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Header Text: ¢4591001

Visit: COHORT_SELECTION
Form Version: 30-Jul-2020 21:29
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: COHORT SELECTION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

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 - 30 JUN 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
SiteNo: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: MAIN INFORMED CONSENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Informed Consent

1. | Consent Was.

OBTAINED

Date Written Consent Obtained
Aug/3/2020

Page 2 of 734
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: DEMOGRAPHY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

*** Confidential***

Demography
1. | Subject ID [11611020]
2. | Birth Date: (b) (6)/1992
3. | Sex: MALE
4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X dl that apply): WHITE
6. | Racia Designation:
Page 3 of 734
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Aug/3/2020
2. | Erroneous Visit
Page 4 of 734

*** Confidential***
FDA-CBER-2021-5683-0842345




090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Study eligibility requires subjects to meet al inclusion criteria (Y ES) and Not meet exclusion criteria (NO).

Inclusion Criteria

La || nclusion Number: 1
Criterion Description: Male or female participants between the ages of 18 and 55 years, inclusive, 65
and 85 years, inclusive, or 18 and 85 years, inclusive, at randomization
(dependent upon study stage)
Criterion met? YES
Criterion ID: (For Pfizer use INO1A0O
only)
1b {1 1nclusion Number: 2
Criterion Description: Participants who are willing and able to comply with al scheduled visits,
vaccination plan, laboratory tests, lifestyle considerations, and other study
procedures
Criterion met? YES
Criterion ID: (For Pfizer use INO2A00
only)
1.¢ || inclusion Number: 3
Criterion Description: Healthy participants who are determined by medical history, physical
examination, and clinical judgment of the investigator to be eligible for inclusion
in the study
Criterion met? YES
Criterion ID: (For Pfizer use INO3A00
only)
1.d || |nclusion Number: 4

Criterion Description:

Capable of giving personal signed informed consent, which includes compliance
with the requirements and restrictions listed in the ICD and in this protocol

Criterion met?

YES

*** Confidential***

Criterion ID: (For Pfizer use INO4AQ0
only)
Exclusion Criteria
Page 5 of 734
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

2.2 || Exclusion Number: 1
Criterion Description: Other medical or psychiatric condition incl. recent (within past year) or active
suicidal ideation/behavior/lab abnormality that may increase the risk of study
participation
Criterion met? NO
Criterion ID: (For Pfizer use EX01A00
only)
2b || Exclusion Number: 2
Criterion Description: Known infection with human immunodeficiency virus (HIV), hepatitis C virus
(HCV), or hepatitis B virus (HBV)
Criterion met? NO
Criterion ID: (For Pfizer use EX02A00
only)
2.¢ || Exclusion Number: 3
Criterion Description: History of severe adverse reaction associated with a vaccine and/or severe
alergic reaction (eg, anaphylaxis) to any component of the study intervention(s)
Criterion met? NO
Criterion ID: (For Pfizer use EX03A00
only)
2d Exclusion Number: 4
Criterion Description: Receipt of medications intended to prevent COVID-19
Criterion met? NO
Criterion ID: (For Pfizer use EX04A00
only)
2. || Exclusion Number: 8
Criterion Description: Immunocompromised individuals with known or suspected immunodeficiency,
as determined by history and/or laboratory/physical examination
Criterion met? NO
Criterion ID: (For Pfizer use EX08A00
only)
Page 6 of 734
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Header Text: ¢4591001
Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
27 || Exclusion Number: 10
Criterion Description: Bleeding diathesis or condition associated with prolonged bleeding that would,
in the opinion of the investigator, contraindicate intramuscul ar injection
Criterion met? NO
Criterion ID: (For Pfizer use EX10A00
only)
2.9 || Exclusion Number: 1
Criterion Description: Women who are pregnant or breastfeeding
Criterion met? NO
Criterion ID: (For Pfizer use EX11A00
only)
2h || Exclusion Number: 12
Criterion Description: Previous vaccination with any coronavirus vaccine
Criterion met? NO
Criterion ID: (For Pfizer use EX12A00
only)
21 || Exclusion Number: 13
Criterion Description: Subjects who receive immunosuppressive therapy, such as cytotoxic agents or
systemic corticosteroids
Criterion met? NO
Criterion ID: (For Pfizer use EX13A01
only)
2J || Exclusion Number: 15
Criterion Description: Receipt of blood/plasma products or immunoglobulin, from 60 days before study
intervention administration or planned receipt throughout the study
Criterion met? NO
Criterion ID: (For Pfizer use EX14A01
only)
Page 7 of 734
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

2K || Exclusion Number: 16
Criterion Description: Participation in other studiesinvolving study intervention within 28 days prior to
study entry and/or during study participation
Criterion met? NO
Criterion ID: (For Pfizer use EX15A01
only)
2111 Exclusion Number: 17
Criterion Description: Previous participation in other studies involving study intervention containing
lipid nanoparticles
Criterion met? NO
Criterion ID: (For Pfizer use EX16A01
only)
2m || Exclusion Number: 22
Criterion Description: Investigator site staff or Pfizer employees directly involved in the conduct of the
study, site staff otherwise supervised by the investigator, and their respective
family members
Criterion met? NO
Criterion ID: (For Pfizer use EX21A01
only)
Page 8 of 734
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Visit: V1 DAY1 VAX1 L Form: DISPOSITION - SCREENING

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Disposition - Screening

1. | Date of Aug/3/2020
Completion/Discontinuation/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
Page 9 of 734
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Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Medical History Details

la|lLine/MH Number:

(1]

Disease/Syndrome/Surgery [Codeine Allergy]
/Non-Drug Allergies/Drug
Allergies:
Start Date; UNK/UNK/1997
Ongoing: YES

1b 1| Line/MH Number: 2]
Disease/Syndrome/Surgery [Heartburn]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2008
Ongoing: YES

1¢ || Line/MH Number:

(3]

Disease/Syndrome/Surgery [Back pain radiculopathy to thighs, bilateral]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Mar/12/2020
Ongoing: YES
Page 10 of 734
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Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: VITAL SIGNS- BASELINE

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

*** Confidential***

Vital Signs

1. | Date Aug/3/2020

2. | Weight: [89.4]

3. | Unit: kg

4. | Height: [170.0]

5. [ Unit: cm

6. | Body Mass Index: [30.9]

Vital Signs Details

7a|| Record Identifier: 1
Temperature: [98.9]
Unit: F
Temperature Location: FOREHEAD

Page 11 of 734
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Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: RANDOMIZATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Disposition
1. | Randomization Date : Aug/3/2020
2. | Randomization Number: [41392]
3. | Randomization Group: []
Page 12 of 734
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Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

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

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE

2. | Sample Type SERUM

3. | Sample Collected? YES
Date of Collection:
Aug/3/2020

4. | If no sample was collected or [1

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

Aliquot

Please enter barcode for each aligquot.

Sa|| sample D [BPLL62]

5b | sampleID [BPLL63]

5C || sample ID [BPLL64]

5d || sample ID [BPLL6S]

5€ || sample D [BP3D44]

5f || sample 1D [BP3D45]

59| sample 1D [BP3D46]

5hll sampleiD [BP3DA47]

5i || sample 1D [BP3D48]
Page 13 of 734
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Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1161

Subject No: 11611020

Generated By: (b) (4)

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

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/3/2020
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 [BP3DSJ]
Page 14 of 734
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Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
SiteNo: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

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/3/2020 13:54

5. | Anatomical Location: DELTOID MUSCLE

6. | Body Side: LEFT

7. | Route: INTRAMUSCULAR

8. | Actual Dose: [1

9. | Unit:

10. | Timeframe Subject Was Observed | THE PROTOCOL SPECIFIED OBSERVATION PERIOD

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

Page 15 of 734
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Visit: V1_DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: REACTOGENICITY DIARY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Reactogenicity Diary

1. | Select appropriate response -
Reactogenicity diary collection

YES- REACTOGENICITY E-DIARY COLLECTED FOR THIS SUBJECT

Page 16 of 734
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Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Dateof Visit Nov/23/2020
2. | Erroneous Visit
Page 17 of 734
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Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. | Were medications to treat NO
fever/pain given on the last day the
Subject Diary was completed?
2.a || symptom: FEVER
Were fever or systemic symptoms | YES
present on the last day the Subject|  Ongoing?
Diary was completed? NO
Stop Date:
Aug/11/2020
2b || symptom: FATIGUE
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?
2.C || symptom: HEADACHE
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?
2d Symptom: CHILLS
Were fever or systemic symptoms | YES
present on the last day the Subject|  Ongoing?
Diary was completed? NO
Stop Date:
Aug/10/2020
2:€ || symptom: VOMITING
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?
Page 18 of 734
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Header Text: c4591001
Visit: V2_VAX2_ L

Form Version: 30-Jul-2020 21:30
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

2f Symptom:

DIARRHEA

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

YES
Ongoing?
NO

Stop Date:
Aug/11/2020

2.9 || 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

present on the last day the Subject
Diary was completed?

4. |Injection Site Body Side: LEFT

4| | |njection 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

5:C || Injection Site Reaction:

PAIN AT INJECTION SITE

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

NO

*** Confidential***
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Visit: V2_VAX2_L

Form Version: 10-Oct-2020 16:01
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: VITAL SIGNS- TEMP

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Vital Signs
1. | Date: Nov/23/2020

Vital Signs Details
2:a|| Record Identifier: 1

Temperature: [97.4]

Unit: F

Temperature Location: FOREHEAD

Page 20 of 734

*** Confidential***
FDA-CBER-2021-5683-0842361




090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:03
SiteNo: 1161

Subject No: 11611020

Generated By: (b) (4)

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

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Nov/23/2020
4, | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aiquot.
Sa|| sampleID [BP3DC4]
Page 21 of 734
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Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:04
SiteNo: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: VACCINATION

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Vaccination

1. | Wasthere atemporary delay of NO
vaccination?

2. | Treatment Name [BLINDED THERAPY]

3. | Formulation: INJECTION

4. | Dose Date Time: Nov/23/2020 11:00

5. | Anatomical Location: DELTOID MUSCLE

6. | Body Side: LEFT

7. | Route: INTRAMUSCULAR

8. | Actual Dose: [1

9. | Unit:

10. | Timeframe Subject Was Observed | THE PROTOCOL SPECIFIED OBSERVATION PERIOD

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

Page 22 of 734
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Visit: V3_MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:02
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Dateof Visit Dec/22/2020
2. | Erroneous Visit
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Visit: V3_ MONTH1_POSTVAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. | Were medications to treat NO
fever/pain given on the last day the
Subject Diary was completed?
2.a || 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 | YES
present on the last day the Subject|  Ongoing?
Diary was completed? NO
Stop Date:
Dec/3/2020
2.C || symptom: HEADACHE
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?
2d Symptom: CHILLS
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?
2. || symptom: VOMITING
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?
2% || symptom: DIARRHEA
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?
Page 24 of 734
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Form Version: 30-Jul-2020 21:30
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

2.9 || 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

present on the last day the Subject
Diary was completed?

4. |Injection Site Body Side: LEFT

a|| |njection 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

5C || Injection Site Reaction:

PAIN AT INJECTION SITE

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

NO

*** Confidential***
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Header Text: c4591001

Visit: V3 MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:03
SiteNo: 1161

Subject No: 11611020

Generated By: (b) (4)

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

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Electronic Sample Tracking

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

Date of Collection:

Dec/22/2020
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aiquot.
5a|| sample 1D [BPLLCL]
5b || sample D [BPLLCK]
5C || sample 1D [BP3DD3]
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Header Text: c4591001

Visit: V4_MONTH6_L

Form Version: 22-Apr-2020 21:02
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Date of Visit

1. | Date of Visit

"

2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: V4_MONTH6_L

Form Version: 22-Apr-2020 21:03
SiteNo: 1161

Subject No: 11611020

Generated By: (b) (4)

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

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

If no sample was collected or

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

Aliquot

Please enter barcode for each aliquot.

S, Sample ID

Page 28 of 734
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Header Text: c4591001

Visit: V5_ MONTH12_L

Form Version: 22-Apr-2020 21:02
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Date of Visit

1. | Date of Visit

"

2. | Erroneous Visit

*** Confidential***

Page 29 of 734

FDA-CBER-2021-5683-0842370




090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: V5_ MONTH12 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1161

Subject No: 11611020

Generated By: (b) (4)

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

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

If no sample was collected or

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

Aliquot

Please enter barcode for each aliquot.

S, Sample ID
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Header Text: c4591001

Visit: V6_MONTH24_L

Form Version: 22-Apr-2020 21:02
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Date of Visit

1. | Date of Visit

"

2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: V6_MONTH24 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1161

Subject No: 11611020

Generated By: (b) (4)

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

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

If no sample was collected or

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

Aliquot

Please enter barcode for each aliquot.

S, Sample ID
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET

on Aug/11/2020

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

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Aug/11/2020

2. | Erroneous Visit

COVID-19|lIness Visit

3. | COVID-19 IlIness Visit: COVID_A

Page 33 of 734
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19
on Aug/11/2020

Form Version: 21-Aug-2020 02:52

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Aug/11/2020
2. | Date of First Symptom Started: Aug/5/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Aug/8/2020
Symptoms
4.2 || symptoms: FEVER
Was symptom present? YES
4b || symptoms: NEW OR INCREASED COUGH
Was symptom present? NO
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d Symptoms: CHILLS
Was symptom present? NO
4.e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO
4h || symptoms: DIARRHEA
Was symptom present? YES
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Header Text: c4591001

on Aug/11/2020

Form Version: 21-Aug-2020 02:52
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

4.

*** Confidential***

Symptoms: VOMITING
Was symptom present? YES
Symptoms - Other
5:a|| symptoms - Other Text: [nauses]
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:54
Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

4 Date qf Collect | Specimen T | Specimen C_ollecnon Loc | Assay Codt_eand Descri Device Type | Form Instance
ion ype ation ption
1. | Not Applicable | Not Applicab | Not Applicable Not Applicable Not Applica Repeating
le ble Pages
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Header Text: c4591001

on Aug/11/2020

Form Version: 06-Jul-2020 21:54
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

*** Confidential***

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
on Aug/11/2020

Form Version: 22-Apr-2020 21:03
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB_SELF
3. | Sample Collected? YES
Date of Collection:
Sep/29/2020
4. | If no sample was collected or [confirmed. received sample late]
sample was not collected according
to protocol, please provide reason:
Aliquot

Please enter barcode for each aiquot.

5a

Sample ID

[RW79121]
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
on Aug/11/2020

Form Version: 22-Apr-2020 21:03
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? NO
4. | If no sample was collected or [subject did self swab]
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5 || sampleID []
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: HEALTH CARE UTILIZATION
on Aug/11/2020

Form Version: 21-Aug-2020 02:50
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Form Comments
eCRF Audit Trail History

Health Care Utilization

La | physician or Healthcare SPECIALIST
Professional:
Occurrence of Visits or Contacts: | NO
1b ] physician or Healthcare EMERGENCY ROOM
Professional:
Occurrence of Visits or Contacts: | NO
lc Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visits or Contacts: | NO
1.d | physician or Healthcare URGENT CARE
Professional:
Occurrence of Visitsor Contacts. | NO
le Physician or Healthcare TELEPHONE CONSULTATION
Professional:
Occurrence of Visits or 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?
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Header Text: c4591001
Visit; POT_COVID_ILL 1 Form: RESPIRATORY TREATMENT
Form Version: 06-Jul-2020 21:53
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Treatment Identifie | Con Non-Drug Treatments Pre-specifi | Treatmen | Treatmen | Start Dat
# Form Instance
r ed t t e
1 Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT

on Aug/11/2020

Form Version: 06-Jul-2020 21:53
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Respiratory Treatment

1. | What isthe treatment |dentifier?

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

Treatment:

Treatment:

[]

Start Date:

1

ol |~ W

Ongoing?
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Header Text: c4591001

on Aug/11/2020

Form Version: 06-Jul-2020 21:52
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form: ILLNESS DETAILS

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

I1Iness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

*** Confidential***

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

Form Version: 17-Jul-2020 21:55

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

4 Category of (.3I|n|cal Event | Subcategory o: Clinical Even Dlagnosg, 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 Aug/11/2020

Form Version: 17-Jul-2020 21:55
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
Form Comments
eCRF Audit Trail History

*** Confidential***

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 45 of 734

FDA-CBER-2021-5683-0842386




Header Text: c4591001

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

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

Form Version: 30-Jul-2020 21:27

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

4 Category for La | Vendor Na | Collection D | Specimen T L ab Result Form Instanc

b Test me ate: ype e

L Sponsor-Defined Ide | Tes | Resul Repedting

ntifier t: t: Pages
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Header Text: c4591001

on Aug/11/2020

Form Version: 30-Jul-2020 21:27
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

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

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Lab Chemistry Details

1. | Lab Pand:

2. | Laboratory Name and Address

[l

3. | Collection Date:

1

4. | Specimen Type:

*** Confidential***

Lab Result
> Sponsor 1D: [
Test:
Result: []
Not Done:
LNMT Low
[]
High
[
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 30-Jul-2020 21:28
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

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

on Aug/11/2020

Form Version: 30-Jul-2020 21:28
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

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

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Laboratory Data Hematology

1. | Lab Pand:

2. | Laboratory Name and Address

[l

3. | Collection Date:

1

4. | Specimen Type:

*** Confidential***

Lab Result
> Sponsor 1D: [
Test:
Result: [
Not Done:
LNMT Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form: VITAL SIGNS- COVID

Form Version: 30-Jul-2020 21:27

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

# Date: Vital Signs Details Form Instance
1 Record I dentifier: Systalic: Diastalic: Repeating Pages
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Header Text: c4591001

on Aug/11/2020

Form Version: 30-Jul-2020 21:27
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

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

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Vital Signs

1. | Date:

I

Vital Signs Details

2. || Record Identifier:

Systalic:

[]

Diastolic:

[]

Respiratory Ratein
respirations/minute:

[]

Heart Rate in beats/minute:

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

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 30-Jul-2020 21:28

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

# Date: Vital Signs Details Form Instance
L Record | dentifier: Oxygen Saturation Repeating Pages
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Header Text: c4591001

on Aug/11/2020

Form Version: 30-Jul-2020 21:28
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

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

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Vital Signs

1. | Date:

1

Vital Signs Details

2. Record Identifier:

SPO2 Pulse Oximetry %

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

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

# | Date Time of Assessment

Arterial Blood GasesPaO2 | FiO2 (Fraction of Inhaled Oxygen) | Form Instance

1

Repeating Pages
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Header Text: c4591001

on Aug/11/2020

Form Version: 06-Jul-2020 21:52
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: OXYGENATION PARAMETERS

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment:

2. | Arterial Blood Gases Pa0O2
(mmHg):

3. | FHO2 (Fraction of Inhaled Oxygen):

*** Confidential***
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Header Text: c4591001

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

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

4 Sponsor-Defined 1d | Category for Med | Concomitant MedicationsP | Nameof Medi | Start D | Form Instanc
entifier ication re-specified cation ate e
1 Repeating
Pages
Page 56 of 734
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
on Aug/11/2020

Form Version: 06-Jul-2020 21:55
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Concomitant Medications

1

What is the medication identifier?

—
[a—

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

Provide the compl ete 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).

[]

Start Date:

1

Ongoing?

*** Confidential***
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Header Text: c4591001

Visit; POT_COVID_ILL 1 Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

# | Date of Assessment Location of Assessment | Imaging Method | Overall Assessment Form Instance

1. Repeating Pages

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)
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Header Text: c4591001

on Aug/11/2020

Form Version: 06-Jul-2020 21:53
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Imaging

Date of Assessment:

1

Location of Assessment:

Type of Imaging Exam:

AW |DN|PE

Assessment:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET
on Oct/02/2020

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Form Comments
eCRF Audit Trail History

Date of Visit
1. | Date of Visit Oct/2/2020 Comments
2. | Erroneous Visit ERRONEOUSVISIT

COVID-19 |lIness Visit

3.

COVID-19 Iliness Visit:

COVID_B

Page 60 of 734
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Header Text: c4591001

on Oct/02/2020

Form Version: 15-Sep-2020 21:55
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19

Form Status: Data Complete, Frozen

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Form Comments
eCRF Audit Trail History

Signsand Symptoms

*** Confidential***

1. | Date of Assessment: Not Applicable Comments
1
2. | Date of First Symptom Started: Not Applicable Comments
1
3. | Symptoms Ongoing? Not Applicable Comments
Symptoms
4.2 || symptoms: FEVER
Was symptom present? Not Applicable Comments
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? Not Applicable Comments
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? Not Applicable Comments
4d || symptoms: CHILLS
Was symptom present? Not Applicable Comments
4.e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? Not Applicable Comments
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? Not Applicable Comments
Page 61 of 734
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

on Oct/02/2020

Form Version: 15-Sep-2020 21:55
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

49 Symptoms: NEW OR INCREASED SORE THROAT

Was symptom present? Not Applicable Comments
4.h )

Symptoms: DIARRHEA

Was symptom present? Not Applicable Comments
41 || symptoms: VOMITING

Was symptom present? Not Applicable Comments
Symptoms - Other
5a|| symptoms - Other Text: Not Applicable

[]
Page 62 of 734
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Version: 06-Jul-2020 21:54

Form: MICROBIOLOGY SPECIMEN

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

#

Date of Collect | Specimen Ty

Specimen Collection Loc

Assay Code and Descri | Device Ty

Form Instance

*** Confidential***

ion pe ation ption pe
1 Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN

on Oct/02/2020

Form Version: 06-Jul-2020 21:54
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Micr obiology Specimen

1. | Actua Date of Collection:

1

Specimen Type:

Specimen Collection Location:

Assay Code and Description:

Trade Name:

Test Result:

Comments/Findings/Details:

2
3
4
5. | Device Type:
6
7
8
9

Trade Name Other, Specify:

[]
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Header Text: c4591001

on Oct/02/2020

Form Version: 15-Sep-2020 21:53
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: HEALTH CARE UTILIZATION

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Form Comments
eCRF Audit Trail History

Health Care Utilization

*** Confidential***

1a|| physician or Healthcare SPECIALIST

Professional:

Occurrence of Visits or Contacts. | Not Applicable Comments
1b ] physician or Healthcare EMERGENCY ROOM

Professional:

Occurrence of Visits or Contacts: | Not Applicable Comments
lc Physician or Healthcare PRIMARY CARE PHYSICIAN

Professional:

Occurrence of Visits or Contacts: | Not Applicable Comments
1.d | physician or Healthcare URGENT CARE

Professional:

Occurrence of Visits or Contacts: | Not Applicable Comments
le Physician or Healthcare TELEPHONE CONSULTATION

Professional:

Occurrence of Visits or Contacts: | Not Applicable Comments
Lf || Physician or Heslthcare OTHER

Professional:

Occurrence of Visits or Contacts: | Not Applicable Comments
Health Care Utilization Other
2. | Other Type of Practitioner Specify: | Not Applicable Comments

[]
Health Care Utilization
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: HEALTH CARE UTILIZATION

on Oct/02/2020

Form Version: 15-Sep-2020 21:53
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

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

Not Applicable

Comments

Page 66 of 734
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Header Text: c4591001
Visit; POT_COVID_ILL 2 Form: RESPIRATORY TREATMENT
Form Version: 06-Jul-2020 21:53
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Treatment Identifie | Con Non-Drug Treatments Pre-specifi | Treatmen | Treatmen | Start Dat
# Form Instance
r ed t t e
1 Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: RESPIRATORY TREATMENT

on Oct/02/2020

Form Version: 06-Jul-2020 21:53
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Respiratory Treatment

1. | What isthe treatment |dentifier?

