participant
Time (US & Canada) was unblinded,

however the

TREATMENT

UNBLINDED date
ismissing in the
DISP visit. Please

complete this date.
Jan-14-2021 16:26:59 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Participant iswilling to return f
Time (US & Canada) or Vaccination 3
Participant is:

eligible per local/national re
commendations and confirm
ed to have received only pla
cebo at Vaccination 1/2
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03

Site No: 1083
Subject No: 10831029
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

Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Jan-15-2021 11:15:51 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Jan/13/2021

Time (US & Canada)

2. Primary Reason for Unblinding:

Date L ocation User Value Reason
Jan-15-2021 11:15:51 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry

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

ASSESSELIGIBILITY FOR A
DDITIONAL VACCINATION
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Header Text: c4591001
Visit: V101_VAX3

Site No: 1083
Subject No: 10831029
Generated By: | (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 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

*** Confidential***

Date Location User Value Reason
Mar-08-2021 20:55:44 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Done
Time (US & Canada)
2. Erroneous Visit
Date Location User Value Reason
Mar-08-2021 20:55:44 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Done
Time (US & Canada)
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1083

Subject No: 10831029

Generated By: | (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION - 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. Consent Was:
Date L ocation User Value Reason
Mar-08-2021 20:56:02 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Done
Time (US & Canada)
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Header Text: c4591001
Visit: V101 VAX3

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION
- eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31

Site No: 1083
Subject No: 10831029
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. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Mar-08-2021 20:56:43 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Done

Time (US & Canada)

2. Phase of Disposition:

Date L ocation User Value Reason
Mar-08-2021 20:56:43 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Done

Time (US & Canada)

3. Status:

Date L ocation User Value Reason
Mar-08-2021 20:56:43 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Done

Time (US & Canada)

4. Specify Status:

Date L ocation User Value Reason
Mar-08-2021 20:56:43 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Done

Time (US & Canada)
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Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03

Site No: 1083

Subject No: 10831029
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
Sep-28-2020 14:32:09 ACVOPFEINFP6000 |autocalc |DataEntry: New Information
(UTC-06:00) Central (autocalc) | DISCONTINUED
Time (US & Canada)
Sep-24-2020 15:21:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | DISCONTINUED
Time (US & Canada)
Aug-04-2020 14.:46:26 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | ENROLLED/RANDOMIZED
Time (US & Canada)
Aug-04-2020 14:16:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SCREENED
Time (US & Canada)
2. Subject Status Date
Date Location User Value Reason
Nov-13-2020 12:48:47 ACVOPFEINFP6000 |autocalc |DataEntry: New Information
(UTC-06:00) Central (autocalc) | Aug/23/2020
Time (US & Canada)
Sep-28-2020 14:32:09 ACVOPFEINFP6000 |autocalc |DataEntry: New Information
(UTC-06:00) Central (autocalc) | Sep/15/2020
Time (US & Canada)
Sep-24-2020 15:21:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Sep/15/2020
Time (US & Canada)
Aug-04-2020 14:46:26 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Aug/4/2020
Time (US & Canada)
Aug-04-2020 14:16:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Aug/4/2020
Time (US & Canada)
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090177e196ae3f95\Final\Final On: 01-Apr-2021 05:19 (GMT)

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: 10831029 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
Sep-22-2020 13:30:51 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Click Here to Enable

Time (US & Canada)
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