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

Treatment:

Treatment:

[]

Start Date:

1

ol |~ W

Ongoing?

Page 68 of 734
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Header Text: c4591001

Visit; POT_COVID_ILL 2 Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

4 Category of (.3I|n|cal Event | Subcategory oI Clinical Even D|agn05|30btame Toxmtg Grad Form Instance

1 Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE
on Oct/02/2020

Form Version: 17-Jul-2020 21:55
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

I1Iness Details

1

Category of Clinical Event:

Subcategory of Clinical Event:

Woas a diagnosis obtained?

2
3.
4

Toxicity Grade:

Page 70 of 734
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Header Text: c4591001

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

Form Version: 30-Jul-2020 21:27

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

4 Category for La | Vendor Na | Collection D | Specimen T L ab Result Form Instanc

b Test me ate: ype e

L Sponsor-Defined Ide | Tes | Resul Repedting

ntifier t: t: Pages
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Header Text: c4591001

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

on Oct/02/2020

Form Version: 30-Jul-2020 21:27
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Lab Chemistry Details

1. | Lab Pand:

2. | Laboratory Name and Address

[l

3. | Collection Date:

1

4. | Specimen Type:

Lab Result
> Sponsor 1D: [
Test:
Result: [
Not Done:
LNMT Low
[]
High
[]
Unit
Page 72 of 734
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Version: 30-Jul-2020 21:28

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

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

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

on Oct/02/2020

Form Version: 30-Jul-2020 21:28
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Laboratory Data Hematology

1. | Lab Pand:

2. | Laboratory Name and Address

[l

3. | Collection Date:

1

4. | Specimen Type:

Lab Result
> Sponsor 1D: [
Test:
Result: []
Not Done:
LNMT Low
[]
High
[
Unit
Page 74 of 734
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: VITAL SIGNS- COVID

Form Version: 30-Jul-2020 21:27

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

# Date: Vital Signs Details Form Instance
1 Record I dentifier: Systalic: Diastalic: Repeating Pages
Page 75 of 734
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Header Text: c4591001

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

on Oct/02/2020

Form Version: 30-Jul-2020 21:27
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Vital Signs

1. | Date:

I

Vital Signs Details

2. || Record Identifier:

Systalic:

[]

Diastolic:

[]

Respiratory Ratein
respirations/minute:

[]

Heart Rate in beats/minute:

Page 76 of 734
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 30-Jul-2020 21:28

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

# Date: Vital Signs Details Form Instance
L Record | dentifier: Oxygen Saturation Repeating Pages
Page 77 of 734
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Header Text: c4591001

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

on Oct/02/2020

Form Version: 30-Jul-2020 21:28
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Vital Signs

1. | Date:

1

Vital Signs Details

2. Record Identifier:

SPO2 Pulse Oximetry %

Page 78 of 734
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

# | Date Time of Assessment

Arterial Blood GasesPaO2 | FiO2 (Fraction of Inhaled Oxygen) | Form Instance

1

Repeating Pages

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: OXYGENATION PARAMETERS

on Oct/02/2020

Form Version: 06-Jul-2020 21:52
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment:

2. | Arterial Blood Gases Pa0O2
(mmHg):

3. | FHO2 (Fraction of Inhaled Oxygen):

Page 80 of 734
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Version: 06-Jul-2020 21:55

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

4 Sponsor-Defined 1d | Category for Med | Concomitant MedicationsP | Nameof Medi | Start D | Form Instanc
entifier ication re-specified cation ate e
1 Repeating
Pages
Page 81 of 734
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
on Oct/02/2020

Form Version: 06-Jul-2020 21:55
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Concomitant Medications

1

What is the medication identifier?

—
[a—

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

Provide the compl ete 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).

[]

Start Date:

1

Ongoing?

Page 82 of 734
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: IMAGING

Form Version: 06-Jul-2020 21:53
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

# | Dateof Assessment

Location of Assessment | Imaging Method

Overall Assessment

Form Instance

1

Repeating Pages

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: IMAGING

on Oct/02/2020

Form Version: 06-Jul-2020 21:53
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Imaging

Date of Assessment:

1

Location of Assessment:

Type of Imaging Exam:

AW |DN|PE

Assessment:
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Header Text: c4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET

on Oct/21/2020

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

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Oct/21/2020

2. | Erroneous Visit

COVID-19|lIness Visit

3. | COVID-19 IlIness Visit: CoviD_C
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Header Text: c4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19
on Oct/21/2020

Form Version: 10-Oct-2020 16:02

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Oct/21/2020
2. | Date of First Symptom Started: Oct/19/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Oct/21/2020
Symptoms
4.2 || symptoms: FEVER
Was symptom present? NO
4b || symptoms: NEW OR INCREASED COUGH
Was symptom present? NO
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d Symptoms: CHILLS
Was symptom present? NO
4.e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO
4h || symptoms: DIARRHEA
Was symptom present? YES
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Header Text: c4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19

on Oct/21/2020
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
4i || symptoms: VOMITING
Was symptom present? YES

Symptoms - Other

Sa|| symptoms - Other Text: [headache]

Page 87 of 734

*** Confidential***
FDA-CBER-2021-5683-0842428



090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 3

Form Version: 06-Jul-2020 21:54
Site No: 1161
Subject No: 11611020

Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

4 Date c_>f Collect | Specimen Ty | Specimen C_ollec'uon Loc | Assay Codt_aand Descri | Device Ty Form Instance
ion pe ation ption pe
1. | Not Done Not Done Not Done Not Done Not Done Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN
on Oct/21/2020

Form Version: 06-Jul-2020 21:54
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

*** Confidential***

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

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
on Oct/21/2020

Form Version: 22-Apr-2020 21:03
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

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 [subject did not perform self swab within 4 days of symptom resolution.]

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

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]

Page 90 of 734
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
on Oct/21/2020

Form Version: 22-Apr-2020 21:03
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? NO
4. | If no sample was collected or [subject to complete self swab]
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5 || sampleID []
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Header Text: c4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: HEALTH CARE UTILIZATION
on Oct/21/2020

Form Version: 10-Oct-2020 15:59
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Health Care Utilization

la

Physician or Healthcare SPECIALIST
Professional:
Occurrence of Visits or Contacts: | NO
1b1] physician or Healthcare EMERGENCY ROOM
Professional:
Occurrence of Visits or Contacts: | NO
lc Physician or Hedlthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visitsor Contacts: | NO
1.d || physician or Healthcare URGENT CARE
Professional:
Occurrence of Visits or Contacts; | NO
le Physician or Healthcare TELEPHONE CONSULTATION
Professional:
Occurrence of Visits or Contacts; | NO
Lf || Physician or Heslthcare OTHER
Professional:
Occurrence of Visits or Contacts: | NO
Health Care Utilization Other
2. | Other Type of Practitioner Specify: |[]
Health Care Utilization
3. | Hasthe subject been hospitalized NO
due to potential COVID-19 illness?
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Header Text: c4591001
Visit; POT_COVID_ILL 3 Form: RESPIRATORY TREATMENT
Form Version: 06-Jul-2020 21:53
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Treatment Identifie | Con Non-Drug Treatments Pre-specifi | Treatmen | Treatmen | Start Dat
# Form Instance
r ed t t e
1 Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: RESPIRATORY TREATMENT

on Oct/21/2020

Form Version: 06-Jul-2020 21:53
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Respiratory Treatment

1. | What isthe treatment |dentifier?

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

Treatment:

Treatment:

[]

Start Date:

1

ol |~ W

Ongoing?

Page 94 of 734

*** Confidential***
FDA-CBER-2021-5683-0842435




090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

on Oct/21/2020

Form Version: 06-Jul-2020 21:52
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form: ILLNESS DETAILS

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

I1Iness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

*** Confidential***

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

Visit; POT_COVID_ILL 3

Form Version: 17-Jul-2020 21:55
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

4 Category of (.3I|n|cal Event | Subcategory oI Clinical Even D|agn05|30btame Toxmtg Grad Form Instance
1 Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: ILLNESS DETAILS - SEVERE
on Oct/21/2020

Form Version: 17-Jul-2020 21:55
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

I1Iness Details

1

Category of Clinical Event:

Subcategory of Clinical Event:

Woas a diagnosis obtained?

2
3.
4

Toxicity Grade:

*** Confidential***
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Header Text: c4591001

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Visit; POT_COVID_ILL 3 Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 30-Jul-2020 21:27

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

4 Category for La | Vendor Na | Collection D | Specimen T L ab Result Form Instanc

b Test me ate: ype e

L Sponsor-Defined Ide | Tes | Resul Repedting

ntifier t: t: Pages
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Header Text: c4591001

on Oct/21/2020

Form Version: 30-Jul-2020 21:27
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Lab Chemistry Details

1. | Lab Pand:

2. | Laboratory Name and Address

[l

3. | Collection Date:

1

4. | Specimen Type:

*** Confidential***

Lab Result
5. .
Sponsor 1D: [
Test:
Result: [
Not Done:
LNMT Low
[]
High
[]
Unit
Page 99 of 734

FDA-CBER-2021-5683-0842440




090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001
Visit; POT_COVID_ILL 3

Form Version: 30-Jul-2020 21:28

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Category for L | Vendor Name (DE | Collection | Specimen Form Instanc
# ab Test RIVED) Date: Type Lab Result o
. Sponsor-Defined | | Tes | Resu Repeating
dentifier t| It Pages
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Header Text: c4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology

on Oct/21/2020

Form Version: 30-Jul-2020 21:28 Form Status: Not Started

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Laboratory Data Hematology

1. | Lab Pand:
2. | Laboratory Name and Address [1
3. | Collection Date: 1

4. | Specimen Type:

Lab Result
> Sponsor 1D: [
Test:
Result: [
Not Done:
LNMT Low
[]
High
[]
Unit
Page 101 of 734
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Header Text: c4591001
Visit; POT_COVID_ILL 3

Form: VITAL SIGNS- COVID

Form Version: 30-Jul-2020 21:27

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

# Date: Vital Signs Details Form Instance
1 Record I dentifier: Systalic: Diastalic: Repeating Pages
Page 102 of 734
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Header Text: c4591001

on Oct/21/2020

Form Version: 30-Jul-2020 21:27
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: VITAL SIGNS- COVID

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Vital Signs

1. | Date:

I

Vital Signs Details

2. || Record Identifier:

Systalic:

[]

Diastolic:

[]

Respiratory Ratein
respirations/minute:

[]

Heart Rate in beats/minute:

*** Confidential***
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Header Text: c4591001
Visit; POT_COVID_ILL 3

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 30-Jul-2020 21:28

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

# Date: Vital Signs Details Form Instance
L Record | dentifier: Oxygen Saturation Repeating Pages
Page 104 of 734
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Header Text: c4591001

on Oct/21/2020

Form Version: 30-Jul-2020 21:28
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Vital Signs

1. | Date:

1

Vital Signs Details

2. Record Identifier:

SPO2 Pulse Oximetry %

*** Confidential***
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Header Text: c4591001
Visit; POT_COVID_ILL 3

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

# | Date Time of Assessment

Arterial Blood GasesPaO2 | FiO2 (Fraction of Inhaled Oxygen) | Form Instance

1

Repeating Pages

Page 106 of 734
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Header Text: c4591001

on Oct/21/2020

Form Version: 06-Jul-2020 21:52
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: OXYGENATION PARAMETERS

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment:

2. | Arterial Blood Gases Pa0O2
(mmHg):

3. | FHO2 (Fraction of Inhaled Oxygen):

*** Confidential***
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Header Text: c4591001
Visit; POT_COVID_ILL 3

Form Version: 06-Jul-2020 21:55

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

4 Sponsor-Defined 1d | Category for Med | Concomitant MedicationsP | Nameof Medi | Start D | Form Instanc
entifier ication re-specified cation ate e
1 Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Oct/21/2020

Form Version: 06-Jul-2020 21:55
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Concomitant Medications

1

What is the medication identifier?

—
[a—

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

Provide the compl ete 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).

[]

Start Date:

1

Ongoing?

*** Confidential***
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Header Text: c4591001

Visit; POT_COVID_ILL 3 Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

# | Date of Assessment Location of Assessment | Imaging Method | Overall Assessment Form Instance

1. Repeating Pages

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Page 110 of 734
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Header Text: c4591001

on Oct/21/2020

Form Version: 06-Jul-2020 21:53
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: IMAGING

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Imaging

Date of Assessment:

1

Location of Assessment:

Type of Imaging Exam:

AW |DN|PE

Assessment:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET
on Nov/10/2020

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Nov/10/2020
2. | Erroneous Visit
COVID-19llIness Visit
3. | COVID-19 IlIness Visit: CoVvID_D
Page 112 of 734
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Header Text: c4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit

on Nov/10/2020

Form Version: 10-Oct-2020 16:02
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Nov/10/2020
2. | Date of First Symptom Started: Nov/7/2020
3. | Symptoms Ongoing? NO

Date of Last Symptom Resolved:

Nov/14/2020
Symptoms
4.2 || symptoms: FEVER
Was symptom present? NO
4b || symptoms: NEW OR INCREASED COUGH
Was symptom present? NO
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d Symptoms: CHILLS
Was symptom present? NO
4.e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? YES
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO
4h || symptoms: DIARRHEA
Was symptom present? NO
Page 113 of 734
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Header Text: c4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19
on Nov/10/2020

Form Version: 10-Oct-2020 16:02

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

4.

Symptoms: VOMITING
Was symptom present? NO
Symptoms - Other
>. Symptoms - Other Text: []
Page 114 of 734
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Header Text: c4591001

Visit: POT_COVID_ILL 4

Form Version: 06-Jul-2020 21:54
Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

4 Date c_>f Collect | Specimen Ty | Specimen C_ollec'uon Loc | Assay Codt_aand Descri | Device Ty Form Instance
ion pe ation ption pe
1. | Not Done Not Done Not Done Not Done Not Done Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID _ILL 4 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN
on Nov/10/2020

Form Version: 06-Jul-2020 21:54
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

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

Visit: POT_COVID_ILL 4 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
on Nov/10/2020

Form Version: 22-Apr-2020 21:03
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB_SELF
3. | Sample Collected? NO
4. | If no sample was collected or [Subject swabbed at site]
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5.
Sample ID [
Page 117 of 734
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Header Text: c4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
on Nov/10/2020

Form Version: 22-Apr-2020 21:03
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Nov/10/2020
4. | If no sample was collected or [
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aiquot.
52 || sample ID [BP3DBY]
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Header Text: c4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit Form: HEALTH CARE UTILIZATION
on Nov/10/2020

Form Version: 10-Oct-2020 15:59
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Health Care Utilization

*** Confidential***

1a|| physician or Healthcare SPECIALIST
Professional:
Occurrence of Visits or Contacts: | NO
1b1] physician or Healthcare EMERGENCY ROOM
Professional:
Occurrence of Visits or Contacts: | NO
lc Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visitsor Contacts: | NO
1.d || physician or Healthcare URGENT CARE
Professional:
Occurrence of Visits or Contacts; | NO
le Physician or Healthcare TELEPHONE CONSULTATION
Professional:
Occurrence of Visits or Contacts; | NO
Lf || Physician or Heslthcare OTHER
Professional:
Occurrence of Visits or Contacts: | NO
Health Care Utilization Other
2. | Other Type of Practitioner Specify: |[]
Health Care Utilization
3. | Hasthe subject been hospitalized NO
due to potential COVID-19 illness?
Page 119 of 734
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Header Text: c4591001

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Visit: POT_COVID_ILL 4 Form: RESPIRATORY TREATMENT
Form Version: 06-Jul-2020 21:53
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Treatment Identifie | Con Non-Drug Treatments Pre-specifi | Treatmen | Treatmen | Start Dat
# Form Instance
r ed t t e
1 Repeating Pages
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Header Text: c4591001

on Nov/10/2020

Form Version: 06-Jul-2020 21:53
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 4 - Unscheduled Visit

Form: RESPIRATORY TREATMENT

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Respiratory Treatment

1. | What isthe treatment |dentifier?

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

Treatment:

Treatment:

[]

Start Date:

1

ol |~ W

Ongoing?

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit

on Nov/10/2020

Form Version: 06-Jul-2020 21:52
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: ILLNESS DETAILS

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

I1Iness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

2. | Was adiagnosis obtained for NO
Potential COVID-19 IlIness?
3. | Toxicity Grade: 1
Page 122 of 734
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Header Text: c4591001

Visit: POT_COVID_ILL 4 Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

4 Category of (.3I|n|cal Event | Subcategory oI Clinical Even D|agn05|30btame Toxmtg Grad Form Instance

1 Repeating Pages
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Header Text: c4591001

Visit: POT_COVID _ILL 4 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE
on Nov/10/2020

Form Version: 17-Jul-2020 21:55
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

I1Iness Details

1

Category of Clinical Event:

Subcategory of Clinical Event:

Woas a diagnosis obtained?

2
3.
4

Toxicity Grade:

Page 124 of 734
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Header Text: c4591001

Visit: POT_COVID_ILL 4 Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 30-Jul-2020 21:27

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

4 Category for La | Vendor Na | Collection D | Specimen T L ab Result Form Instanc

b Test me ate: ype e

L Sponsor-Defined Ide | Tes | Resul Repedting

ntifier t: t: Pages
Page 125 of 734
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Header Text: c4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
on Nov/10/2020

Form Version: 30-Jul-2020 21:27 Form Status: Not Started

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Lab Chemistry Details

1. | Lab Pand:
2. | Laboratory Name and Address [1
3. | Collection Date: 1

4. | Specimen Type:

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Lab Result
> Sponsor 1D: [
Test:
Result: [
Not Done:
LNMT Low
[]
High
[]
Unit
Page 126 of 734
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Header Text: c4591001

Visit: POT_COVID_ILL 4

Form Version: 30-Jul-2020 21:28
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

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

Visit: POT_COVID_ILL 4 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Nov/10/2020

Form Version: 30-Jul-2020 21:28 Form Status: Not Started

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Laboratory Data Hematology

1. | Lab Pand:
2. | Laboratory Name and Address [1
3. | Collection Date: 1

4. | Specimen Type:

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Lab Result
> Sponsor 1D: [
Test:
Result: [
Not Done:
LNMT Low
[]
High
[]
Unit
Page 128 of 734
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Header Text: c4591001
Visit: POT_COVID_ILL 4

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: VITAL SIGNS- COVID

Form Version: 30-Jul-2020 21:27

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

# Date: Vital Signs Details Form Instance
1 Record I dentifier: Systalic: Diastalic: Repeating Pages
Page 129 of 734
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Header Text: c4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit Form: VITAL SIGNS- COVID

on Nov/10/2020

Form Version: 30-Jul-2020 21:27
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Vital Signs

1. | Date:

I

Vital Signs Details

2. || Record Identifier:

Systalic:

[]

Diastolic:

[]

Respiratory Ratein
respirations/minute:

[]

Heart Rate in beats/minute:

Page 130 of 734
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Header Text: c4591001
Visit: POT_COVID_ILL 4

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 30-Jul-2020 21:28

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

# Date: Vital Signs Details Form Instance
L Record | dentifier: Oxygen Saturation Repeating Pages
Page 131 of 734
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Header Text: c4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR

on Nov/10/2020

Form Version: 30-Jul-2020 21:28
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Vital Signs

1. | Date:

1

Vital Signs Details

2. Record Identifier:

SPO2 Pulse Oximetry %

Page 132 of 734
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Header Text: c4591001
Visit: POT_COVID_ILL 4

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

# | Date Time of Assessment

Arterial Blood GasesPaO2 | FiO2 (Fraction of Inhaled Oxygen) | Form Instance

1

Repeating Pages

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit Form: OXYGENATION PARAMETERS

on Nov/10/2020

Form Version: 06-Jul-2020 21:52
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment:

2. | Arterial Blood Gases Pa0O2
(mmHg):

3. | FHO2 (Fraction of Inhaled Oxygen):

Page 134 of 734
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Header Text: c4591001

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 4
Form Version: 06-Jul-2020 21:55

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

4 Sponsor-Defined 1d | Category for Med | Concomitant MedicationsP | Nameof Medi | Start D | Form Instanc
entifier ication re-specified cation ate e
1 Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit

on Nov/10/2020

Form Version: 06-Jul-2020 21:55
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Concomitant Medications

1

What is the medication identifier?

—
[a—

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

Provide the compl ete 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).

[]

Start Date:

1

Ongoing?

Page 136 of 734
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Header Text: c4591001
Visit: POT_COVID_ILL 4

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: IMAGING

Form Version: 06-Jul-2020 21:53
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

# | Dateof Assessment

Location of Assessment | Imaging Method

Overall Assessment

Form Instance

1

Repeating Pages

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit Form: IMAGING

on Nov/10/2020

Form Version: 06-Jul-2020 21:53
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Imaging

Date of Assessment:

1

Location of Assessment:

Type of Imaging Exam:

AW |DN|PE

Assessment:

Page 138 of 734
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Header Text: c4591001

Visit: POT_COVID_ILL 5- Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET
on Nov/19/2020

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

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Form Comments
eCRF Audit Trail History

Date of Visit
1. | Date of Visit Nov/19/2020
2. | Erroneous Visit ERRONEOUSVISIT

COVID-19 |lIness Visit

3. | COVID-19 IlIness Visit: COVID_E

Page 139 of 734
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 10-Oct-2020 16:02
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Form Comments
eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Not Applicable Comments
1
2. | Date of First Symptom Started: Not Applicable Comments
1
3. | Symptoms Ongoing? Not Applicable Comments
Symptoms
4.2 || symptoms: FEVER
Was symptom present? Not Applicable Comments
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? Not Applicable Comments
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? Not Applicable Comments
4d || symptoms: CHILLS
Was symptom present? Not Applicable Comments
4.e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? Not Applicable Comments
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? Not Applicable Comments
Page 140 of 734
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Header Text: c4591001

Visit: POT_COVID_ILL 5- Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19
on Nov/19/2020

Form Version: 10-Oct-2020 16:02
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

49 Symptoms: NEW OR INCREASED SORE THROAT

Was symptom present? Not Applicable Comments
4.h )

Symptoms: DIARRHEA

Was symptom present? Not Applicable Comments
41 || symptoms: VOMITING

Was symptom present? Not Applicable Comments
Symptoms - Other
5. Symptoms - Other Text: Not Applicable

[]
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Header Text: c4591001

Visit: POT_COVID_ILL 5

Form Version: 06-Jul-2020 21:54
Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

4 Date qf Collect | Specimen T | Specimen C_ollecnon Loc | Assay Codt_eand Descri Device Type | Form Instance
ion ype ation ption
1. | Not Applicable | Not Applicab | Not Applicable Not Applicable Not Applica Repeating
le ble Pages
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Header Text: c4591001

on Nov/19/2020

Form Version: 06-Jul-2020 21:54
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 5 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

*** Confidential***

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

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 22-Apr-2020 21:03
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin Not Applicable Comments
2. | Sample Type Not Applicable Comments
3. | Sample Collected? Not Applicable Comments
4, | If no sample was collected or Not Applicable Comments
sample was not collected according
to protocol, please provide reason: | [ ]
Aliquot
Please enter barcode for each aliquot.
5. Sample ID Not Applicable
[]
Page 144 of 734
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Header Text: c4591001

on Nov/19/2020

Form Version: 22-Apr-2020 21:03
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Visit: POT_COVID_ILL 5 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin Not Applicable Comments
2. | Sample Type Not Applicable Comments
3. | Sample Collected? Not Applicable Comments
4, | If no sample was collected or Not Applicable Comments
sample was not collected according
to protocol, please provide reason: | [ ]
Aliquot
Please enter barcode for each aliquot.
52 || sample ID Not Applicable
[]
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit Form: HEALTH CARE UTILIZATION

on Nov/19/2020

Form Version: 10-Oct-2020 15:59
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Form Comments
eCRF Audit Trail History

Health Care Utilization

1a|| physician or Healthcare SPECIALIST

Professional:

Occurrence of Visits or Contacts. | Not Applicable Comments
1b ] physician or Healthcare EMERGENCY ROOM

Professional:

Occurrence of Visits or Contacts: | Not Applicable Comments
lc Physician or Healthcare PRIMARY CARE PHYSICIAN

Professional:

Occurrence of Visits or Contacts: | Not Applicable Comments
1.d | physician or Healthcare URGENT CARE

Professional:

Occurrence of Visits or Contacts: | Not Applicable Comments
le Physician or Healthcare TELEPHONE CONSULTATION

Professional:

Occurrence of Visits or Contacts: | Not Applicable Comments
Lf || Physician or Heslthcare OTHER

Professional:

Occurrence of Visits or Contacts: | Not Applicable Comments
Health Care Utilization Other
2. | Other Type of Practitioner Specify: | Not Applicable Comments

[]
Health Care Utilization
Page 146 of 734

*** Confidential***
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Header Text: c4591001

on Nov/19/2020

Form Version: 10-Oct-2020 15:59
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 5 - Unscheduled Visit Form: HEALTH CARE UTILIZATION

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

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

Not Applicable

Comments

*** Confidential***
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Header Text: c4591001
Visit; POT_COVID_ILL 5

Form Version: 06-Jul-2020 21:53
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

# Treatmt_a'nt |denti | Con Non-Drug _Tr_eatments Pre-s Treatment | Treatment Start Date | Form Instance
fier pecified
1. | Not Applicable Not Applicable Not Applica | Not Applica | Not Applica Repeating
ble ble ble Pages
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*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 5- Unscheduled Visit Form: RESPIRATORY TREATMENT
on Nov/19/2020

Form Version: 06-Jul-2020 21:53
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

*** Confidential***

1. | What is the 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 5 - Unscheduled Visit Form: ILLNESS DETAILS

on Nov/19/2020

Form Version: 06-Jul-2020 21:52
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Form Comments
eCRF Audit Trail History

IlIness Details
1. | Category of Clinical Event: Not Applicable Comments
2. | Was adiagnosis obtained for Not Applicable Comments
Potential COVID-19 IlIness?
3. | Toxicity Grade: Not Applicable Comments
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Header Text: c4591001
Visit; POT_COVID_ILL 5
Form Version: 17-Jul-2020 21:55
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

4 Category of (.3I|n|cal Event | Subcategory o: Clinical Even Dlagnosg, Obtaine Toxmtg Grad Form Instance
1. | Not Applicable Not Applicable Not Applicable Not Applicable | Repeating Pages
Page 151 of 734

FDA-CBER-2021-5683-0842492




090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 5- Unscheduled Visit Form: ILLNESS DETAILS - SEVERE
on Nov/19/2020

Form Version: 17-Jul-2020 21:55
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

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
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Header Text: c4591001

Visit: POT_COVID_ILL 5
Form Version: 30-Jul-2020 21:27
Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

Category for | Vendor N | Collection | Specimen Form Instanc
# Lab Test ame Date; Type Lab Result e
1. | Not Applicable | Not Appli | Not Applic | Not Appli Sponsor -Defined Repeating
cable able cable | 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 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 30-Jul-2020 21:27
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
Form Comments
eCRF Audit Trail History

Lab Chemistry Details

1. | Lab Panel: 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
Sa 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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Header Text: c4591001

on Nov/19/2020

Form Version: 30-Jul-2020 21:27
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 5 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

5b Sponsor ID: Not Applicable Comments

[]

Test: Alanine Aminoctransferase PX30

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit

5.C || sponsor 1D: Not Applicable Comments

[]

Test: Aspartate Aminotransferase_PX28

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit

Page 155 of 734

FDA-CBER-2021-5683-0842496




090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

on Nov/19/2020
Form Version: 30-Jul-2020 21:27
SiteNo: 1161

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
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
5€ || sponsor 1D: 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: ¢4591001
Visit: POT_COVID_ILL 5 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
on Nov/19/2020
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Sf 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 1D: 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 5

Form Version: 30-Jul-2020 21:28
Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

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 d | dentifier Test: | Result: Pages

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

Visit: POT_COVID_ILL 5 - Unscheduled Visit
on Nov/19/2020

Form Version: 30-Jul-2020 21:28
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
Form Comments
eCRF Audit Trail History

Laboratory Data Hematology

*** Confidential***

1. | Lab Panel: 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
Sa Sponsor ID: Not Applicable Comments
[]
Test: Hemoglobin_PX1
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
Page 159 of 734

FDA-CBER-2021-5683-0842500




090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 5- Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology

on Nov/19/2020

Form Version: 30-Jul-2020 21:28
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

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

5C Sponsor 1D: 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: ¢4591001
Visit: POT_COVID_ILL 5 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Nov/19/2020
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
5d Sponsor ID: Not Applicable Comments
[]
Test: Platelets PX5
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
e Sponsor 1D: 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 5- Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology

on Nov/19/2020

Form Version: 30-Jul-2020 21:28
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Sf 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 1D: 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: ¢4591001
Visit: POT_COVID_ILL 5 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Nov/19/2020
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
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 1D: 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 5 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Nov/19/2020

Form Version: 30-Jul-2020 21:28

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

5,

Sponsor ID: Not Applicable Comments
[]
Test: Lymphocytes PX611
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 5

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: VITAL SIGNS- COVID

Form Version: 30-Jul-2020 21:27

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

# Date: Vital Signs Details Form Instance
1. | Not Applicable Record I dentifier: Systalic: Diastolic: Repeating Pages
Not Applicable Not Applicable Not Applicable
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Header Text: c4591001
Visit: POT_COVID_ILL 5- Unscheduled Visit Form: VITAL SIGNS- COVID

on Nov/19/2020

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

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
Form Comments
eCRF Audit Trail History

Vital Signs

1. | Date: Not Applicable Comments

I

Vital Signs Details

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

2.a|| Record Identifier: Not Applicable

1

Systalic: Not Applicable Comments
[]

Diastalic: Not Applicable Comments
[]

Respiratory Ratein Not Applicable Comments

respirations/minute:
[]

Heart Rate in beats/minute: Not Applicable Comments
[]
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Site No: 1161

Header Text: c4591001
Visit; POT_COVID_ILL 5
Form Version: 30-Jul-2020 21:28

Subject No: 11611020
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

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

Visit: POT_COVID_ILL 5- Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR
on Nov/19/2020

Form Version: 30-Jul-2020 21:28

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

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 5

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

# | Date Time of Assessment

Arterial Blood GasesPaO2 | FiO2 (Fraction of Inhaled Oxygen) | Form Instance

1. | Not Applicable

Not Applicable Not Applicable Repeating Pages

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit Form: OXYGENATION PARAMETERS

on Nov/19/2020

Form Version: 06-Jul-2020 21:52
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
Form Comments
eCRF Audit Trail History

Oxygenation Parameters

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

2. | Arteria Blood Gases PaO2 Not Applicable Comments

(mmHg):

[]

3. | FHO2 (Fraction of Inhaled Oxygen): | Not Applicable Comments
[]
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Header Text: c4591001
Visit; POT_COVID_ILL 5

Form Version: 06-Jul-2020 21:55
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

Sponsor-Defined | | Category for Me | Concomitant Medications | Name of M edi Form Instanc
# . . s - Start Date
dentifier dication Pre-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 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 06-Jul-2020 21:55
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
Form Comments
eCRF Audit Trail History

Concomitant Medications

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
Page 172 of 734
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Header Text: c4591001

Visit; POT_COVID_ILL 5 Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

# | Date of Assessment Location of Assessment | Imaging Method | Overall Assessment Form Instance

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

Visit: POT_COVID_ILL 5 - Unscheduled Visit Form: IMAGING

on Nov/19/2020

Form Version: 06-Jul-2020 21:53
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

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
Page 174 of 734
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Header Text: c4591001
Visit: POT_COVID_CONVA 1 - Unscheduled Form: DATE OF VISIT - ILLNESS CONVALESCENT

Visit on Oct/01/2020

Form Version: 22-Apr-2020 2104 Form Status: Data Complete, Frozen, Verified

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Oct/1/2020

2. | Erroneous Visit

COVID-19|lIness Visit

3. | COVID-19 IlIness Visit: COVID_A1l
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Visit on Oct/01/2020

Form Version: 22-Apr-2020 21:03
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Oct/1/2020
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|| sample D [BP3DY5]
5b1| sample 1D [BPLLOS]
5 || sample 1D [BPLL96]
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Header Text: c4591001
Visit: POT_COVID_CONVA 2 - Unscheduled Form: DATE OF VISIT - ILLNESS CONVALESCENT

Visit on Nov/19/2020

Form Version: 22-Apr-2020 2104 Form Status: Data Complete, Frozen, Verified

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Nov/19/2020

2. | Erroneous Visit

COVID-19|lIness Visit

3. | COVID-19 IlIness Visit: coviD_C1
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Visit on Nov/19/2020

Form Version: 22-Apr-2020 21:03
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Nov/19/2020
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|| sample D [BPLLOS]
5b1| sample 1D [BPLLOT]
5C || sample 1D [BP3DC2]
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Aug/11/2020

Form Version: 22-Apr-2020 21:02
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Date of Visit

1. | Date of Visit

Aug/11/2020

2. | Erroneous Visit

ERRONEOUSVISIT

*** Confidential***
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Aug/11/2020

Form Version: 22-Apr-2020 21:04
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: UNPLANNED VISIT

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Form Comments
eCRF Audit Trail History

Unplanned Assessments

1. | Assessments

Not Applicable

Comments
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Aug/11/2020

Form Version: 22-Apr-2020 21:04
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: CONTACT OUTCOME - UNPLANNED

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Form Comments
eCRF Audit Trail History

Contact Outcome

*** Confidential***

1. | Contact Type: Not Applicable Comments
2. | Was contact made? Not Applicable Comments
3. | Comments: Not Applicable Comments
[]
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 10-Dec-2020 02:29
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: DISPOSITION - TREATMENT

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Dec/22/2020
Compl etion/Discontinuation/Death
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: [
Page 182 of 734

*** Confidential***
FDA-CBER-2021-5683-0842523




090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

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

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Disposition - Follow-Up

1. | Dateof Mar/1/2021
Compl etion/Discontinuation/Death

2. | Phase of Disposition: FOLLOW-UP

3. | Status: LOST TO FOLLOW-UP

4. | Specify Status: [unable to contact 3 phone calls and cert. letter sent on 0BFEB2021]
Page 183 of 734
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Date of Visit

1. | Date of Visit 1/

2. | Erroneous Visit

COVID-19 Repeat Swab

3. | COVID-19 Repeat Swab:
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*** Confidential***
FDA-CBER-2021-5683-0842525




090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB
Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Electronic Sample Tracking

1

Data Origin

Sample Type

Sample Collected?

2
3.
4

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

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

*** Confidential***
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Header Text: c4591001

Visit: Logs

Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

SiteNo: 1161

Subject No: 11611020
Generated By: (b) (4)

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

# Category AE. !dent Adverse Event Start Date IstheAdversg Event S | Form Instanc
ifier till Ongoing e
1. [ADVERSEE |1 1+right distal cervical lymph | Nov/8/2020 UN | YES Repeating
VENT node enlarged K:UNK Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [1]
3. | Adverse Event: [1+right distal cervical lymph node enlarged]

(If possible specify diagnosis, not
individual symptoms)

4. | Start Date Time: Nov/8/2020 UNK:UNK
5. | Isthe adverse event till ongoing? | YES

6. | Toxicity Grade: 1

7. | I1sthe adverse event serious? NO

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

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

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

[Viral Syndrome]

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
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Header Text: ¢4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

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

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

NOT RECOVERED/NOT RESOLVED

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

NO

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

Visit: Logs

Form Version: 17-Jul-2020 21:54
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: MEDICATION ERROR

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

Catego | Medication Er | Start Da | Isthemedication error Still O | Study Medication Errors
# . - Form Instance
ry ror te ngoing Action
1 Repeating
Pages
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Header Text: ¢4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: MEDICATION ERROR
Form Status; Not Started

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

M edication Error

1. | Category:

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

3. | Start Date: 1

4. |Isthe medication error still
ongoing?

5. | Latest Action Taken with Study
Treatment:

6. | Was a Concomitant Medication
given?

7. | Was aNon-Drug Treatment given?

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

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

10. | Serious Adverse Event Number: []

For Pfizer Use Only
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Header Text: c4591001
Visit: Logs

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

onsor-Defined Id | Category for Med | Concomitant MedicationsP | Name of Medi | Start D | Form Instanc
#
entifier ication re-specified cation ate e
1 Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Concomitant Medications

1. [ What isthe medication identifier? [ ]

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. | Medication: [

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

Date:

1
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Header Text: c4591001
Visit: Logs

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

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
Page 193 of 734

FDA-CBER-2021-5683-0842534




090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: ¢4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Concomitant Medications

1. | What isthe medication identifier? |[[]

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. | Medication: [

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

5. | Dose: []
6. | Dose Unit:

7. | Dose Frequency:

8. | Route:

9. | Start Date: 1
10. | Ongoing?

Page 194 of 734

*** Confidential***
FDA-CBER-2021-5683-0842535




090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001
Visit: Logs

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: RADIATION TREATMENT

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

4 Categor | Treatment Identifie | Con Non-Drug Treatments Pre-specifi | Treatmen | Start Dat Form Instance
y r ed t e
1 Repeating Pages
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Header Text: ¢4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: RADIATION TREATMENT
Form Status; Not Started

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Radiation Treatment

1

Category:

2.

What is the treatment |dentifier?

Concomitant Non-drug Treatment
Pre-specified:

Treatment:

[]

Start Date:

I

Ongoing?
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Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21:03
SiteNo: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: TRANSFUSIONS

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

# Transfusion Type

Date of Transfusion

Form Instance

Repeating Pages

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

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1

Transfusion Type:

2.

Date of Transfusion:

1
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Header Text: c4591001

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

Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Date of Visit

1. | Date of Visit 1

2. | Erroneous Visit
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Header Text: c4591001

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

Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: VITAL SIGNS- TEMP
Form Status; Not Started

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Vital Signs

1. | Date: 1

Vital Signs Details

2. || Record Identifier:

Temperature: [

Unit:

Temperature Location:
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Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Dec-2020 02:26
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: VACCINATION

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Vaccination

1

Was there atemporary delay of
vaccination?

Treatment Name

[]

Formulation:

Dose Date Time:

1

Anatomical Location:

Body Side:

Route:

Actual Dose:

[]

C|lO | NGOk~ w|N

Unit:

=
©

Timeframe Subject Was Observed

=
[N

. | Was the subject observed for at

least the protocol specified
observation period after
investigational product
administration?

*** Confidential***
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Header Text: c4591001

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

Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [
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Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

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

Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]

*** Confidential***
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Header Text: c4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Date of Visit

1. | Date of Visit

"

2. | Erroneous Visit
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form Version: 14-Jan-2021 02:29
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: INFORMED CONSENT - ASYMPTOMATIC SURVEILLANCE

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Informed Consent - Asymptomatic Surveillance

1. | Consent Was.

*** Confidential***
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

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

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

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

S || sample ID [
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Date of Visit

1. | Date of Visit

"

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: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION

Form Status: Not Started

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Further Vaccination Confirmation

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

*** Confidential***
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: TREATMENT UNBLINDED
Form Status; Not Started

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Treatment Unblinded

1. | Date Treatment Unblinded :

"

2. | Primary Reason for Unblinding:
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: WITHDRAWAL OF CONSENT
Form Status; Not Started

Site Name: (1161) Benchmark Research - San Angelo

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

12:23

Withdrawal Of Consent

1. | Withdrawal of Consent Date :

1

*** Confidential***
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: DEATH DETAILS CODED
Form Status; Not Started

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Death Details

1. | Date of Collection/ Notification of
Death:

Cause of Death

2. || cause of Death Status:

Cause of Death:

[]
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Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: SUBJECT STATUS

Form Status: Data Complete, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Subject Status

1. | Subject Status

DISCONTINUED

2. | Subject Status Date

Mar/1/2021

*** Confidential***
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Header Text: c4591001

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

Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM

Form Status: Data Complete, Signed, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Casebook Signature Form

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

Form Version: 22-Apr-2020 21:04
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Visit: Investigator Signature - Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Status: Data Complete, Signed, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Audit Trail
This form requires signing by a member of each of the following signature groups:
e CRF_Sign
Name Signature Date Type Action
M eaning
Darrell Approved Mar-02-2021 14:07:08 (UTC-06:00) Central BOOK Signed
Herrington Time (US & Canada)
Affidavit:

By my dated signature below, |, DarrellHerrington, 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.

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Aug/11/2020

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
Item | Date User Comment
Form | Sep-11-2020 12:59:58 (UTC-06:00) Central (b) (4), (b) covid test has not been completed to site
Time (US & Canada) (6) knowledge.
Not Applicable
Page 216 of 734
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Aug/11/2020

Form Version: 06-Jul-2020 21:54
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
1 Sep-11-2020 12:59:58 (UTC-06:00) Central (b) (4), (b) covid test has not been completed to site
Time (US & Canada) (6) knowledge.
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Aug/11/2020

Form Version: 06-Jul-2020 21:54
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
2 Sep-11-2020 12:59:58 (UTC-06:00) Central (b) (4), (b) covid test has not been completed to site
Time (US & Canada) (6) knowledge.
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Aug/11/2020

Form Version: 06-Jul-2020 21:54
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
3 Sep-11-2020 12:59:58 (UTC-06:00) Central (b) (4), (b) covid test has not been completed to site
Time (US & Canada) (6) knowledge.
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Aug/11/2020

Form Version: 06-Jul-2020 21:54
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
4 Sep-11-2020 12:59:58 (UTC-06:00) Central (b) (4), (b) covid test has not been completed to site
Time (US & Canada) (6) knowledge.
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Aug/11/2020

Form Version: 06-Jul-2020 21:54
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
5 Sep-11-2020 12:59:58 (UTC-06:00) Central (b) (4), (b) covid test has not been completed to site
Time (US & Canada) (6) knowledge.
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Aug/11/2020

Form Version: 06-Jul-2020 21:54
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
6 Sep-11-2020 12:59:58 (UTC-06:00) Central (b) (4), (b) covid test has not been completed to site
Time (US & Canada) (6) knowledge.
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Aug/11/2020

Form Version: 06-Jul-2020 21:54
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
7 Sep-11-2020 12:59:58 (UTC-06:00) Central (b) (4), (b) covid test has not been completed to site
Time (US & Canada) (6) knowledge.
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Aug/11/2020

Form Version: 06-Jul-2020 21:54
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
8 Sep-11-2020 12:59:58 (UTC-06:00) Central (b) (4), (b) covid test has not been completed to site
Time (US & Canada) (6) knowledge.
Not Applicable
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Aug/11/2020

Form Version: 06-Jul-2020 21:54
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
9 Sep-11-2020 12:59:58 (UTC-06:00) Central (b) (4), (b) covid test has not been completed to site
Time (US & Canada) (6) knowledge.
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - Comments
on Aug/11/2020

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

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment

Form | Sep-11-2020 13:08:29 (UTC-06:00) Central (b) (4), (b) subject is non responsive to attempted célls. To
Time (US & Canada) (6) sites knowledge subject has not sought out

medical attention

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE - Comments

on Aug/11/2020

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
Form | Sep-15-2020 14:33:10 (UTC-06:00) Central (b) (4), (b) per ECRF guidelines, significant renal, hepatic
Time (US & Canada) (6) or neurological dysfunction as part of their

potential COVID-19 illness therefore this
section is not applicable

Form | Sep-15-2020 14:28:10 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Aug/11/2020

Form Version: 17-Jul-2020 21:55
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
1 Sep-15-2020 14:28:10 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Aug/11/2020

Form Version: 17-Jul-2020 21:55
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
2 Sep-15-2020 14:28:10 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Aug/11/2020

Form Version: 17-Jul-2020 21:55
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
3 Sep-15-2020 14:28:10 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Aug/11/2020

Form Version: 17-Jul-2020 21:55
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
4 Sep-15-2020 14:28:10 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - Comments
on Oct/02/2020

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
Item | Date User Comment
Form | Oct-12-2020 11:08:48 (UTC-06:00) Centra (b) (4), (b) not applicable

Time (US & Canada) (6)

Page 232 of 734

*** Confidential***
FDA-CBER-2021-5683-0842573
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Header Text: ¢4591001

Visit: POT_COVID_ILL 2

Form Version: 22-Apr-2020 21:03
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - Comments
Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
1 Oct-09-2020 16:49:09 (UTC-06:00) Central (b) (4), (b) unable to remove date. Date entered in error
Time (US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -

on Oct/02/2020

Form Version: 15-Sep-2020 21:55
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Comments

Form Status: Data Complete, Frozen

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
Form | Mar-01-2021 16:29:04 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
Form | Feb-26-2021 17:45:05 (UTC-06:00) Central (b) (4), (b) not applicable
Time (US & Canada) (6)
Form | Nov-02-2020 15:07:06 (UTC-06:00) Central (b) (4), (b) not applicable visit is erroneous
Time (US & Canada) (6)
Form | Oct-08-2020 16:29:44 (UTC-06:00) Central (b) (4), (b) not applicable. data entry was done on wrong
Time (US & Canada) (6) subject.
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Comments

Form Version: 15-Sep-2020 21:55
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Form Status: Data Complete, Frozen

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
1 Mar-01-2021 16:29:04 (UTC-06:00) Central (b) (4), (b) Not Applicable

Time (US & Canada) (6)
1 Feb-22-2021 12:41:58 (UTC-06:00) Central (b) (4), (b)

Time (US & Canada) (6)
1 Nov-02-2020 16:01:04 (UTC-06:00) Central (b) (4), (b) not applicable visit is erroneous

Time (US & Canada) (6)

Not Applicable
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 2

Comments

Form Version: 15-Sep-2020 21:55

SiteNo: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Form Status: Data Complete, Frozen

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
2 Mar-01-2021 16:29:04 (UTC-06:00) Central (b) (4), (b) Not Applicable

Time (US & Canada) (6)
2 Feb-22-2021 12:42:26 (UTC-06:00) Central (b) (4), (b)

Time (US & Canada) (6)
2 Nov-02-2020 16:01:34 (UTC-06:00) Central (b) (4), (b) not applicable visit is erroneous

Time (US & Canada) (6)

Not Applicable
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 2

Comments

Form Version: 15-Sep-2020 21:55
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Form Status: Data Complete, Frozen

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
3 Mar-01-2021 16:29:04 (UTC-06:00) Central (b) (4), (b) Not Applicable

Time (US & Canada) (6)
3 Feb-22-2021 12:50:31 (UTC-06:00) Central (b) (4), (b)

Time (US & Canada) (6)
3 Nov-02-2020 16:01:56 (UTC-06:00) Central (b) (4), (b) not applicable visit is erroneous

Time (US & Canada) (6)

Not Applicable
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Header Text: c4591001

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Visit: POT_COVID _ILL 2 Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -
Comments

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
Item | Date User Comment
4.a |Mar-01-2021 16:29:04 (UTC-06:00) Central (b) (4), (b) Not Applicable

Time (US & Canada) (6)
4.a |Feb-22-2021 12:56:51 (UTC-06:00) Central (b) (4), (b)

Time (US & Canada) (6)
4.a | Nov-02-2020 16:13:56 (UTC-06:00) Central (b) (4), (b) not applicable visit is erroneous

Time (US & Canada) (6)

Not Applicable
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID _ILL 2 Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -
Comments

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
Item | Date User Comment
4b |Mar-01-2021 16:29:04 (UTC-06:00) Central (b) (4), (b) Not Applicable

Time (US & Canada) (6)
4b |Feb-22-2021 12:56:31 (UTC-06:00) Central (b) (4), (b)

Time (US & Canada) (6)
4.b | Nov-02-2020 16:15:25 (UTC-06:00) Central (b) (4), (b) not applicable visit is erroneous

Time (US & Canada) (6)

Not Applicable
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Header Text: c4591001

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Visit: POT_COVID_ILL 2 Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
Comments

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
Item | Date User Comment
4.c |Mar-01-2021 16:29:04 (UTC-06:00) Central (b) (4), (b) Not Applicable

Time (US & Canada) (6)
4.c |Feb-22-2021 12:55:34 (UTC-06:00) Central (b) (4), (b)

Time (US & Canada) (6)
4.c | Nov-02-2020 16:26:02 (UTC-06:00) Central (b) (4), (b) not applicable visit is erroneous

Time (US & Canada) (6)

Not Applicable
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID _ILL 2 Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -
Comments

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
Item | Date User Comment
4d |Mar-01-2021 16:29:04 (UTC-06:00) Central (b) (4), (b) Not Applicable

Time (US & Canada) (6)
4d |Feb-22-2021 12:55:00 (UTC-06:00) Central (b) (4), (b)

Time (US & Canada) (6)
4.d | Nov-02-2020 16:26:40 (UTC-06:00) Central (b) (4), (b) Not Applicable

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

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Visit: POT_COVID_ILL 2 Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
Comments

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
Item | Date User Comment
4.e |Mar-01-2021 16:29:04 (UTC-06:00) Central (b) (4), (b) Not Applicable

Time (US & Canada) (6)
4.e |Feb-22-2021 12:54:25 (UTC-06:00) Central (b) (4), (b)

Time (US & Canada) (6)
4.e | Nov-02-2020 16:26:55 (UTC-06:00) Central (b) (4), (b) not applicable visit is erroneous

Time (US & Canada) (6)

Not Applicable
Page 242 of 734

*** Confidential***
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 2

Comments

Form Version: 15-Sep-2020 21:55
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Form Status: Data Complete, Frozen

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
4f | Mar-01-2021 16:29:04 (UTC-06:00) Central (b) (4), (b) Not Applicable

Time (US & Canada) (6)
4f | Feb-22-2021 12:54:03 (UTC-06:00) Central (b) (4), (b)

Time (US & Canada) (6)
4f | Nov-02-2020 16:27:14 (UTC-06:00) Central (b) (4), (b) not applicable visit is erroneous

Time (US & Canada) (6)

Not Applicable
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Header Text: c4591001

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Visit: POT_COVID_ILL 2 Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
Comments

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
Item | Date User Comment
4.9 |Mar-01-2021 16:29:04 (UTC-06:00) Central (b) (4), (b) Not Applicable

Time (US & Canada) (6)
4.9 |Feb-22-2021 12:52:58 (UTC-06:00) Central (b) (4), (b)

Time (US & Canada) (6)
4.9 |Nov-02-2020 16:27:26 (UTC-06:00) Central (b) (4), (b) not applicable visit is erroneous

Time (US & Canada) (6)

Not Applicable
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
Comments

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
Item | Date User Comment
4h |Mar-01-2021 16:29:04 (UTC-06:00) Central (b) (4), (b) Not Applicable

Time (US & Canada) (6)
4h |Feb-22-2021 12:52:36 (UTC-06:00) Central (b) (4), (b)

Time (US & Canada) (6)
4h | Nov-02-2020 16:27:37 (UTC-06:00) Central (b) (4), (b) not applicable visit is erroneous

Time (US & Canada) (6)

Not Applicable
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 2

Comments

Form Version: 15-Sep-2020 21:55

SiteNo: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Form Status: Data Complete, Frozen

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
4. |Mar-01-2021 16:29:04 (UTC-06:00) Central (b) (4), (b) Not Applicable

Time (US & Canada) (6)
4.i |Feb-22-2021 12:51:52 (UTC-06:00) Central (b) (4), (b)

Time (US & Canada) (6)
4. | Nov-02-2020 16:14:56 (UTC-06:00) Central (b) (4), (b) not applicable visit is erroneous

Time (US & Canada) (6)

Not Applicable
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Oct/02/2020

Form Version: 15-Sep-2020 21:53
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
Form | Nov-03-2020 12:36:43 (UTC-06:00) Central (b) (4), (b) not applicable. data entry was completed on
Time (US & Canada) (6) wrong subject.
Not Applicable
Form | Oct-08-2020 16:30:25 (UTC-06:00) Central (b) (4), (b) not applicable. data entry was done on wrong
Time (US & Canada) (6) subject.
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:53
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
la |Nov-03-2020 12:36:43 (UTC-06:00) Central (b) (4), (b) not applicable. data entry was completed on
Time (US & Canada) (6) wrong subject.
Not Applicable
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:53
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
1b |Nov-03-2020 12:36:43 (UTC-06:00) Central (b) (4), (b) not applicable. data entry was completed on
Time (US & Canada) (6) wrong subject.
Not Applicable
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:53
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
1.c |Nov-03-2020 12:36:43 (UTC-06:00) Central (b) (4), (b) not applicable. data entry was completed on
Time (US & Canada) (6) wrong subject.
Not Applicable
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:53
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
1.d |Nov-03-2020 12:36:43 (UTC-06:00) Central (b) (4), (b) not applicable. data entry was completed on
Time (US & Canada) (6) wrong subject.
Not Applicable
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:53
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
l.e |Nov-03-2020 12:36:43 (UTC-06:00) Central (b) (4), (b) not applicable. data entry was completed on
Time (US & Canada) (6) wrong subject.
Not Applicable
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:53
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
1f |Nov-03-2020 12:36:43 (UTC-06:00) Central (b) (4), (b) not applicable. data entry was completed on
Time (US & Canada) (6) wrong subject.
Not Applicable
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:53
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
2 Nov-03-2020 12:36:43 (UTC-06:00) Central (b) (4), (b) not applicable. data entry was completed on
Time (US & Canada) (6) wrong subject.
Not Applicable
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:53
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
3 Nov-03-2020 12:36:43 (UTC-06:00) Central (b) (4), (b) not applicable. data entry was completed on
Time (US & Canada) (6) wrong subject.
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/21/2020

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
Item | Date User Comment
Form | Oct-28-2020 12:02:36 (UTC-06:00) Central (b) (4), (b) Not Done

Time (US & Canada) (6)
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*** Confidential***
FDA-CBER-2021-5683-0842597




090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit
on Oct/21/2020

Form Version: 06-Jul-2020 21:54
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
1 Oct-28-2020 12:02:36 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
1 Oct-28-2020 12:00:13 (UTC-06:00) Central (b) (4), (b) no non study covid test has been completed
Time (US & Canada) (6)
Not Done
1 Oct-26-2020 16:07:47 (UTC-06:00) Central (b) (4), (b) no non study covid test has been completed
Time (US & Canada) (6)
1 Oct-26-2020 16:07:16 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit
on Oct/21/2020

Form Version: 06-Jul-2020 21:54
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
2 Oct-28-2020 12:02:36 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
Page 258 of 734
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit
on Oct/21/2020

Form Version: 06-Jul-2020 21:54
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
3 Oct-28-2020 12:02:36 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit
on Oct/21/2020

Form Version: 06-Jul-2020 21:54
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
4 Oct-28-2020 12:02:36 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit
on Oct/21/2020

Form Version: 06-Jul-2020 21:54
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
5 Oct-28-2020 12:02:36 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit
on Oct/21/2020

Form Version: 06-Jul-2020 21:54
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
6 Oct-28-2020 12:02:36 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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*** Confidential***
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Form Version: 06-Jul-2020 21:54
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
7 Oct-28-2020 12:02:36 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
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on Oct/21/2020

Form Version: 06-Jul-2020 21:54
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Subject No: 11611020
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
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Item | Date User Comment
9 Oct-28-2020 12:02:36 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
Item | Date User Comment
Form | Nov-13-2020 09:48:50 (UTC-06:00) Central (b) (4), (b) waiting for self swab
Time (US & Canada) (6)
Not Done
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Visit: POT_COVID_ILL 4 - Unscheduled Visit
on Nov/10/2020

Form Version: 06-Jul-2020 21:54
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
1 Nov-13-2020 09:48:50 (UTC-06:00) Central (b) (4), (b) waiting for self swab
Time (US & Canada) (6)
Not Done
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Header Text: c4591001
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on Nov/10/2020

Form Version: 06-Jul-2020 21:54
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
2 Nov-13-2020 09:48:50 (UTC-06:00) Central (b) (4), (b) waiting for self swab
Time (US & Canada) (6)
Not Done
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Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
Item | Date User Comment
3 Nov-13-2020 09:48:50 (UTC-06:00) Central (b) (4), (b) waiting for self swab
Time (US & Canada) (6)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit

on Nov/10/2020

Form Version: 06-Jul-2020 21:54
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
4 Nov-13-2020 09:48:50 (UTC-06:00) Central (b) (4), (b) waiting for self swab
Time (US & Canada) (6)
Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 4 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments

on Nov/10/2020
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
Item | Date User Comment
5 Nov-13-2020 09:48:50 (UTC-06:00) Central (b) (4), (b) waiting for self swab
Time (US & Canada) (6)
Not Done
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Visit: POT_COVID_ILL 4 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Nov/10/2020

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
Item | Date User Comment
6 Nov-13-2020 09:48:50 (UTC-06:00) Central (b) (4), (b) waiting for self swab
Time (US & Canada) (6)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit
on Nov/10/2020

Form Version: 06-Jul-2020 21:54
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
7 Nov-13-2020 09:48:50 (UTC-06:00) Central (b) (4), (b) waiting for self swab
Time (US & Canada) (6)
Not Done
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Visit: POT_COVID_ILL 4 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Nov/10/2020

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
Item | Date User Comment
8 Nov-13-2020 09:48:50 (UTC-06:00) Central (b) (4), (b) waiting for self swab
Time (US & Canada) (6)
Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 4 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments

on Nov/10/2020
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
Item | Date User Comment
9 Nov-13-2020 09:48:50 (UTC-06:00) Central (b) (4), (b) waiting for self swab
Time (US & Canada) (6)
Not Done
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Visit: POT_COVID_ILL 5- Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - Comments
on Nov/19/2020

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
Item | Date User Comment
Form | Nov-23-2020 14:29:08 (UTC-06:00) Central (b) (4), (b) visit is erroneous. EDC is updated
Time (US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 5- Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

on Nov/19/2020 Comments
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
Item | Date User Comment
Form | Nov-24-2020 14:59:10 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 5

Form Version: 10-Oct-2020 16:02
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Comments

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
1 Nov-24-2020 14:59:10 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Header Text: c4591001
Visit: POT_COVID_ILL 5

Comments

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
2 Nov-24-2020 14:59:10 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Visit: POT_COVID ILL 5 Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -
Comments
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
Item | Date User Comment
3 Nov-24-2020 14:59:10 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
Page 280 of 734

*** Confidential***
FDA-CBER-2021-5683-0842621




090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 5

Form Version: 10-Oct-2020 16:02
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -
Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
4.a |Nov-24-2020 14:59:10 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 5

Form Version: 10-Oct-2020 16:02
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Comments

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
4.b |Nov-24-2020 14:59:10 (UTC-06:00) Central (b) (4), (b) Not Applicable
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Header Text: c4591001
Visit: POT_COVID_ILL 5

Form Version: 10-Oct-2020 16:02
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -
Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
4.c |Nov-24-2020 14:59:10 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 5

Form Version: 10-Oct-2020 16:02
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Comments

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
4.d |Nov-24-2020 14:59:10 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 5

Form Version: 10-Oct-2020 16:02
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -
Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
4.e |Nov-24-2020 14:59:10 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 5

Form Version: 10-Oct-2020 16:02
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Comments

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
4f | Nov-24-2020 14:59:10 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 5

Form Version: 10-Oct-2020 16:02
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -
Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
4.9 |Nov-24-2020 14:59:10 (UTC-06:00) Central (b) (4), (b) Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 5

Form Version: 10-Oct-2020 16:02
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Comments

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
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Header Text: c4591001
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Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
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Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
Item | Date User Comment
Form | Nov-24-2020 14:59:31 (UTC-06:00) Central (b) (4), (b) Not Applicable

Time (US & Canada) (6)
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Header Text: c4591001
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Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
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Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
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Subject No: 11611020
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments
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Site Name: (1161) Benchmark Research - San Angelo
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Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
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Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
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Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
Item | Date User Comment
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Time (US & Canada) (6)

Page 293 of 734

*** Confidential***
FDA-CBER-2021-5683-0842634



090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001
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Site No: 1161
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Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
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Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
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Back to Form

*** Confidential***

Item | Date User Comment
2.a |Nov-24-2020 15:13:44 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
Page 421 of 734

FDA-CBER-2021-5683-0842762




Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit Form: OXYGENATION PARAMETERS - Comments
on Nov/19/2020

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
Item | Date User Comment
Form | Nov-24-2020 15:14:04 (UTC-06:00) Central (b) (4), (b) Not Applicable

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

Visit: POT_COVID_ILL 5 - Unscheduled Visit
on Nov/19/2020

Form Version: 06-Jul-2020 21:52
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
1 Nov-24-2020 15:14:04 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 06-Jul-2020 21:52
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
2 Nov-24-2020 15:14:04 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 5 - Unscheduled Visit Form: OXYGENATION PARAMETERS - Comments

on Nov/19/2020
Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
Item | Date User Comment
3 Nov-24-2020 15:14:04 (UTC-06:00) Central (b) (4), (b) Not Applicable

Time (US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 5- Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

on Nov/19/2020 Comments
Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
Item | Date User Comment
Form | Nov-24-2020 15:14:31 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit
on Nov/19/2020

Form Version: 06-Jul-2020 21:55
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
1 Nov-24-2020 15:14:31 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit
on Nov/19/2020

Form Version: 06-Jul-2020 21:55
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
2 Nov-24-2020 15:14:31 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit
on Nov/19/2020

Form Version: 06-Jul-2020 21:55
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
3 Nov-24-2020 15:14:31 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit
on Nov/19/2020

Form Version: 06-Jul-2020 21:55
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
4 Nov-24-2020 15:14:31 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit
on Nov/19/2020

Form Version: 06-Jul-2020 21:55
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
5 Nov-24-2020 15:14:31 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit
on Nov/19/2020

Form Version: 06-Jul-2020 21:55
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
6 Nov-24-2020 15:14:31 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: ¢4591001
Visit: POT_COVID_ILL 5 - Unscheduled Visit Form: IMAGING - Comments

on Nov/19/2020
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
Item | Date User Comment
Form | Nov-24-2020 15:14:46 (UTC-06:00) Central (b) (4), (b) Not Applicable

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

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 06-Jul-2020 21:53
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: IMAGING - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
1 Nov-24-2020 15:14:46 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit
on Nov/19/2020

Form Version: 06-Jul-2020 21:53
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: IMAGING - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
2 Nov-24-2020 15:14:46 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: ¢4591001
Visit: POT_COVID_ILL 5 - Unscheduled Visit Form: IMAGING - Comments

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

on Nov/19/2020
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
Item | Date User Comment
3 Nov-24-2020 15:14:46 (UTC-06:00) Central (b) (4), (b) Not Applicable

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

Visit: POT_COVID_ILL 5 - Unscheduled Visit
on Nov/19/2020

Form Version: 06-Jul-2020 21:53
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: IMAGING - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
4 Nov-24-2020 15:14:46 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Aug/11/2020

Form Version: 22-Apr-2020 21.04
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: UNPLANNED VISIT - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
Form | Feb-22-2021 13:54:32 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: ¢4591001

Visit: Unplanned 1

Form Version: 22-Apr-2020 21:04
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: UNPLANNED VISIT - Comments
Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
1 Feb-22-2021 13:54:32 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Aug/11/2020

Form Version: 22-Apr-2020 21.04
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: CONTACT OUTCOME - UNPLANNED - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
Form | Feb-22-2021 13:55:12 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: ¢4591001

Visit: Unplanned 1

Form Version: 22-Apr-2020 21:04
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: CONTACT OUTCOME - UNPLANNED - Comments
Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
1 Feb-22-2021 13:55:12 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: ¢4591001

Visit: Unplanned 1

Form Version: 22-Apr-2020 21:04
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: CONTACT OUTCOME - UNPLANNED - Comments
Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment
2 Feb-22-2021 13:55:12 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: ¢4591001

Visit: Unplanned 1

Form Version: 22-Apr-2020 21:04
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: CONTACT OUTCOME - UNPLANNED - Comments
Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
3 Feb-22-2021 13:55:12 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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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: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

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

e CRF_Sign
Name Signature Date Type Action
Meaning
Darrell Approved Mar-02-2021 14:07:08 (UTC-06:00) Centra BOOK Signed
Herrington Time (US & Canada)
Affidavit:

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

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

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

(b) (6) N/A Feb-22-2021 12:41:58 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Darrell Approved Jan-05-2021 08:34:52 (UTC-06:00) Central BOOK Signed
Herrington Time (US & Canada)
Affidavit:

By my dated signature below, |, DarrellHerrington, 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 09:04:06 (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: 1161 Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Darrell Approved Dec-01-2020 16:04:02 (UTC-06:00) Central BOOK Signed
Herrington Time (US & Canada)

Affidavit:

By my dated signature below, I, DarrellHerrington, 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 16:39:02 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Darrell Approved Nov-13-2020 11:42:14 (UTC-06:00) Central BOOK Signed
Herrington Time (US & Canada)
Affidavit:

By my dated signature below, I, DarrellHerrington, 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-11-2020 14:22:36 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Darrell Approved Nov-03-2020 13:36:00 (UTC-06:00) Central BOOK Signed

Herrington 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: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Affidavit:

By my dated signature below, I, DarrellHerrington, 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-21-2020 16:54:51 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Darrell Approved Oct-12-2020 15:35:12 (UTC-06:00) Central BOOK Signed
Herrington Time (US & Canada)
Affidavit:

By my dated signature below, I, DarrellHerrington, 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-06-2020 11:45:13 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Darrell Approved Oct-06-2020 09:27:22 (UTC-06:00) Central BOOK Signed

Herrington 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: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Affidavit:

By my dated signature below, I, DarrellHerrington, 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-01-2020 11:05:02 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Darrell Approved Sep-17-2020 15:05:19 (UTC-06:00) Central BOOK Signed
Herrington Time (US & Canada)
Affidavit:

By my dated signature below, I, DarrellHerrington, 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-15-2020 14:28:10 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Darrell Approved Sep-11-2020 17:37:13 (UTC-06:00) Central BOOK Signed

Herrington Time (US & Canada)
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Header Text: c4591001

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

Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

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

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Affidavit:

By my dated signature below, I, DarrellHerrington, 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

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

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

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

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Select appropriate response - Protocol version

*** Confidential***

Date L ocation User Value Reason
Aug-03-2020 22:31:35 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 30 JUN 2020
Time (US & Canada) (b) (6)
2. Select appropriate response - What cohort does the subject belong to?
Date L ocation User Value Reason
Aug-03-2020 22:31:35 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, STAGE 3 COHORTS
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Consent Was:
Date L ocation User Value Reason
Aug-03-2020 22:31:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), OBTAINED
Time (US & Canada) (b) (6) Date Written Consent Obtained

Aug/3/2020

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55
Site No: 1161

Subject No: 11611020

Form: DEMOGRAPHY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Subject ID
Date L ocation User Value Reason
Aug-03-2020 22:31:21 ACVOPFEINFPE000 |autocalc |DataEntry: Item copied from
(UTC-06:00) Central (autocalc) | 11611020 previous form
Time (US & Canada)
2. Birth Date:
Date L ocation User Value Reason
Aug-03-2020 22:31:09 ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment Entry
(UTC-06:00) Central (autocalc) |(b) (6) 1992
Time (US & Canada)
3. Sex:
Date L ocation User Value Reason
Aug-03-2020 22:32:18 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), MALE
Time (US & Canada) (b) (6)
4. Ethnicity:
Date L ocation User Value Reason
Aug-03-2020 22:32:18 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NOT HISPANIC OR LATINO(A
Time (US & Canada) (b) (6) ) OR OF SPANISH ORIGIN
5. Race: (Check X all that apply):
Date L ocation User Value Reason
Aug-03-2020 22:32:18 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), WHITE
Time (US & Canada) (b) (6)
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Header Text: 4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Sep-24-2020 06:46:02 | ACVOPFEINFPGO00 |(b) (4), Query 1: Closed Closing query as
(UTC-06:00) Central (b) (6) missing visit will
Time (US & Canada) be tracked through
Missing visits
report.
Sep-14-2020 09:41:28 | ACVOPFEINFPG000 |(b) (4), Query 2: Closed Response satisfies
(UTC-06:00) Central (b) (6) query
Time (US & Canada)
Sep-11-2020 14:02:39 | ACVOPFEINFPG000 |(b) (4), (b) Query 2: Answered data updated
(UTC-06:00) Central (6)
Time (US & Canada)
Sep-09-2020 10:22:07 | ACVOPFEINFPGE000 |(b) (4), Query 2: Opened Please enter COV
(UTC-06:00) Central (b) (6) ILL eCRFsas
Time (US & Canada) appropriate asthe
subject reported
COVID symptoms
on 10Aug2020.
Sep-04-2020 06:14:15 | ACVOPFEINFPGE000 |(b) (4), Query 1: Reissued:Opened DM1: Thanks for
(UTC-06:00) Central (b) (6) your reply, please
Time (US & Canada) keep the query
open until data
available and
updated.
Sep-03-2020 15:39:10 | ACVOPFEINFPE000 |(b) (4), (b) Query 1. Answered subject has not
(UTC-06:00) Central (6) received vaccine
Time (US & Canada) for v2. study on
hold
Sep-02-2020 06:05:30 | ACVOPFEINFPG000 |(b) (4), Query 1: Opened DM: Details on
(UTC-06:00) Central (b) (6) visit ‘V2VX2L are
Time (US & Canada) missing. Kindly
consider to update
or else clarify.
Thank you.
Aug-03-2020 22:32:48 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Aug/3/2020
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Time (US & Canada)

*** Confidential***
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

la
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Inclus 1
Time (US & Canada) (b) (6) ion N
umbe
r:
Criter Mae or female participa
ion D nts between the ages of 1
escrip 8 and 55 years, inclusive,
tion: 65 and 85 years, inclusiv
e, or 18 and 85 years, inc
lusive, at randomization (
dependent upon study sta
ge)
Criter YES
ion m
et?:
Criter INO1AQO
ion ID
. (For
Pfizer
useon
ly):
l.alnclusion Number:
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), 1
Time (US & Canada) (b) (6)
1.a Criterion Description:
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Male or female participants betwe
Time (US & Canada) (b) (6) en the ages of 18 and 55 years, in
clusive, 65 and 85 years, inclusiv
Page 454 of 734

*** Confidential***
FDA-CBER-2021-5683-0842795




090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: ¢4591001
Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
e, or 18 and 85 years, inclusive, at
randomization (dependent upon st
udy stage)
1l.a Criterion met?
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6)
l.aCriterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), INO1AOQO
Time (US & Canada) (b) (6)
1b
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Inclus 2
Time (US& Canada) (b) (6) on Nu
mber:
Criter Participants who are will
ion De ing and able to comply
scripti with all scheduled visits,
on: vaccination plan, laborat
ory tests, lifestyle consid
erations, and other study
procedures
Criter YES
ion me
t?
Criter INO2A0OO
ion 1D
. (For
Pfizer
useon
ly):
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

1.b Inclusion Number:

Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, 2
Time (US & Canada) (b) (6)
1.b Criterion Description:
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Participants who are willing and a
Time (US & Canada) (b) (6) ble to comply with all scheduled

visits, vaccination plan, laborator

y tests, lifestyle considerations, a

nd other study procedures
1.b Criterion met?
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, YES
Time (US & Canada) (b) (6)
1.b Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @, INO2AQ0
Time (US & Canada) (b) (6)
lc
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Inclusi 3
Time (US & Canada) (b) (6) on Nu

mber:
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Header Text: ¢4591001

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

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

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Criter Healthy participants who

ion De are determined by medic

scripti al history, physical exam

on: ination, and clinical judg
ment of the investigator t
o beédigible for inclusio
nin the study

Criter YES

ion me

t?:

Criter INO3AQO

ion D

. (For

Pfizer

useon

ly):
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

1.c Inclusion Number:

Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, 3
Time (US & Canada) (b) (6)
1.c Criterion Description:
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Healthy participants who are dete
Time (US & Canada) (b) (6) rmined by medical history, physic

a examination, and clinical judg

ment of the investigator to be elig

ible for inclusion in the study
1.c Criterion met?
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, YES
Time (US & Canada) (b) (6)
1.c Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @, INO3AQO
Time (US & Canada) (b) (6)
1d
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Inclus 4
Time (US & Canada) (b) (6) on Nu

mber:
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Header Text: ¢4591001

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

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

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Criteri Capable of giving perso

on Des nal signed informed con

criptio sent, which includes co

n: mpliance with the requir
ements and restrictions li
sted inthe ICD and in th
is protocol

Criteri YES

on met

?:

Criteri INO4A00

on ID:

(For P

fizer u

seonly

):
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

1.d Inclusion Number:

Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, 4
Time (US & Canada) (b) (6)
1.d Criterion Description:
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Capable of giving personal signed
Time (US & Canada) (b) (6) informed consent, which includes

compliance with the requirements

and restrictions listed in the ICD

and in this protocol
1.d Criterion met?
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, YES
Time (US & Canada) (b) (6)
1.d Criterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @, INO4AQ0
Time (US & Canada) (b) (6)
2a
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Exclus1
Time (US & Canada) (b) (6) jon N

umber
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Criter Other medical or psychia
ion De tric condition incl. recent
scripti (within past year) or acti
on:  vesuicidal ideation/beha
vior/lab abnormality that
may increase therisk of s
tudy participation
Criter NO
ionm
et?:
Criter EX01A00
ion D
. (For
Pfizer
useon
ly):
2.a Exclusion Number:
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, 1
Time (US & Canada) (b) (6)
2.a Criterion Description:
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Other medical or psychiatric cond
Time (US & Canada) (b) (6) ition incl. recent (within past year
) or active suicidal ideation/behav
ior/lab abnormality that may incre
ase therisk of study participation
2.aCriterion met?
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
2.a Criterion ID: (For Pfizer use only)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, EX01A00
Time (US & Canada) (b) (6)
2b
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Exclus 2
Time (US & Canada) (b) (6) on Num

ber:

Criterio Known infection with

n Descri human immunodeficie

ption:  ncy virus (HIV), hepati
tisC virus (HCV), or h
epatitis B virus (HBV)

Criterio NO

n met?:

Criterio EX02A00

niID: (F

or Pfize

r useon

ly):
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

2.b Exclusion Number:

Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, 2
Time (US & Canada) (b) (6)
2.b Criterion Description:
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Known infection with human im
Time (US & Canada) (b) (6) munodeficiency virus (HIV), hep

atitis C virus (HCV), or hepatitis

B virus (HBV)
2.b Criterion met?
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
2.b Criterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), EX02A00
Time (US & Canada) (b) (6)
2c
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Exclus 3
Time (US & Canada) (b) (6) ion Nu

mber:
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Criteri History of severe advers

on Des e reaction associated wit

criptio h avaccine and/or sever

n: ealergic reaction (eg, a
naphylaxis) to any comp
onent of the study interv
ention(s)

Criteri NO

on met

?:

Criteri EX03A00

on ID:

(For P

fizer u

seonly

):
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Header Text: ¢4591001

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

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

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

2.c Exclusion Number:

Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 3

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

2.c Criterion Description:

Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4 History of severe adverse reaction

Time (US & Canada) (b) (6) associated with avaccine and/or s
evere dlergic reaction (eg, anaph
ylaxis) to any component of the st
udy intervention(s)

2.c Criterion met?

Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO

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

2.c Criterion ID: (For Pfizer use only)

Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @, EX03A00

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

2d

Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Exclusion N 4

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

Criterion De Receipt of medicat
scription:  ionsintended to pr
event COVID-19

Criterion m NO
et?:

Page 465 of 734

*** Confidential***

FDA-CBER-2021-5683-0842806




090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Criterion ID EX04A00

. (For Pfizer

use only):
2.d Exclusion Number:
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 4
Time (US & Canada) (b) (6)
2.d Criterion Description:
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Receipt of medications intended t
Time (US & Canada) (b) (6) o prevent COVID-19
2.d Criterion met?
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, NO
Time (US & Canada) (b) (6)
2.d Criterion I D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), EX04A00
Time (US & Canada) (b) (6)
2.e
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Exclus 8
Time (US & Canada) (b) (6) on Nu

mber:
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Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

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

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Criteri Immunocompromised in

on Des dividualswith known or

criptio suspected immunodefici

n: ency, as determined by h
istory and/or laboratory/
physical examination

Criteri NO

on met

2

Criteri EX08A00

on ID:

(For Pf

izer us

eonly)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

2.e Exclusion Number:

Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, 8
Time (US & Canada) (b) (6)
2.e Criterion Description:
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Immunocompromised individuals
Time (US & Canada) (b) (6) with known or suspected immuno

deficiency, as determined by histo

ry and/or laboratory/physical exa

mination
2.e Criterion met?
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
2.eCriterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @, EX08AQ00
Time (US & Canada) (b) (6)
2.f
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Exclus 10
Time (US & Canada) (b) (6) ion Nu

mber:
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Header Text: ¢4591001

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

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

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Criteri Bleeding diathesisor co

on Des ndition associated with p

criptio rolonged bleeding that w

n: ould, in the opinion of th
einvestigator, contraindi
cate intramuscular inject
ion

Criteri NO

on met

?:

Criteri EX10A00

on ID:

(For P

fizer u

seonly

):
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

2.f Exclusion Number:

Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, 10
Time (US & Canada) (b) (6)
2.f Criterion Description:
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Bleeding diathesis or condition as
Time (US & Canada) (b) (6) sociated with prolonged bleeding

that would, in the opinion of thei

nvestigator, contraindicate intram

uscular injection
2.f Criterion met?
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
2.f Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @, EX10A00
Time (US & Canada) (b) (6)
2.9
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Exclusion Nu 11
Time (US & Canada) (b) (6) mber:

Criterion Des Women who are

cription: pregnant or brea

stfeeding
Criterion met NO
?.
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Header Text: c4591001

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Criterion ID: EX11A00
(For Pfizer us

*** Confidential***

FDA-CBER-2021-5683-0842812

eonly):
2.9 Exclusion Number:
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 11
Time (US & Canada) (b) (6)
2.9 Criterion Description:
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Women who are pregnant or brea
Time (US & Canada) (b) (6) stfeeding
2.g Criterion met?
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, NO
Time (US & Canada) (b) (6)
2.g Criterion I D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), EX11A00
Time (US & Canada) (b) (6)
2.h
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Exclusion N 12
Time (US & Canada) (b) (6) umber:

Criterion De Previous vaccinati

scription: on with any coron

avirus vaccine
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Criterion me NO

t?

Criterion ID EX12A00

. (For Pfizer

use only):
2.h Exclusion Number:
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 12
Time (US & Canada) (b) (6)
2.h Criterion Description:
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Previous vaccination with any cor
Time (US & Canada) (b) (6) onavirus vaccine
2.h Criterion met?
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), NO
Time (US & Canada) (b) (6)
2.h Criterion I D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), EX12A00
Time (US & Canada) (b) (6)
2.i
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Exclusio 13
Time (US & Canada) (b) (6) n Numb

er:
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Header Text: ¢4591001
Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Criterio Subjectswho receivei

n Descri mmunosuppressive the

ption:  rapy, such as cytotoxic

agents or systemic cort
icosteroids

Criterio NO

n met?:

Criterio EX13A01

niID: (F

or Pfizer

use only)
2.i Exclusion Number:
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 13
Time (US & Canada) (b) (6)
2.i Criterion Description:
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Subjects who receive immunosup
Time (US & Canada) (b) (6) pressive therapy, such as cytotoxi

C agents or systemic corticosteroi

ds
2.i Criterion met?
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), NO
Time (US & Canada) (b) (6)
2.i Criterion | D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), EX13A01
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

2]

Date L ocation

Value

Reason

Aug-03-2020 22:34:10
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000 |(b)

(4),
(b) (6)

Data Entry:
Exclus 15
ion Nu
mber:

Criteri Receipt of blood/plasma

on Des products or immunoglob

criptio ulin, from 60 days befor

n: e study intervention adm
inistration or planned re
celpt throughout the stud
y

Criteri NO

on met

?:

Criteri EX14A01

on ID:

(For P

fizer u

seonly

):

Initial Entry
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Header Text: ¢4591001

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

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

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

2.j Exclusion Number:

Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 15

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

2.j Criterion Description:

Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4 Receipt of blood/plasma products

Time (US & Canada) (b) (6) or immunoglobulin, from 60 days
before study intervention adminis
tration or planned receipt through

out the study

2. Criterion met?
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, NO
Time (US & Canada) (b) (6)
2.j Criterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @, EX14A01
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

2.k
Date L ocation User Value Reason
Aug-03-2020 22:34:10 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Exclus 16
Time (US & Canada) (b) (6) on Nu

mber:

Criteri Participation in other st

on Desc udiesinvolving study i

ription: ntervention within 28 d
ays prior to study entry
and/or during study par
ticipation

Criteri NO

on met

?.

Criteri EX15A01

onlID: (

For Pfi

zer use

only):
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

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

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

2.k Exclusion Number:

Date L ocation User Value Reason
Aug-03-2020 22:34:10 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 16

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

2.k Criterion Description:

Date L ocation User Value Reason
Aug-03-2020 22:34:10 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Participation in other studiesinvo

Time (US & Canada) (b) (6) Iving study intervention within 2

8 days prior to study entry and/or
during study participation

2.k Criterion met?

Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO

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

2.k Criterion I1D: (For Pfizer use only)

Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), EX15A01
Time (US & Canada) (b) (6)
2.1
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrd (4), Exclusio 17
Time (US & Canada) (b) (6) n Numb
er:
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Criterio Previous participation
n Descri in other studiesinvolv

ption:  ing study intervention
containing lipid nano
particles

Criterio NO

n met?:

Criterio EX16A01

niD: (F

or Pfizer

use only)
2.1 Exclusion Number:
Date L ocation User Value Reason
Aug-03-2020 22:34:10 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 17
Time (US & Canada) (b) (6)
2.| Criterion Description:
Date L ocation User Value Reason
Aug-03-2020 22:34:10 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Previous participation in other st
Time (US & Canada) (b) (6) udiesinvolving study interventio

n containing lipid nanoparticles
2.1 Criterion met?
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
2.1 Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), EX16A01
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
2.m
Date L ocation User Value Reason
Aug-03-2020 22:34:10 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Exclu 22
Time (US & Canada) (b) (6) sion N
umbe

r:

Criter Investigator site staff or

ion De Pfizer employees directl

scripti y involved in the conduc

on: tof the study, site staff ot
herwise supervised by th
einvestigator, and their r
espective family member
S

Criter NO

ion m

et?:

Criter EX21A01

ion ID

: (For

Pfizer

useon

ly):
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

2.m Exclusion Number:

Date L ocation User Value Reason
Aug-03-2020 22:34:10 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), 22

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

2.m Criterion Description:

Date L ocation User Value Reason
Aug-03-2020 22:34:10 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Investigator site staff or Pfizer e

Time (US & Canada) (b) (6) mployees directly involved in the

conduct of the study, site staff oth
erwise supervised by the investig
ator, and their respective family

members
2.m Criterion met?
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
2.m Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-03-2020 22:34:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), EX21A01
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Completion/Discontinuation/Death
Date L ocation User Value Reason
Aug-03-2020 22:35:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Aug/3/2020
Time (US & Canada) (b) (6)
2. Phase of Disposition:
Date L ocation User Value Reason
Aug-03-2020 22:35:12 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SCREENING
Time (US & Canada)
3. Status:
Date L ocation User Value Reason
Aug-03-2020 22:35:12 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), COMPLETED
Time (US & Canada) (b) (6)
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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: 1161 Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

la
Date L ocation User Value Reason
Aug-10-2020 09:17:22 | ACVOPFEINFPG000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), Line/MH Numbe 1
Time (US & Canada) (b) (6) r:

Medical History CodeineAlle

Term: ray

Start Date: UNK/UNK/

1997

Ongoing: YES
Aug-03-2020 22:36:54 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Line/MH Numbe 1
Time (US & Canada) r:

Medical History CodineAller

Term: ay

Start Date: UNK/UNK/

1997

Ongoing: YES
l.aLine/MH Number:
Date L ocation User Value Reason
Aug-03-2020 22:36:54 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) |1
Time (US & Canada)

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

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Date L ocation User Value Reason
Aug-10-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Close | Discrepancy
11:06:17 Oracle d has been
(UTC-06:00) (b) (4) closed.
Centra Time
(US & Canada)
Aug-10-2020 ACVOPFEINFP6000 auto query Query 1: Answ | Transcription
09:17:22 (autoquery) ered Error
(UTC-06:00)
Central Time
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Header Text: ¢4591001
Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

SiteNo: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

(US & Canada)
Aug-10-2020 ACVOPFEINFPG000 (b) (4), (b) Data Entry: Transcription
09:17:22 (6) Codeine Allerg | Error
(UTC-06:00) y
Central Time
(US & Canada)
Aug-03-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1. Open | Clarify the
23:40:32 Oracle ed term CODINE
(UTC-06:00) (b) (4) ALLERGY as
Central Time follows. Should
(US & Canada) spelling be
CODEINE
ALLERGY?
IODINE
ALLERGY?If
so, edit as such.
Otherwise,
clarify. Thank
you.
Aug-03-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
22:36:54 4), Codine Allergy
(UTC-06:00) (b) (6)
Central Time
(US & Canada)
1l.a Start Date:
Date L ocation User Value Reason
Oct-12-2020 09:43:03 ACVOPFEINFP6000 |Katherine Query 1: Deleted widow exceeded
(UTC-06:00) Central Puig for DE updates
Time (US & Canada) (b) (4)
Oct-07-2020 00:32:26 ACVOPFEINFP6000 |Katherine Query 1. Candidate DM: Sitereguest to
(UTC-06:00) Central Puig update data. Please
Time (US & Canada) (b) (4) do not raise query
to site. Candidate
query may be
closed once data
updates made and
any terms which
may have been
entered are coded.
Aug-03-2020 22:36:54 ACVOPFEINFP6000 |®@®® Data Entry: Initial Entry
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1161

Subject No: 11611020

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

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 12:23

(UTC-06:00) Central (b) (4), UNK/UNK/1997
Time (US & Canada) (b) (6)
1.a Ongoing:
Date L ocation User Value Reason
Aug-03-2020 22:36:54 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), YES
Time (US & Canada) (b) (6)
1b
Date L ocation User Value Reason
Aug-03-2020 22:37:22 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Number 2
Time (US & Canada) :

Medical History T Heartburn

erm:

Start Date: UNK/UNK/2

008
Ongoing: YES
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1161
Subject No: 11611020
Generated By: (b) (4)

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

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

1.b Line/MH Number:

Date L ocation User Value Reason
Aug-03-2020 22:37:22 ACVOPFEINFPE000 |autocac |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-03-2020 22:37:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Heartburn
Time (US & Canada) (b) (6)
1.b Start Date:
Date L ocation User Value Reason
Aug-03-2020 22:37:22 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), UNK/UNK/2008
Time (US & Canada) (b) (6)
1.b Ongoing:
Date L ocation User Value Reason
Aug-03-2020 22:37:22 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6)
lc
Date L ocation User Value Reason
Oct-07-2020 09:53:41 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (4), LineeMH 3 Information
Time (US & Canada) (b) (6) Number:

Medical Hi Back pain radiculop

story Term athy to thighs, bilat

: eral

Start Date: Mar/12/2020

Ongoing: YES
Aug-03-2020 22:38:44 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Line/MH Number: 3
Time (US & Canada)
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

SiteNo: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Medical History Te Back pain
rm:

Start Date: Mar/12/20
20
Ongoing: YES
1.cLine/MH Number:
Date L ocation User Value Reason
Aug-03-2020 22:38:44 ACVOPFEINFP6000 |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
Oct-07-2020 09:53:41 ACVOPFEINFPE000 |(b) Data Entry: Changed
(UTC-06:00) Central (4), Back pain radiculopathy to thigh | Information
Time (US & Canada) (b) (6) s, bilateral
Aug-03-2020 22:38:44 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Back pain
Time (US & Canada) (b) (6)
1.c Start Date:
Date L ocation User Value Reason
Aug-03-2020 22:38:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Mar/12/2020
Time (US & Canada) (b) (6)
1.c Ongoing:
Date L ocation User Value Reason
Aug-03-2020 22:38:44 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), YES
Time (US & Canada) (b) (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

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date:
Date L ocation User Value Reason
Aug-03-2020 22:41:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Aug/3/2020
Time (US & Canada) (b) (6)
2. Weight:
Date L ocation User Value Reason
Aug-03-2020 22:41:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, 89.4
Time (US & Canada) (b) (6)
3. Unit:
Date L ocation User Value Reason
Aug-03-2020 22:41:40 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), kg
Time (US & Canada) (b) (6)
4. Height:
Date L ocation User Value Reason
Aug-03-2020 22:41:40 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), 170.0
Time (US & Canada) (b) (6)
5. Unit:
Date L ocation User Value Reason
Aug-03-2020 22:41:40 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), cm
Time (US & Canada) (b) (6)
6. Body Mass I ndex:
Date L ocation User Value Reason
Aug-03-2020 22:41:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | 30.9
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28

SiteNo: 1161
Subject No: 11611020
Generated By: (b) (4)

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

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Time (US & Canada)

7.a
Date L ocation User Value Reason
Aug-03-2020 22:42:04 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Record Identifier:: 1
Time (US& Canada) (b) (6) Temperature: 98.9

Temperature Unit: F

Temperature L ocati FOREHE

on:: AD
Aug-03-2020 22:41:40 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Record I dentifier:: 1
Time (US & Canada) (b) (6) Temperature: 98.9

Temperature Unit: F

Temperature Location::
7.a Record | dentifier:
Date L ocation User Value Reason
Aug-03-2020 22:41:40 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), 1
Time (US & Canada) (b) (6)
7.a Temperature:
Date L ocation User Value Reason
Aug-03-2020 22:41:40 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 98.9
Time (US & Canada) (b) (6)
7.aUnit:
Date L ocation User Value Reason
Aug-03-2020 22:41:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), F
Time (US & Canada) (b) (6)
7.a Temperature Location:
Date L ocation User Value Reason
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

SiteNo: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: VITAL SIGNS- BASELINE - eCRF Audit Trail History

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

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Aug-03-2020 22:42:04 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), FOREHEAD
Time (US & Canada) (b) (6)
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: RANDOMIZATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Randomization Date :

Date L ocation User Value Reason
Aug-03-2020 22:43:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Aug/3/2020
Time (US & Canada) (b) (6)
2. Randomization Number:
Date L ocation User Value Reason
Aug-03-2020 22:43:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, 41392
Time (US & Canada) (b) (6)
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Data Origin

Date L ocation User Value Reason

Aug-03-2020 22:43:50 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

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

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Aug-03-2020 22:43:50 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Aug-11-2020 18:46:53 | ACVOPFEINFPE000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Aug-04-2020 05:19:22 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Opened ‘Sample

(UTC-06:00) Central Collected? is Yes,

Time (US & Canada) however no
barcodes are

entered. Please
review and correct

as appropriate.
Aug-03-2020 22:43:50 | ACVOPFEINFPE000 | auto query Query 1: Candidate 'Sample
(UTC-06:00) Central (autoquery) Collected? is Yes,
Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.
Aug-03-2020 22:43:50 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) YES
Time (US & Canada) Date of Collection:
Aug/3/2020
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

5a
Date L ocation User Value Reason
Aug-11-2020 18:46:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Sample |D: BPLL62
Time (US & Canada) (b) (6)
5.a Sample D
Date L ocation User Value Reason
Aug-11-2020 18:46:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), BPLL62
Time (US & Canada) (b) (6)
5.b
Date L ocation User Value Reason
Aug-11-2020 18:47:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sample|D: BPLL63
Time (US & Canada) (b) (6)
5.b Sample D
Date L ocation User Value Reason
Aug-11-2020 18:47:12 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), BPLL63
Time (US & Canada) (b) (6)
5.c
Date L ocation User Value Reason
Aug-11-2020 18:47:25 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Sample |D: BPLL64
Time (US & Canada) (b) (6)
5.c Sample D
Date L ocation User Value Reason
Aug-11-2020 18:47:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), BPLL64
Time (US & Canada) (b) (6)
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

5.d
Date L ocation User Value Reason
Aug-11-2020 18:47:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Sample |D: BPLL65
Time (US & Canada) (b) (6)
5.d Sample|D
Date L ocation User Value Reason
Aug-11-2020 18:47:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), BPLL65
Time (US & Canada) (b) (6)
5e
Date L ocation User Value Reason
Aug-11-2020 18:49:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sample | D: BP3D44
Time (US & Canada) (b) (6)
5.e Sample D
Date L ocation User Value Reason
Aug-11-2020 18:49:43 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), BP3D44
Time (US & Canada) (b) (6)
5.f
Date L ocation User Value Reason
Aug-11-2020 18:49:55 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Sample | D: BP3D45
Time (US & Canada) (b) (6)
5.f Sample D
Date L ocation User Value Reason
Aug-11-2020 18:49:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), BP3D45
Time (US & Canada) (b) (6)
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

5.9
Date L ocation User Value Reason
Aug-11-2020 18:50:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Sample ID: BP3D46
Time (US & Canada) (b) (6)
5.9 Sample D
Date L ocation User Value Reason
Aug-11-2020 18:50:06 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, BP3D46
Time (US & Canada) (b) (6)
5.h
Date L ocation User Value Reason
Aug-11-2020 18:50:15 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Sample | D: BP3D47
Time (US & Canada) (b) (6)
5.h Sample ID
Date L ocation User Value Reason
Aug-11-2020 18:50:15 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), BP3D47
Time (US & Canada) (b) (6)
5.i
Date L ocation User Value Reason
Aug-11-2020 18:50:24 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sample ID: BP3D48
Time (US & Canada) (b) (6)
5.i Sample ID
Date L ocation User Value Reason
Aug-11-2020 18:50:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), BP3D48
Time (US & Canada) (b) (6)
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Data Origin

Date L ocation User Value Reason

Aug-03-2020 22:44:09 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

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

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Aug-03-2020 22:44:09 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-11-2020 18:52:32 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Aug-04-2020 05:19:22 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Opened ‘Sample

(UTC-06:00) Central Collected? is Yes,

Time (US & Canada) however no
barcodes are

entered. Please
review and correct

as appropriate.
Aug-03-2020 22:44:09 | ACVOPFEINFPE000 | auto query Query 1: Candidate 'Sample
(UTC-06:00) Central (autoquery) Collected? is Yes,
Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.
Aug-03-2020 22:44:09 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) YES
Time (US & Canada) Date of Collection:
Aug/3/2020
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

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

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

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

5.a
Date L ocation User Value Reason
Aug-11-2020 18:52:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sample | D: BP3D8J
Time (US & Canada) (b) (6)
5.aSample D
Date L ocation User Value Reason
Aug-11-2020 18:52:32 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, BP3D8J
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason
Aug-03-2020 22:45:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, NO
Time (US & Canada) (b) (6)
2. Treatment Name
Date L ocation User Value Reason
Aug-03-2020 22:45:08 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | BLINDED THERAPY
Time (US & Canada)
3. Formulation:
Date L ocation User Value Reason
Aug-03-2020 22:45:08 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | INJECTION
Time (US & Canada)
4. Dose Date Time:
Date L ocation User Value Reason
Aug-03-2020 22:45:08 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Aug/3/2020 13:54
Time (US & Canada) (b) (6)
5. Anatomical Location:
Date L ocation User Value Reason
Aug-03-2020 22:45:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | DELTOID MUSCLE
Time (US & Canada)
6. Body Side:
Date L ocation User Value Reason
Aug-03-2020 22:45:08 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) LEFT
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04

SiteNo: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Time (US & Canada)

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

7. Route:

Date L ocation User Value Reason
Aug-03-2020 22:45:08 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | INTRAMUSCULAR

Time (US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Aug-03-2020 22:45:08 ACVOPFEINFP6000 |autocac |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 L ocation User Value Reason
Aug-03-2020 22:45:08 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, YES
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

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

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date

L ocation

User

Value

Reason

Aug-22-2020 19:34:26
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPE000 |(b) (4),

(b) (6)

Query 1: Closed

Response satisfies
query

Aug-19-2020 19:52:00
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPE000 |(b)

(4),
(b) (6)

Query 1: Answered

this has been
completed.

Aug-17-2020 20:53:59
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPS000 |(b) (4),

(b) (6)

Query 1: Opened

A contact outcome -
unplanned CRF
must be completed
when atelephone
contact or site visit
occurs following
suspected Grade 4
local reaction,
systemic event or
fever reported via
e-diary. Refer to
section 8.44. of
CRF completion
requirements for
guidance

Aug-03-2020 22:45:17

ACVOPFEINFP6000 |(b)

Data Entry:

Initial Entry

(UTC-06:00) Central (4), YES- REACTOGENICITY E-D
Time (US & Canada) (b) (6) IARY COLLECTED FOR THIS
SUBJECT
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Header Text: c4591001
Visit: V2_VAX2 L
Form Version: 22-Apr-2020 21:02

SiteNo: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Visit

Date L ocation User Value | Reason

Dec-01-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Closed per SITE

00:22:37 1: Clo | response, added to

(UTC-06:00) sed PD tracker for

Central Time Clinical Review

(Us&

Canada)

Nov-30-2020 | ACVOPFEINFPG000 (b) (4), (b) Query | visit 2isout of

13:32:35 (6) 1: An [ window due to study

(UTC-06:00) swere | pause per sponsor

Central Time d

(Us&

Canada)

Nov-26-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query | PDQ: Date of visit at

02:09:40 (b) (4) 1:Op |V2_VAX2 L isout

(UTC-06:00) ened | of window for 89

Central Time daysfrom

(US& V1 DAY1 VAX1 L

Canada) Dose Date. Please
verify and update.
Else, confirmin
query response
appropriately. (b) (4)

Nov-25-2020 | ACVOPFEINFP6000 (b) (4), (b) Data | Initia Entry

13:08:36 (6) Entry

(UTC-06:00) :

Central Time Nov/2

(Us& 3/202

Canada) 0
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Nov-25-2020 13:09:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), NO
Time (US & Canada) (b) (6)
2.a
Date L ocation User Value Reason
Dec-01-2020 12:03:58 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), Symptom:: FEVER
Time (US& Canada) (b) (6) Werefever or syste  YES
mic symptoms prese  Ongoing
nt on thelast day the ?
Subject Diary wasc
ompleted?: NO
Stop
Date:
Au
g1
12
020
Dec-01-2020 11:59:28 | ACVOPFEINFPE000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), Symptom:: FE
Time (US & Canada) (b) (6) VE
R
Werefever or systemicsy N
mptoms present on thelast O
day the Subject Diary was
completed?:
Nov-30-2020 16:18:39 | ACVOPFEINFPE000 |(b) Data Entry: Changed
(UTC-06:00) Central 4), Symptom:: FEVE |[Information
Time (US & Canada) (b) (6) R
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

RESOLVED DATES - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Werefever or systemics YES
ymptoms present on the Ong
last day the Subject Dia oing

ry was completed?: ?
YE
S
Nov-25-2020 13:09:29 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptom:: FE
Time (US & Canada) (b) (6) VE
R
Werefever or systemicsy N
mptoms present on thelast O
day the Subject Diary was
completed?:
2.a Symptom:
Date L ocation User Value Reason
Nov-25-2020 13:09:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), FEVER
Time (US & Canada) (b) (6)
2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Dec-02-2020 00:06:48 | ACVOPFEINFP6000 |(b) Query 1: Closed Data updated by
(UTC-06:00) Central 4), site
Time (US & Canada) (b) (6)
Dec-01-2020 12:03:58 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error
(UTC-06:00) Central (6) YES
Time (US & Canada) Ongoing?
NO
Stop Date:
Aug/11/2020
Dec-01-2020 11:59:28 | ACVOPFEINFPG000 | auto query Query 1: Answered Transcription Error
(UTC-06:00) Central (autoquery)
Time (US & Canada)
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Header Text: c4591001
Visit: V2_VAX2_ L

Form Version: 30-Jul-2020 21:30

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Dec-01-2020 11:59:28 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error

(UTC-06:00) Central (6) NO

Time (US & Canada)

Nov-30-2020 23:12:57 | ACVOPFEINFP6000 |(b) (4), Query 1: Reissued:Opened eDiary RQ1: Per

(UTC-06:00) Central (b) (6) Diary records,

Time (US & Canada) 'FEVER' reported
post Vaccination 1
is not ongoing
through Vaccination
2. Please reconcile
and consider to
update stop date
here. Else, clarify in
query response.
Thanks

Nov-30-2020 16:18:39 | ACVOPFEINFP6000 | auto query Query 1. Answered Changed

(UTC-06:00) Central (autoquery) Information

Time (US & Canada)

Nov-30-2020 16:18:39 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed

(UTC-06:00) Central (6) YES Information

Time (US & Canada) Ongoing?

YES

Nov-26-2020 01:46:53 | ACVOPFEINFP6000 |(b) Query 1: Opened eDiary: Per diary

(UTC-06:00) Central 4), records, FEVER

Time (US & Canada) (b) (6) present on Last day
however inform
entered with 'No'
for the same. Please
verify and update.
If diary entered in
error, please enter
stop date as last
date of diary.
Thanks.

Nov-25-2020 13:09:29 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) NO

Time (US & Canada)

2b

Date L ocation User Value Reason
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Header Text: c4591001
Visit: V2_VAX2_ L

Form Version: 30-Jul-2020 21:30

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Nov-25-2020 13:09:29 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptom:: FA
Time (US & Canada) (b) (6) Tl
GU
E

Werefever or systemicsy NO

mptoms present on the last

day the Subject Diary was

completed?:
2.b Symptom:
Date L ocation User Value Reason
Nov-25-2020 13:09:29 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), FATIGUE
Time (US & Canada) (b) (6)
2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Nov-25-2020 13:09:29 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), NO
Time (US & Canada) (b) (6)
2c
Date L ocation User Value Reason
Nov-25-2020 13:09:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptom:: HE
Time (US & Canada) (b) (6) AD

AC
HE

Werefever or systemicsy NO

mptoms present on the las

t day the Subject Diary w

as completed?:
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Header Text: c4591001
Visit: V2_VAX2_ L

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Version: 30-Jul-2020 21:30

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

2.c Symptom:
Date L ocation User Value Reason
Nov-25-2020 13:09:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), HEADACHE
Time (US & Canada) (b) (6)
2.c Were fever or systemic symptoms present on the last day the Subject Diary was compl eted?
Date L ocation User Value Reason
Nov-25-2020 13:09:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), NO
Time (US & Canada) (b) (6)
2d
Date L ocation User Value Reason
Dec-01-2020 12:07:00 [ ACVOPFEINFPE000 |(b) Data Entry: Transcription Error
(QTC-OG:OO) Central 4), Symptom:: CHILLS
Time (US & Canada) (b) (6) Werefever or syste YES
mic symptoms prese  Ongoing
nt on thelast day the ?
Subject Diary wasc
ompleted?: NO
Stop
Date:
Au
g/l
0/2
020
Dec-01-2020 12:01:18 | ACVOPFEINFPE000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), Symptom:: CH
Time (US & Canada) (b) (6) IL
LS
Werefever or systemicsy NO
mptoms present on the last
day the Subject Diary was
completed?:
Dec-01-2020 12:00:15 ACVOPFEINFPE000 (@@ ®® Data Entry: New Information
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Header Text: c4591001
Visit: V2_VAX2_ L

Form Version: 30-Jul-2020 21:30
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

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

Egg ﬁéi’ Symptom:: CHILLS
Werefever or syste YES

mic symptoms prese  Ongoing

nt on thelast day the ?

Subject Diary wasc

ompleted?: NO

Stop
Date:

No
v/2
7/2
020

Nov-30-2020 16:17:48 | ACVOPFEINFPE000 |(b) Data Entry: Changed

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

(4), Symptom:: CHIL |[Information
(b) (6) LS
Werefever or systemics YES
ymptoms present on the Ong
last day the Subject Dia oing

ry was completed?: ?
YE
S
Nov-25-2020 13:09:29 [ ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptom:: CH
Time (US & Canada) (b) (6) IL
LS

Werefever or systemicsy NO
mptoms present on the last

day the Subject Diary was
completed?:
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Header Text: ¢4591001
Visit: V2 VAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Form Version: 30-Jul-2020 21:30
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

2.d Symptom:
Date L ocation User Value Reason
Nov-25-2020 13:09:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), CHILLS
Time (US & Canada) (b) (6)
2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Dec-02-2020 00:06:14 | ACVOPFEINFP6000 |(b) Query 1: Closed Data updated by
(UTC-06:00) Central 4, site
Time (US & Canada) (b) (6)
Dec-01-2020 12:07:00 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error
(UTC-06:00) Central (6) YES
Time (US & Canada) Ongoing?

NO

Stop Date:
Aug/10/2020

Dec-01-2020 12:01:18 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error
(UTC-06:00) Central (6) NO
Time (US & Canada)
Dec-01-2020 12:00:15 | ACVOPFEINFP6000 | auto query Query 1. Answered New Information
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Dec-01-2020 12:00:15 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: New Information
(UTC-06:00) Central (6) YES
Time (US & Canada) Ongoing?

NO

Stop Date:
Nov/27/2020
Nov-30-2020 23:08:40 | ACVOPFEINFP6000 |(b) (4), Query 1: Reissued:Opened eDiary: Per Diary
(UTC-06:00) Central (b) (6) records, 'CHILLS
Time (US & Canada) reported post
Vaccination 1 is not
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

ongoing through
Vaccination 2.
Please reconcile
and consider to
update stop date
here. Elsg, clarify in
query response.
Thanks

Nov-30-2020 16:17:48 | ACVOPFEINFP6000 | auto query Query 1: Answered Changed

(UTC-06:00) Central (autoquery) Information

Time (US & Canada)

Nov-30-2020 16:17:48 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed

(UTC-06:00) Central (6) YES Information

Time (US & Canada) Ongoing?

YES

Nov-26-2020 01:47:12 | ACVOPFEINFP6000 |(b) Query 1: Opened eDiary: Per diary

(UTC-06:00) Central (4), records, CHILLS

Time (US & Canada) (b) (6) present on Last day
however inform
entered with 'No'
for the same. Please
verify and update.
If diary entered in
error, please enter
stop date as last
date of diary.
Thanks.

Nov-25-2020 13:09:29 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) NO

Time (US & Canada)

2e

Date L ocation User Value Reason

Nov-25-2020 13:09:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Symptom:: VO

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

ING
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Werefever or systemicsy NO
mptoms present on thelas

t day the Subject Diary w
ascompleted?:

2.e Symptom:
Date L ocation User Value Reason
Nov-25-2020 13:09:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, VOMITING
Time (US & Canada) (b) (6)
2.e Were fever or systemic symptoms present on the last day the Subject Diary was compl eted?
Date L ocation User Value Reason
Nov-25-2020 13:09:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), NO
Time (US & Canada) (b) (6)
2.f
Date L ocation User Value Reason
Dec-01-2020 12:08:00 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central @ Symptom:: DIARRH
Time (US & Canada) (b) (6) EA
Werefever or syste YES
mic symptomsprese  Ongoing
nt on thelast day the ?
Subject Diary wasc
ompleted?: NO
Stop
Date:
Au
g/l
12
020
Nov-25-2020 13:09:29 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Symptom:: DIA
Time (US & Canada) (b) (6) RR
HE
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Header Text: c4591001
Visit: V2_VAX2_ L

Form Version: 30-Jul-2020 21:30
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

A

Werefever or systemicsy NO
mptoms present on thelas

t day the Subject Diary w

as completed?:
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Header Text: c4591001
Visit: V2_VAX2_ L

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Version: 30-Jul-2020 21:30

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

RESOLVED DATES - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

2.f Symptom:
Date L ocation User Value Reason
Nov-25-2020 13:09:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), DIARRHEA
Time (US & Canada) (b) (6)
2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Dec-02-2020 00:07:12 | ACVOPFEINFP6000 |(b) Query 1: Closed Data updated by site
(UTC-06:00) Central 4),
Time (US & Canada) (b) (6)
Dec-01-2020 12:08:00 | ACVOPFEINFP6000 | auto query Query 1. Answered Transcription Error
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Dec-01-2020 12:08:00 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error
(UTC-06:00) Central (6) YES
Time (US & Canada) Ongoing?
NO
Stop Date:
Aug/11/2020
Nov-30-2020 23:57:25 | ACVOPFEINFP6000 |(b) Query 1: Reissued:Opened eDiary RQL:
(UTC-06:00) Central 4), Thanks for your
Time (US & Canada) (b) (6) response. Per diary
records,
DIARRHEA
present on Last day
09-Aug-2020,
however inform
entered with 'No'
for the same. Please
consider entering
‘Yes ininform for
the same with stop
date as last date of
diary.
Nov-30-2020 16:19:40 | ACVOPFEINFPE000 |(b) (4), (b) (6) Query 1: Answered Original valueis
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Header Text: c4591001
Visit: V2_VAX2_ L

Form Version: 30-Jul-2020 21:30

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

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

Time (US & Canada)

Nov-26-2020 01:47:45 | ACVOPFEINFP6000 |(b) Query 1: Opened eDiary: Per diary

(UTC-06:00) Central (4), records,

Time (US & Canada) (b) (6) DIARRHEA
present on Last day
however inform
entered with 'No'
for the same. Please
verify and update. If
diary entered in
error, please enter
stop date as last
date of diary.
Thanks.

Nov-25-2020 13:09:29 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) NO

Time (US & Canada)

29

Date L ocation User Value Reason

Nov-25-2020 13:09:29 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Symptom:: NEW OR

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

ED MUS
CLE PAI
N

Werefever or syssem NO

ic symptoms present

on thelast day the S

ubject Diary was co

mpleted?:
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Header Text: c4591001
Visit: V2_VAX2_ L

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Version: 30-Jul-2020 21:30

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

2.g Symptom:
Date L ocation User Value Reason
Nov-25-2020 13:09:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), NEW OR WORSENED MUSCL
Time (US & Canada) (b) (6) E PAIN
2.9 Werefever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Nov-25-2020 13:09:29 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), NO
Time (US & Canada) (b) (6)
2.h
Date L ocation User Value Reason
Nov-25-2020 13:09:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Symptom:: NEW OR
Time (US & Canada) (b) (6) WORSE
NED JOI
NT PAIN

Werefever or system NO

ic symptoms present

on thelast day the Su

bject Diary was com

pleted?:
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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

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

2.h Symptom:
Date L ocation User Value Reason
Nov-25-2020 13:09:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), NEW OR WORSENED JOINT P
Time (US & Canada) (b) (6) AIN
2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Nov-25-2020 13:09:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), NO
Time (US & Canada) (b) (6)
3. Injection Site Location:
Date L ocation User Value Reason
Nov-25-2020 13:09:29 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | DELTOID MUSCLE
Time (US & Canada)
4. Injection Site Body Side:
Date L ocation User Value Reason
Nov-25-2020 13:09:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), LEFT
Time (US & Canada) (b) (6)
5a
Date L ocation User Value Reason
Nov-25-2020 13:09:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Injection Site Reaction:: RE
Time (US & Canada) (b) (6) DN
ESS

Wereinjection sitereactio NO

ns present on thelast day t

he Subject Diary was com

pleted?:
5.alnjection Site Reaction:
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Header Text: c4591001
Visit: V2_VAX2_ L

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Version: 30-Jul-2020 21:30

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

FDA-CBER-2021-5683-0842856

Date L ocation User Value Reason
Nov-25-2020 13:09:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), REDNESS
Time (US & Canada) (b) (6)
5.a Wereinjection site reactions present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Nov-25-2020 13:09:29 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), NO
Time (US & Canada) (b) (6)
5.b
Date L ocation User Value Reason
Nov-25-2020 13:09:29 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Injection Site Reaction:: SWE
Time (US & Canada) (b) (6) LLI
NG

Wereinjection sitereactio NO

ns present on thelast day

the Subject Diary was co

mpleted?:
5.b Injection Site Reaction:
Date L ocation User Value Reason
Nov-25-2020 13:09:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), SWELLING
Time (US & Canada) (b) (6)
5.b Were injection site reactions present on the last day the Subject Diary was compl eted?
Date L ocation User Value Reason
Nov-25-2020 13:09:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, NO
Time (US & Canada) (b) (6)
5.c
Date L ocation User Value Reason
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Header Text: c4591001
Visit: V2_VAX2_ L

Form Version: 30-Jul-2020 21:30
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Nov-25-2020 13:09:29 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Injection Site Reaction PAIN A
Time (US & Canada) (b) (6) > T INJE
CTION
SITE

Wereinjection siterea NO

ctionspresent on thela

st day the Subject Diar

y was completed?:
5.c Injection Site Reaction:
Date L ocation User Value Reason
Nov-25-2020 13:09:29 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), PAIN AT INJECTION SITE
Time (US & Canada) (b) (6)
5.c Were injection site reactions present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Nov-25-2020 13:09:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), NO
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 10-Oct-2020 16:01

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: VITAL SIGNS- TEMP - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date:
Date L ocation User Value Reason
Nov-25-2020 13:10:01 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Nov/23/2020
Time (US & Canada) (b) (6)
2a
Date L ocation User Value Reason
Nov-25-2020 13:10:01 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Record Identifier:: 1
Time (US& Canada) (b) (6) Temperature; 97.4

Temperature Unit: F

Temperature Locati FOREHE

on:: AD
2.a Record | dentifier:
Date L ocation User Value Reason
Nov-25-2020 13:10:01 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 1
Time (US & Canada) (b) (6)
2.a Temperature:
Date L ocation User Value Reason
Nov-25-2020 13:10:01 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 97.4
Time (US & Canada) (b) (6)
2.a Unit:
Date L ocation User Value Reason
Nov-25-2020 13:10:01 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), F
Time (US & Canada) (b) (6)
2.a Temperature Location:
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Header Text: c4591001
Visit: V2_VAX2_ L

Form Version: 10-Oct-2020 16:01

SiteNo: 1161
Subject No: 11611020
Generated By: (b) (4)

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

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Date L ocation User Value Reason
Nov-25-2020 13:10:01 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), FOREHEAD
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V2 VAX2 L

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

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Data Origin
Date L ocation User Value Reason
Nov-25-2020 13:10:13 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Nov-25-2020 13:10:13 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-25-2020 13:17:35 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Nov-25-2020 13:12:56 ACVOPFEINFPE000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6) Date of Collection:
Nov/23/2020
Nov-25-2020 13:10:13 ACVOPFEINFPE000 |autoquery | 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.
Nov-25-2020 13:10:13 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), YES
Time (US & Canada) (b) (6)
5a
Date L ocation User Value Reason
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Header Text: c4591001
Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Nov-25-2020 13:17:35 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sample | D: BP3DC4
Time (US & Canada)
5.a Sample|D
Date L ocation User Value Reason
Nov-25-2020 13:17:35 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BP3DC4
Time (US & Canada)
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Header Text: c4591001
Visit: V2_VAX2_L
Form Version: 22-Apr-2020 21:04

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

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Wasthere a temporary delay of vaccination?
Date L ocation User Value Reason
Nov-25-2020 13:11:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, NO
Time (US & Canada) (b) (6)
2. Treatment Name
Date L ocation User Value Reason
Nov-25-2020 13:11:10 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | BLINDED THERAPY
Time (US & Canada)
3. Formulation:
Date L ocation User Value Reason
Nov-25-2020 13:11:10 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | INJECTION
Time (US & Canada)
4. Dose Date Time:
Date L ocation User Value Reason
Nov-25-2020 13:11:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Nov/23/2020 11:00
Time (US & Canada) (b) (6)
5. Anatomical Location:
Date L ocation User Value Reason
Nov-25-2020 13:11:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | DELTOID MUSCLE
Time (US & Canada)
6. Body Side:
Date L ocation User Value Reason
Nov-25-2020 13:11:10 ACVOPFEINFP6000 (E) @), Data Entry: Initial Entry
(UTC-06:00) Central ®) € LEFT
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04

SiteNo: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Time (US & Canada)

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

7. Route:

Date L ocation User Value Reason
Nov-25-2020 13:11:10 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | INTRAMUSCULAR

Time (US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Nov-25-2020 13:11:10 ACVOPFEINFP6000 |autocac |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 L ocation User Value Reason
Nov-25-2020 13:11:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, YES
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:02
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

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

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Dec-24-2020 02:00:10 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

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

Time (US & Canada)

Dec-23-2020 08:53:22 | ACVOPFEINFP6000 |(b) (4), Query 1: Answered Changed data per

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

Time (US & Canada)

Dec-23-2020 05:45:38 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened DM: The treatment

(UTC-06:00) Central (6) period is defined as

Time (US & Canada) 1st vaccination visit
through the
1-month post
vaccination visit
after the 2nd
vaccination. Please
complete treatment
disposition CRF
and update date of
EOT to match date
of visit at visit 3.

Dec-22-2020 10:22:39 | ACVOPFEINFPG000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Dec/22/2020

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

Visit: V3_ MONTH1_POSTVAX2_L

Form Version: 30-Jul-2020 21:30

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

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

Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
2a
Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptom:: FE
Time (US & Canada) (b) (6) VE
R

Werefever or systemic sym N

ptoms present on thelastd O

ay the Subject Diary was co

mpleted?:
2.a Symptom:
Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), FEVER
Time (US & Canada) (b) (6)
2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
2b
Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptom:: FATIGU
Time (US & Canada) (b) (6) E

Page 524 of 734

*** Confidential***
FDA-CBER-2021-5683-0842865




090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2_L

Form Version: 30-Jul-2020 21:30

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Werefever or systemi YES
c symptomspresent o  Ongoin
nthelast day theSub g?
ject Diary was compl
eted?: NO
Stop
Date:
De
cl3l
202
0
2.b Symptom:
Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), FATIGUE
Time (US & Canada) (b) (6)
2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6) Ongoing?
NO
Stop Date:
Dec/3/2020
2c
Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptom:: HE
Time (US & Canada) (b) (6) AD
AC
HE
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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, Frozen, Verified

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Werefever or systemicsy NO
mptoms present on the las

t day the Subject Diary w
ascompleted?:

2.c Symptom:

Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), HEADACHE

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

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

Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
2d
Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Symptom:: CH
Time (US & Canada) (b) (6) IL

LS

Werefever or systemic sym NO
ptoms present on thelast d

ay the Subject Diary wasc
ompleted?:

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Page 526 of 734

*** Confidential***
FDA-CBER-2021-5683-0842867




090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2_L

Form Version: 30-Jul-2020 21:30

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

2.d Symptom:
Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), CHILLS
Time (US & Canada) (b) (6)
2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
2e
Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptom:: VO
Time (US & Canada) (b) (6) MIT
ING

Werefever or systemicsy NO

mptoms present on the las

t day the Subject Diary w

as completed?:
2.e Symptom:
Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, VOMITING
Time (US & Canada) (b) (6)
2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
2.f
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Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2_L

Form Version: 30-Jul-2020 21:30

SiteNo: 1161

Subject No: 11611020

Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Symptom:: DIA
Time (US & Canada) (b) (6) RR
HE
A
Werefever or systemicsy NO
mptoms present on thelas
t day the Subject Diary w
as completed?:
2.f Symptom:
Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, DIARRHEA
Time (US & Canada) (b) (6)
2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
29
Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Symptom:: NEW OR
Time (US & Canada) (b) (6) WORSEN
ED MUS
CLE PAI
N
Werefever or system NO
ic symptoms present
on thelast day the S
ubject Diary was co
mpleted?:
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Header Text: ¢4591001

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, Frozen, Verified

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

2.g Symptom:

Date L ocation User Value Reason

Dec-22-2020 10:30:25 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4), NEW OR WORSENED MUSCL

Time (US & Canada) (b) (6) 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
Dec-22-2020 10:30:25 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
2.h
Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptom:: NEW OR
Time (US & Canada) (b) (6) WORSE
NED JOI
NT PAIN
Werefever or system NO
ic symptoms present

on thelast day the Su
bject Diary was com

pleted?:
2.h Symptom:
Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NEW OR WORSENED JOINT P
Time (US & Canada) (b) (6) AIN

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

Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2_L

Form Version: 30-Jul-2020 21:30

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

3. Injection Site Location:

Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | DELTOID MUSCLE
Time (US & Canada)
4. Injection Site Body Side:
Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), LEFT
Time (US & Canada) (b) (6)
5a
Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Injection Site Reaction:: RE
Time (US & Canada) (b) (6) DN
ESS

Wereinjection sitereactio NO

ns present on the last day t

he Subject Diary was com

pleted?:
5.a I njection Site Reaction:
Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, REDNESS
Time (US & Canada) (b) (6)
5.a Wereinjection site reactions present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
5.b
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Header Text: ¢4591001
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, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Injection Site Reaction:: SWE
Time (US & Canada) (b) (6) LLI
NG

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

mpleted?:
5.b Injection Site Reaction:
Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), SWELLING

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

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

Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, NO
Time (US & Canada) (b) (6)
5.c
Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Injection Site Reaction PAIN A
Time (US & Canada) (b) (6) o TINJE
CTION
SITE
Wereinjection siterea NO
ctions present on thela
st day the Subject Diar
y was completed?:
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Header Text: c4591001
Visit: V3_ MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

RESOLVED DATES - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

5.c Injection Site Reaction:

Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), PAIN AT INJECTION SITE
Time (US & Canada) (b) (6)
5.c Wereinjection site reactions present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Dec-22-2020 10:30:25 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2_L

eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Data Origin
Date L ocation User Value Reason
Dec-22-2020 10:30:47 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Dec-22-2020 10:30:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Dec-22-2020 12:23:20 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Dec-22-2020 10:30:47 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-22-2020 10:30:47 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6) Date of Collection:
Dec/22/2020
5.a
Date L ocation User Value Reason
Dec-22-2020 12:23:20 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sample|D: BPLLCL
Time (US & Canada)
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Header Text: c4591001
Visit: V3_ MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

5.a Sample D
Date L ocation User Value Reason
Dec-22-2020 12:23:20 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BPLLCL
Time (US & Canada)
5b
Date L ocation User Value Reason
Dec-22-2020 12:23:31 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sample | D: BPLLCK
Time (US & Canada)
5.b Sample|D
Date L ocation User Value Reason
Dec-22-2020 12:23:31 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BPLLCK
Time (US & Canada)
5.c
Date L ocation User Value Reason
Dec-22-2020 12:23:41 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sample | D: BP3DD3
Time (US & Canada)
5.c Sample D
Date L ocation User Value Reason
Dec-22-2020 12:23:41 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BP3DD3
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/11/2020

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Oct-02-2020 14:57:54 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 6: Closed Response satisfies

(UTC-06:00) Central query

Time (US & Canada)

Oct-01-2020 10:36:15 | ACVOPFEINFP6000 |(b) (4), (b) Query 6: Answered Convalescent visit is

(UTC-06:00) Central (6) scheduled for today. |

Time (US & Canada) will update data
today

Sep-28-2020 14:18:36 | ACVOPFEINFPG000 |(b) (4), (b) (6) Query 6: Opened Clinical Query: Per

(UTC-06:00) Central protocol,

Time (US & Canada) CONVALESCENT
Visit must take place
28 to 35 days after

COVID lllness Visit,
please clarify if
CONVA visit has
been completed. If
not, please complete
as soon as possible.

Sep-16-2020 06:25:02 | ACVOPFEINFPG000 |(b) (4), (b) (6) Query 5: Closed form completed
(UTC-06:00) Central
Time (US & Canada)
Sep-15-2020 14:51:37 | ACVOPFEINFPG000 |(b) (4), (b) Query 5: Answered updated data
(UTC-06:00) Central (6)
Time (US & Canada)
Sep-15-2020 07:24:57 | ACVOPFEINFPG000 |(b) (4), (b) (6) Query 5: Opened DM: Please complete
(UTC-06:00) Central ILL SEVERE form.
Time (US & Canada) Thank you.
Sep-14-2020 14:47:39 | ACVOPFEINFP6E000 |(b) (4), (b) (6) Query 3: Closed Response satisfies
(UTC-06:00) Central query
Time (US & Canada)
Sep-14-2020 03:43:47 | ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Centra (b) (6) query
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/11/2020

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Sep-12-2020 09:42:40 | ACVOPFEINFP6000 |(b) (4), (b) Query 4: Deleted Alternate query

(UTC-06:00) Central (6) present.

Time (US & Canada)

Sep-11-2020 13:02:19 | ACVOPFEINFP6000 | auto query Query 4: Candidate Date of Visitis

(UTC-06:00) Central (autoquery) completed but Date

Time (US & Canada) of Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Sep-11-2020 12:57:21 | ACVOPFEINFP6000 |(b) (4), (b) Query 3: Answered data is updated

(UTC-06:00) Central (6)

Time (US & Canada)

Sep-11-2020 12:56:40 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered site did not do asite

(UTC-06:00) Central (6) collect swab and

Time (US & Canada) subject has not sent
the self collected
swab as of today

Sep-11-2020 03:58:40 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened Date of Visitis

(UTC-06:00) Central (b) (6) completed but Date

Time (US & Canada) of Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Sep-10-2020 19:52:00 | ACVOPFEINFPG000 |(b) (4), (b) (6) Query 3: Opened Clinical Query: Per

(UTC-06:00) Central CRF CRs Section

Time (US & Canada) 8.26, please complete
COVID TEST, SELF
SWAB, SWAB PFE,
HLTHCARE, and
ILL POTEN forms.

Sep-10-2020 18:26:39 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error

(UTC-06:00) Central (6) Aug/11/2020

Time (US & Canada)

Sep-10-2020 18:26:07 | ACVOPFEINFPG000 | auto query Query 2: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

on Aug/11/2020

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

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Sep-10-2020 18:24:37 | 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
form is missing.
Please review and
update as
appropriate.

Sep-10-2020 18:24:37 | ACVOPFEINFPG000 | auto query Query 1: Candidate Date of Visitis

(UTC-06:00) Central (autoquery) completed but Date

Time (US & Canada) of Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Sep-10-2020 18:24:37 | ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Aug/10/2020

Time (US & Canada)

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason

Sep-10-2020 18:24:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/11/2020

Form Version: 21-Aug-2020 02:52

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason

Sep-10-2020 18:26:39 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Sep-10-2020 18:26:07 ACVOPFEINFP6000 | auto query Query 1. Opened Date of assessment

(UTC-06:00) Central (autoquery) is not same as Date

Time (US & Canada) Visit. Please check
and correct.

Sep-10-2020 18:26:07 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central @), Aug/11/2020

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

2. Date of First Symptom Started:

Date L ocation User Value Reason

Oct-06-2020 11:51:48 ACVOPFEINFPE000 |(b) (4), Query 1: Closed Site added nausea

(UTC-06:00) Central (b) (6) to EDC and

Time (US & Canada) confirmed Pl
review.

Oct-06-2020 09:30:57 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Per 11Aug2020

(UTC-06:00) Central (b) (6) progress note,

Time (US & Canada) subject also
reported nausea.
Please add to AE
log, have PI review
and update this
eCRF as
appropriate under
'Symptoms - Other".

Sep-10-2020 18:26:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Aug/5/2020

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

3. Symptoms Ongoing?

Date L ocation User Value Reason

Page 538 of 734

*** Confidential***
FDA-CBER-2021-5683-0842879




090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

on Aug/11/2020

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:52

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Time (US & Canada)

Oct-06-2020 11:52:12 ACVOPFEINFPE000 |(b) (4), Query 2: Closed Response satisfies
(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Oct-06-2020 11:51:49 ACVOPFEINFP6000 | auto query Query 2: Answered New Information
(UTC-06:00) Central (autoquery)

Oct-06-2020 11:51:49 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6) Date of Last Symptom Resolve
d:
Aug/8/2020

Oct-06-2020 09:28:17 ACVOPFEINFP6000 |(b) (4), Query 2: Opened Per source, all
(UTC-06:00) Central (b) (6) symptoms have
Time (US & Canada) resolved. Please

update eCRF as

appropriate.
Sep-14-2020 14:40:31 ACVOPFEINFPE000 |(b) Query 1: Closed Response satisfies

Time (US & Canada)

(UTC-06:00) Central (4), query
Time (US & Canada) (b)
(6)
Sep-11-2020 13:16:22 ACVOPFEINFP6000 | auto query Query 1. Answered to sites knowledge
(UTC-06:00) Central (autoquery) al symptoms are

still ongoing as

*** Confidential***

subject has been
non responsive to
sitecalls

Sep-11-2020 13:16:22 ACVOPFEINFPE000 |(b) Data Entry: to sites knowledge

(UTC-06:00) Central 4), YES all symptoms are

Time (US & Canada) (b) (6) still ongoing as
subject has been
non responsive to
sitecalls

Sep-10-2020 19:51:08 ACVOPFEINFPE000 |(b) Query 1: Opened Clinica Query: If

(UTC-06:00) Central (4), no, provide date of

Time (US & Canada) (b) last symptom

(6) resolved.

Sep-10-2020 18:26:07 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), NO

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/11/2020

Form Version: 21-Aug-2020 02:52

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

4.a
Date L ocation User Value Reason
Sep-10-2020 18:26:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: FEVER
Time (US& Canada) (b) (6) Symptom Present: YES
4.a Symptoms:
Date L ocation User Value Reason
Sep-10-2020 18:26:07 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), FEVER
Time (US & Canada) (b) (6)
4.a Was symptom present?
Date L ocation User Value Reason
Sep-10-2020 18:26:07 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), YES
Time (US & Canada) (b) (6)
4b
Date L ocation User Value Reason
Sep-10-2020 18:26:07 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: NEW OR INCREA
Time (US & Canada) (b) (6) SED COUGH

Symptom NO

Present:
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Header Text: c4591001

Visit: POT_COVID_ILL 1
on Aug/11/2020

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 21-Aug-2020 02:52

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

FDA-CBER-2021-5683-0842882

4.b Symptoms;
Date L ocation User Value Reason
Sep-10-2020 18:26:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NEW OR INCREASED COUGH
Time (US & Canada) (b) (6)
4.b Was symptom present?
Date L ocation User Value Reason
Sep-10-2020 18:26:07 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
4.c
Date L ocation User Value Reason
Sep-10-2020 18:26:07 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sympto NEW OR INCREASE
Time (US & Canada) (b) (6) ms: D SHORTNESS OF B
REATH

Sympto NO

m Prese

nt:
4.c Symptoms:
Date L ocation User Value Reason
Sep-10-2020 18:26:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NEW OR INCREASED SHORT
Time (US & Canada) (b) (6) NESS OF BREATH
4.c Was symptom present?
Date L ocation User Value Reason
Sep-10-2020 18:26:07 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
4d
Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

on Aug/11/2020

Form Version: 21-Aug-2020 02:52

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Sep-10-2020 18:26:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: CHILLS
Time (US & Canada) (b) (6) Symptom Present: NO
4.d Symptoms:
Date L ocation User Value Reason
Sep-10-2020 18:26:07 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), CHILLS
Time (US & Canada) (b) (6)
4.d Was symptom present?
Date L ocation User Value Reason
Sep-10-2020 18:26:07 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
4e
Date L ocation User Value Reason
Sep-10-2020 18:26:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Symptom NEW OR INCREAS
Time (US & Canada) (b) (6) s ED MUSCLE PAIN

Symptom NO

Present:
4.e Symptoms:
Date L ocation User Value Reason
Sep-10-2020 18:26:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NEW OR INCREASED MUSCL
Time (US & Canada) (b) (6) E PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Sep-10-2020 18:26:07 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
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Header Text: ¢4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
on Aug/11/2020 Audit Trail History
Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
4f
Date L ocation User Value Reason
Sep-10-2020 18:26:07 ACVOPFEINFPE000 |(b) DataEntry: Initial Entry
(UTC-06:00) Central 4, Symptoms NEW LOSS OF TA
Time (US & Canada) (b) (6) : STE OR SMELL

Symptom NO

Present:
4.f Symptoms:
Date L ocation User Value Reason
Sep-10-2020 18:26:07 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NEW LOSS OF TASTE OR SME
Time (US & Canada) (b) (6) LL
4.f Was symptom present?
Date L ocation User Value Reason
Sep-10-2020 18:26:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
4g
Date Location User Value Reason
Sep-10-2020 18:26:07 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptom NEW OR INCREAS
Time (US & Canada) (b) (6) s ED SORE THROAT

Symptom NO

Present:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/11/2020

Form Version: 21-Aug-2020 02:52

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

4.9 Symptoms:
Date L ocation User Value Reason
Sep-10-2020 18:26:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NEW OR INCREASED SORE T
Time (US & Canada) (b) (6) HROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Sep-10-2020 18:26:07 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
4.h
Date L ocation User Value Reason
Sep-10-2020 18:26:07 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: DIARRHEA
Time (US & Canada) (b) (6) Symptom Present: YES
4.h Symptoms:
Date L ocation User Value Reason
Sep-10-2020 18:26:07 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), DIARRHEA
Time (US & Canada) (b) (6)
4.h Was symptom present?
Date L ocation User Value Reason
Sep-10-2020 18:26:07 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), YES
Time (US & Canada) (b) (6)
4.
Date L ocation User Value Reason
Sep-10-2020 18:26:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Symptoms: VOMITING
Time (US& Canada) (b) (6) Symptom Present: YES
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Aug/11/2020 Audit Trail History
Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020 Subject Initials: ---

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

4.i Symptoms:
Date L ocation User Value Reason
Sep-10-2020 18:26:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), VOMITING
Time (US & Canada) (b) (6)
4.i Was symptom present?
Date L ocation User Value Reason
Sep-10-2020 18:26:07 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), YES
Time (US & Canada) (b) (6)
5a
Date L ocation User Value Reason
Oct-06-2020 11:50:51 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms - Other: nausea
Time (US & Canada) (b) (6)
5.a Symptoms - Other Text:
Date L ocation User Value Reason
Oct-06-2020 11:50:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), nausea
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/11/2020

Form Version: 06-Jul-2020 21:54

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Sep-15-2020 15:23:03 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central (b) (6) query
Time (US & Canada)
Sep-15-2020 14:51:14 ACVOPFEINFPE000 |(b) Query 1: Answered uploaded to
(UTC-06:00) Central (4), Florence
Time (US & Canada) (b) (6)
Sep-14-2020 18:24:20 ACVOPFEINFPE000 |(b) (4), Query 1: Opened Please upload
(UTC-06:00) Central (b) (6) progress notes for
Time (US & Canada) CRA verification.
Sep-11-2020 12:59:58 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
2. Specimen Type:
Date L ocation User Value Reason
Sep-11-2020 12:59:58 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
3. Specimen Collection Location:
Date L ocation User Value Reason
Sep-11-2020 12:59:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
4. Assay Code and Description:
Date L ocation User Value Reason
Sep-11-2020 12:59:58 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5. Device Type:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/11/2020

Form Version: 06-Jul-2020 21:54

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Date L ocation User Value Reason
Sep-11-2020 12:59:58 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
6. Trade Name:
Date L ocation User Value Reason
Sep-11-2020 12:59:58 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
7. Test Result:
Date L ocation User Value Reason
Sep-11-2020 12:59:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
8. Comments/Findings/Details:
Date L ocation User Value Reason
Sep-11-2020 12:59:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
9. Trade Name Other, Specify:
Date L ocation User Value Reason
Sep-11-2020 12:59:58 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/11/2020

eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Data Origin

Date L ocation User Value Reason

Sep-11-2020 13:02:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Sep-11-2020 13:02:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Oct-13-2020 02:09:04 ACVOPFEINFP6000 |(b) Query 2: Closed As per site response

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

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

Oct-12-2020 11:06:36 ACVOPFEINFPE000 |(b) Query 2: Answered confirmed. received

(UTC-06:00) Central (4), sample late

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

Oct-12-2020 06:19:59 ACVOPFEINFPE000 |(b) (4), Query 2: Opened DM: Date of

(UTC-06:00) Central (b) (6) Collection is more

Time (US & Canada) than 4 days after
Date of Last
Symptom Resolved
on the Signsand
Symptoms formin
the same visit.
Please review and
update as
appropriate.

Oct-01-2020 11:07:03 ACVOPFEINFP6000 | auto query Query 1. Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Oct-01-2020 11:05:02 ACVOPFEINFPE000 | auto query Query 1: Candidate ‘Sample Collected?
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/11/2020

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

(UTC-06:00) Central (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Oct-01-2020 11:05:02 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-06:00) Central 4), YES
Time (US & Canada) (b) (6) Date of Collection:
Sep/29/2020
Sep-11-2020 13:02:19 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:
Date L ocation User Value Reason
Oct-12-2020 11:06:21 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, confirmed. received sample late
Time (US & Canada) (b) (6)
Oct-01-2020 11:06:24 ACVOPFEINFPE000 |(b) Data Entry: New Information
(UTC-06:00) Central 4,
Time (US & Canada) (b) (6)
Sep-11-2020 13:02:19 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, subject is non responsive to calls.
Time (US & Canada) (b) (6) subject has not confirmed if self s
wab was completed
5a
Date L ocation User Value Reason
Oct-01-2020 11:07:03 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Sample |D: RW79121
Time (US & Canada) (b) (6)
5.aSample D
Date L ocation User Value Reason
Oct-01-2020 11:07:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), RW79121
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/11/2020

Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Data Origin

Date L ocation User Value Reason
Sep-11-2020 13:04:34 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason
Sep-11-2020 13:04:34 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | NASAL_SWAB

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Sep-11-2020 13:04:34 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO

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

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

Date L ocation User Value Reason

Oct-06-2020 11:45:26 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

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

Time (US & Canada)

Oct-06-2020 11:45:13 ACVOPFEINFP6000 | auto query Query 1: Answered Changed

(UTC-06:00) Central (autoquery) Information

Time (US & Canada)

Oct-06-2020 11:45:13 ACVOPFEINFP6000 |(b) Data Entry: Changed

(UTC-06:00) Central 4, subject did self swab Information

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

Oct-06-2020 09:32:18 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Per source review,

(UTC-06:00) Central (b) (6) an on-site sample

Time (US & Canada) was hot collected as
the subject
performed a self
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Header Text: c4591001

on Aug/11/2020

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

swab. please update
comment on this

page.

Sep-11-2020 13:04:34

ACVOPFEINFPS000 |(b)

Data Entry:

Initial Entry

*** Confidential***

(UTC-06:00) Central (4), subject is non responsiveto calls
Time (US & Canada) (b) (6) . subject has not come into site f
or sample
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/11/2020

Form Version: 21-Aug-2020 02:50

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

la
Date L ocation User Value Reason
Sep-11-2020 13:06:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Type of Practitioner: SPECIA
Time (US & Canada) (b) (6) LIST

Occurrenceof Visits NO

or Contacts:
1.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Sep-11-2020 13:06:38 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), SPECIALIST
Time (US & Canada) (b) (6)
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-11-2020 13:06:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
1b
Date L ocation User Value Reason
Sep-11-2020 13:06:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Type of Practition EMERGEN
Time (US & Canada) (b) (6) er: CY ROOM

Occurrence of Vis NO

itsor Contacts:
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
on Aug/11/2020

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

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

1.b Physician or Healthcare Professional:

Date L ocation User Value Reason
Sep-11-2020 13:06:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), EMERGENCY ROOM

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

1.b Occurrence of Visits or Contacts:

Date L ocation User Value Reason
Sep-11-2020 13:06:38 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (), NO
Time (US & Canada) (b) (6)
1.c
Date L ocation User Value Reason
Sep-11-2020 13:06:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Type of Practiti PRIMARY CA
Time (US & Canada) (b) (6) oner: RE PHYSICIA

N

Occurrenceof NO
Visitsor Conta

cts:
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Sep-11-2020 13:06:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), PRIMARY CARE PHYSICIAN
Time (US & Canada) (b) (6)
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-11-2020 13:06:38 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
1d
Date L ocation User Value Reason

Page 553 of 734

*** Confidential***
FDA-CBER-2021-5683-0842894



090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Aug/11/2020

Form Version: 21-Aug-2020 02:50

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Sep-11-2020 13:06:38 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Type of Practitioner URGENT
Time (US & Canada) (b) (6) : CARE

Occurrence of Visits NO

or Contacts:
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Sep-11-2020 13:06:38 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), URGENT CARE
Time (US & Canada) (b) (6)
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-11-2020 13:06:38 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
le
Date L ocation User Value Reason
Sep-11-2020 13:06:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Type of Practiti TELEPHONE
Time (US & Canada) (b) (6) oner: CONSULTATI

ON

Occurrenceof NO

Visitsor Conta

cts:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/11/2020

Form Version: 21-Aug-2020 02:50

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

1.e Physician or Healthcare Professional:

*** Confidential***

FDA-CBER-2021-5683-0842896

Date L ocation User Value Reason
Sep-11-2020 13:06:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), TELEPHONE CONSULTATION
Time (US & Canada) (b) (6)
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-11-2020 13:06:38 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
1f
Date L ocation User Value Reason
Sep-11-2020 13:06:38 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Typeof Practitioner: ~ OTH
Time (US & Canada) (b) (6) ER

Occurrence of Visitsor NO

Contacts:
1.f Physician or Healthcare Professional:
Date L ocation User Value Reason
Sep-11-2020 13:06:38 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), OTHER
Time (US & Canada) (b) (6)
1.f Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-11-2020 13:06:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
3. Has the subject been hospitalized due to potential COVID-19 illness?
Date L ocation User Value Reason
Oct-04-2020 07:13:49 ACVOPFEINFPG6000 | (®) (4). (b) (6) Query 1: Closed Response satisfies
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/11/2020

Form Version: 21-Aug-2020 02:50

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

(UTC-06:00) Central (b) (4). (b) (6) query
Time (US & Canada)
Oct-01-2020 11:08:08 ACVOPFEINFPE000 |(b) (4), (b) Query 1: Answered Per conversation
(UTC-06:00) Central (6) with subject,
Time (US & Canada) subject was not
hospitalized.
Sep-16-2020 08:48:11 ACVOPFEINFPE000 |(b) Query 1: Reissued:Opened DM 1: Thank you
(UTC-06:00) Central (4), for confirming.
Time (US & Canada) (b) (6) Please respond to
this query once
subject has been
contacted, else
clarify in query
response.
Sep-15-2020 14:36:43 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered unknown.
(UTC-06:00) Central (6) Attempted to
Time (US & Canada) contact subject
again, still no
response
Sep-14-2020 03:47:51 ACVOPFEINFPE000 |(b) (4), Query 1: Reissued:Opened DM: Thank you for
(UTC-06:00) Central (b) (6) confirming. Please
Time (US & Canada) respond to this
query once subject
has been contacted,
else clarify in query
response.
Sep-11-2020 13:09:44 | ACVOPFEINFPG000 |(b) (4), (b) Query 1: Answered subject isnon
(UTC-06:00) Central (6) responsive to site
Time (US & Canada) cals, and to sites
knowledge subject
has not sought
medical attention
Sep-11-2020 13:06:38 ACVOPFEINFP6000 | auto query Query 1: Opened There are no visits
(UTC-06:00) Central (autoquery) or contacts reported
Time (US & Canada) and subject has not
been hospitalized,
please confirm
whether the
participant sought
medical attention
for this respiratory
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Header Text: c4591001

on Aug/11/2020

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:50

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

illness episode. If
not, please correct

*** Confidential***

data.
Sep-11-2020 13:06:38 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NO
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/11/2020

Form Version: 06-Jul-2020 21:52

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason

Sep-11-2020 13:14:15 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | POTENTIAL COVID-19 ILLNES

Time (US & Canada) S

2. Was a diagnosis obtained for Potential COVID-19 IlIness?

Date L ocation User Value Reason

Sep-15-2020 15:24:15 ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies

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

Time (US & Canada)

Sep-15-2020 14:50:55 ACVOPFEINFPE000 |(b) Query 1: Answered uploaded to Florence

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

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

Sep-14-2020 18:25:30 ACVOPFEINFPE000 |(b) (4), Query 1: Opened Please upload latest

(UTC-06:00) Central (b) (6) AE log with PI

Time (US & Canada) review/assessment

Sep-11-2020 13:14:15 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), NO

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

3. Toxicity Grade:

Date L ocation User Value Reason

Sep-17-2020 03:47:57 ACVOPFEINFPE000 |(b) (4), (b) Query 1: Closed Response satisfies

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

Time (US & Canada)

Sep-15-2020 14:50:33 ACVOPFEINFP6000 | auto query Query 1: Answered Initial Entry

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Sep-15-2020 14:50:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) 1

Time (US & Canada)

Sep-14-2020 06:18:15 ACVOPFEINFPE000 |(b) (4), (b) Query 1: Opened DM: The response

(UTC-06:00) Central (6) for "Toxicity
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Header Text: c4591001

on Aug/11/2020

Form Version: 06-Jul-2020 21:52
Site No: 1161

Subject No: 11611020
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: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Time (US & Canada) (b) (4), (b) (6) Grade" is missing?
kindly review and
update.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/11/2020

Form Version: 17-Jul-2020 21:55

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Sep-15-2020 14:28:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
2. Subcategory of Clinical Event:
Date L ocation User Value Reason
Sep-15-2020 14:28:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
3. Was a diagnosis obtained?
Date L ocation User Value Reason
Sep-15-2020 14:28:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
4. Toxicity Grade:
Date L ocation User Value Reason
Sep-15-2020 14:28:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/02/2020

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Mar-02-2021 08:50:43 ACVOPFEINFP6000 |(b) (4), Query 5: Deleted Form level

(UTC-06:00) Central (b) (6) comments present

Time (US & Canada)

Mar-01-2021 16:20:31 ACVOPFEINFP6000 | auto query Query 5: Candidate Erroneous Visitis

(UTC-06:00) Central (autoquery) marked, but date of

Time (US & Canada) visit isentered.
Please either untick
the erroneous visit
button if visit
occurred, or mark
any forms
containing data
within thisvisit as
Not Done/Not
Applicable at the
form level.

Oct-30-2020 05:53:24 ACVOPFEINFP6000 |(b) (4), Query 4: Deleted Query isinvalid or

(UTC-06:00) Central (b) (6) does not apply

Time (US & Canada)

Oct-28-2020 11:59:17 ACVOPFEINFP6000 | auto query Query 4. Candidate Date of Visitis

(UTC-06:00) Central (autoquery) completed but Date

Time (US & Canada) of Assessment in
the Signs and
Symptomsform s
missing. Please
review and update
as appropriate.

Oct-13-2020 02:10:16 ACVOPFEINFP6000 |(b) Query 3: Closed Response satisfies

(UTC-06:00) Central (4), query

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

Oct-12-2020 11:12:54 ACVOPFEINFP6000 |(b) Query 3: Answered data has been

(UTC-06:00) Central (4), updated

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

Oct-12-2020 02:23:42 ACVOPFEINFP6000 |(b) (4), Query 3: Reissued:Opened DM: Per response

(UTC-06:00) Central (b) (6) asvisitisinitiated
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/02/2020

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Time (US & Canada)

in error, please
consider clearing all
the datain the visit
and add form level
comment "Not
applicable" inall
forms. Thank you.

Oct-09-2020 16:49:36 ACVOPFEINFPE000 |(b) Query 3: Answered unable to remove

(UTC-06:00) Central (4), date. Date entered

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

Oct-09-2020 07:59:06 ACVOPFEINFP6000 |(b) (4), Query 3: Opened Erroneous Visitis

(UTC-06:00) Central (b) (6) marked, but date of

Time (US & Canada) visitis entered.
Please check
whether other
assessments are
performed at this
visit.

Oct-09-2020 03:48:32 ACVOPFEINFPG000 |(b) (4), Query 1: Closed Response satisfies

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

Time (US & Canada)

Oct-08-2020 16:28:48 ACVOPFEINFP6000 | auto query Query 3: Candidate Erroneous Visitis

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

(autoquery)

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

Oct-08-2020 16:28:25
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

added visitin error.
wrong subject

Oct-08-2020 06:07:26
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Opened

DM: Date of Visitis
completed but Date
of Collectionin
both Nasal Swab
Self and Nasal
Swab are missing.
Please review and
update as
appropriate. Thank
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Header Text: c4591001

on Oct/02/2020

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

you.

Oct-06-2020 12:00:55 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Oct-06-2020 11:59:38 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.

Oct-06-2020 11:59:38 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.

Oct-06-2020 11:59:38 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4), Oct/2/2020

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

2. Erroneous Visit

Date L ocation User Value Reason

Mar-01-2021 16:20:31 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), ERRONEOUSVISIT

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

Mar-01-2021 16:19:30 ACVOPFEINFPE000 |(b) Data Entry: Changed

(UTC-06:00) Central 4), Information

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

Oct-08-2020 16:28:48 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4), ERRONEOUSVISIT

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

3. COVID-19 llIness Visit:

Date L ocation | User | Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

on Oct/02/2020
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Oct-06-2020 11:59:38
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(autocalc) | COVID_B
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/02/2020

Form Version: 15-Sep-2020 21:55

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Mar-01-2021 16:29:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Not Applicable
Time (US & Canada) (b) (6)
Feb-22-2021 12:41:58 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4),
Time (US & Canada) (b) (6)
Nov-03-2020 10:18:55 ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central (b) (6) query
Time (US & Canada)
Nov-02-2020 17:08:23 ACVOPFEINFP6000 |(b) Query 1: Answered updated data
(UTC-06:00) Central (4),
Time (US & Canada) (b) (6)
Nov-02-2020 16:01:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Not Applicable
Time (US & Canada) (b) (6)
Nov-02-2020 09:48:48 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Please add
(UTC-06:00) Central (b) (6) comments for N/A.
Time (US & Canada)
Oct-28-2020 11:59:17 ACVOPFEINFP6000 |(b) Data Entry: info entered for
(UTC-06:00) Central (4), wrong subject.
Time (US & Canada) (b) (6)
Oct-06-2020 12:00:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Oct/2/2020
Time (US & Canada) (b) (6)
2. Date of First Symptom Started:
Date L ocation User Value Reason
Mar-02-2021 04:13:48 | ACVOPFEINFPE000 |(b) (4), (b) Query 2: Closed Response satisfies
(UTC-06:00) Central (6) query
Time (US & Canada)
Mar-01-2021 16:29:51 | ACVOPFEINFP6000 |(b) (4), (b) Query 2: Answered updated data
(UTC-06:00) Central (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/02/2020

Form Version: 15-Sep-2020 21:55

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Time (US & Canada)

Mar-01-2021 16:29:04
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Data Entry:
Not Applicable

Initial Entry

Mar-01-2021 08:54:12
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Reissued:Opened

Please enter a
FORM LEVEL
comment (located
across from Form
Title), scroll down
and select Not
Applicable so entire
form can be
updated. For further
instruction see
section 4.10 of the
CRF Completion
Requirements

Feb-26-2021 17:45:53
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Answered

strike through was
removed, and still
unable to tic a box
for not applicablein
the form level
comment.

Feb-23-2021 05:41:35
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Reissued:Opened

DM1: Kindly
remove the strike
through datain the
bottom of the page
and then Please
amend existing
comment and add
new form level
comment with
‘Reason
Incomplete
selection 'Not
Applicable". Refer
to section 4.10 of
completion
guidelines.

Feb-22-2021 13:51:59
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Answered

unable to enter a
form level comment
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

on Oct/02/2020

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 15-Sep-2020 21:55

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

Feb-22-2021 12:42:26 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6)

Time (US & Canada)

Feb-22-2021 12:39:49 ACVOPFEINFPE000 |(b) (4), Query 2: Opened DM Q: Please enter

(UTC-06:00) Central (b) (6) aFORM LEVEL

Time (US & Canada) comment (located
across from Form
Title), scroll down
and select Not
Applicable so entire
form can be
updated. For further
instruction see
section 4.10 of the
CRF Completion
Requirements

Nov-02-2020 16:01:34 | ACVOPFEINFPS000 |((b) (4), (b) = |DataEntry: Initial Entry

(UTC-06:00) Central (6) Not Applicable

Time (US & Canada)

Oct-29-2020 06:36:31 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

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

Time (US & Canada)

Oct-28-2020 11:59:38 ACVOPFEINFP6000 | auto query Query 1: Answered data entered for

(UTC-06:00) Central (autoquery) wrong subject in

Time (US & Canada) error

Oct-28-2020 11:59:38 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: data entered for

(UTC-06:00) Central (6) wrong subject in

Time (US & Canada) error

Oct-27-2020 11:06:40 ACVOPFEINFPE000 |(b) (4), Query 1: Reissued:Opened DM: Please update

(UTC-06:00) Central (b) (6) aform level

Time (US & Canada) comment not
applicable, else
clarify.

Oct-26-2020 16:03:36 ACVOPFEINFPE000 |(b) (4), (b) Query 1: Answered visit is erroneous

(UTC-06:00) Central (6) visit

Time (US & Canada)

Oct-23-2020 03:39:56 ACVOPFEINFPE000 |(b) (4), (b) Query 1: Opened DM: Please

(UTC-06:00) Central (6) complete rest details

Time (US & Canada) on this form. Thank
you.
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/02/2020

Form Version: 15-Sep-2020 21:55

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Oct-06-2020 12:00:55 | ACVOPFEINFPE000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Oct/1/2020
Time (US & Canada)
3. Symptoms Ongoing?
Date L ocation User Value Reason
Mar-01-2021 16:29:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Not Applicable
Time (US & Canada) (b) (6)
Feb-22-2021 12:50:31 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4),
Time (US & Canada) (b) (6)
Nov-02-2020 16:01:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Not Applicable
Time (US & Canada) (b) (6)
Oct-26-2020 16:04:32 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4),
Time (US & Canada) (b) (6)
Oct-26-2020 16:01:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6)
Oct-12-2020 11:09:34 ACVOPFEINFP6000 |(b) Data Entry: not applicable
(UTC-06:00) Central (4),
Time (US & Canada) (b) (6)
Oct-06-2020 12:00:55 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6)
4a
Date L ocation User Value Reason
Mar-01-2021 16:29:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: FEVER
Time (US& Canada) (b) (6) Symptom Presen Not Applicabl
t: e

Feb-22-2021 12:56:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: FEVER
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/02/2020

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 15-Sep-2020 21:55

Audit Trail History

Form Status: Data Complete, Frozen

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Symptom Present:

*** Confidential***

FDA-CBER-2021-5683-0842910

Nov-02-2020 16:13:56 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: FEVER
Time (US & Canada) (b) (6) Symptom Presen Not Applicabl
t: e

Oct-12-2020 11:09:43 ACVOPFEINFP6000 |(b) Data Entry: not applicable
(UTC-06:00) Central (4), Symptoms: FEVER
Time (US & Canada) (b) (6) Symptom Present:
Oct-06-2020 12:00:55 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: FEVER
Time (US & Canada) (b) (6) Symptom Present: YES
4.a Symptoms:
Date L ocation User Value Reason
Oct-06-2020 12:00:55 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), FEVER
Time (US & Canada) (b) (6)
4.a Was symptom present?
Date L ocation User Value Reason
Mar-01-2021 16:29:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
Feb-22-2021 12:56:51 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (@),
Time (US & Canada) (b) (6)
Nov-02-2020 16:13:56 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
Oct-12-2020 11:09:43 ACVOPFEINFPE000 |(b) Data Entry: not applicable
(UTC-06:00) Central (4),
Time (US & Canada) (b) (6)
Oct-06-2020 12:00:55 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/02/2020

Form Version: 15-Sep-2020 21:55

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

4.b
Date L ocation User Value Reason
Mar-01-2021 16:29:04 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(L_JTC-OG:OO) Central (4), Symptoms: NEW OR INCREA
Time (US & Canada) (b) (6) SED COUGH

Symptom Not Applicable

Present:
Feb-22-2021 12:56:31 | ACVOPFEINFPS000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central @, Symptoms. NEW OR INCREA
Time (US & Canada) (b) (6) SED COUGH

Symptom

Present:
Nov-02-2020 16:15:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms. NEW OR INCREA
Time (US & Canada) (b) (6) SED COUGH

Symptom Not Applicable

Present:
Oct-12-2020 11:09:52 ACVOPFEINFPS000 |(b) Data Entry: not applicable
(UTC-06:00) Central (4), Symptoms: NEW OR INCREA
Time (US & Canada) (b) (6) SED COUGH

Symptom

Present:
Oct-06-2020 12:00:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @, Symptoms. NEW OR INCREA
Time (US & Canada) (b) (6) SED COUGH

Symptom YES

Present:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/02/2020

Form Version: 15-Sep-2020 21:55

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

4.b Symptoms;
Date L ocation User Value Reason
Oct-06-2020 12:00:55 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NEW OR INCREASED COUGH
Time (US & Canada) (b) (6)
4.b Was symptom present?
Date L ocation User Value Reason
Mar-01-2021 16:29:04 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
Feb-22-2021 12:56:31 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (@),
Time (US & Canada) (b) (6)
Nov-02-2020 16:15:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
Oct-12-2020 11:09:52 ACVOPFEINFP6000 |(b) Data Entry: not applicable
(UTC-06:00) Central (4),
Time (US & Canada) (b) (6)
Oct-06-2020 12:00:55 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6)
4.c
Date L ocation User Value Reason
Mar-01-2021 16:29:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sympto NEW OR INCREASE
Time (US & Canada) (b) (6) ms. D SHORTNESS OF B
REATH

Sympto Not Applicable

m Prese

nt:
Feb-22-2021 12:55:34 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central @, Sympto NEW OR INCREASE
Time (US & Canada) (b) (6) ms: D SHORTNESS OF B
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

on Oct/02/2020 Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
REATH
Sympto
m Prese
nt:
Nov-02-2020 16:26:02 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sympto NEW OR INCREASE
Time (US & Canada) (b) (6) ms: D SHORTNESS OF B
REATH
Sympto Not Applicable
m Prese
nt:
Oct-12-2020 11:10:01 ACVOPFEINFPE000 |(b) Data Entry: not applicable
(UTC-06:00) Central (4), Sympto NEW OR INCREASE
Time (US & Canada) (b) (6) ms: D SHORTNESS OF B
REATH
Sympto
m Prese
nt:
Oct-06-2020 12:00:55 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sympto NEW OR INCREASE
Time (US & Canada) (b) (6) ms: D SHORTNESS OF B
REATH
Sympto YES
m Prese
nt:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/02/2020

Form Version: 15-Sep-2020 21:55

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

4.c Symptoms:
Date L ocation User Value Reason
Oct-06-2020 12:00:55 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NEW OR INCREASED SHORT
Time (US & Canada) (b) (6) NESS OF BREATH
4.c Was symptom present?
Date L ocation User Value Reason
Mar-01-2021 16:29:04 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
Feb-22-2021 12:55:34 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4),
Time (US & Canada) (b) (6)
Nov-02-2020 16:26:02 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
Oct-12-2020 11:10:01 ACVOPFEINFP6000 |(b) Data Entry: not applicable
(UTC-06:00) Central (4),
Time (US & Canada) (b) (6)
Oct-06-2020 12:00:55 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), YES
Time (US & Canada) (b) (6)
4d
Date L ocation User Value Reason
Mar-01-2021 16:29:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: CHILLS
Time (US & Canada) (b) (6) Symptom Presen Not Applicabl
t: e

Feb-22-2021 12:55:00 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: CHILLS
Time (US & Canada) (b) (6) Symptom Present:
Nov-02-2020 16:26:40 ACVOPFEINFP6000 Eg; ). () Data Entry: Initial Entry
(UTC-06:00) Central Symptoms: CHILLS
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/02/2020

- Unscheduled Visit

Form Version: 15-Sep-2020 21:55

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Time (US & Canada) ® @, ®)® | symptom Presen Not Applicabl

t: e
Oct-12-2020 11:10:16 ACVOPFEINFP6000 |(b) Data Entry: not applicable
(UTC-06:00) Central (4), Symptoms: CHILLS
Time (US & Canada) (b) (6) Symptom Present:
Oct-06-2020 12:01:18 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: CHILLS
Time (US & Canada) (b) (6) Symptom Present: NO
Oct-06-2020 12:00:55 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: CHILLS
Time (US & Canada) (b) (6) Symptom Present:
4.d Symptoms:;
Date L ocation User Value Reason
Oct-06-2020 12:00:55 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), CHILLS
Time (US & Canada) (b) (6)
4.d Was symptom present?
Date L ocation User Value Reason
Mar-01-2021 16:29:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
Feb-22-2021 12:55:00 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (@),
Time (US & Canada) (b) (6)
Nov-02-2020 16:26:40 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
Oct-12-2020 11:10:16 ACVOPFEINFPE000 |(b) Data Entry: not applicable
(UTC-06:00) Central (4),
Time (US & Canada) (b) (6)
Oct-06-2020 12:01:18 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/02/2020

Form Version: 15-Sep-2020 21:55

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

4e
Date L ocation User Value Reason
Mar-01-2021 16:29:04 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptom NEW OR INCREAS
Time (US & Canada) (b) (6) S ED MUSCLE PAIN

Symptom Not Applicable

Present:
Feb-22-2021 12:54:25 ACVOPFEINFPS000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @, Symptom NEW OR INCREAS
Time (US & Canada) (b) (6) s ED MUSCLE PAIN

Symptom

Present:
Nov-02-2020 16:26:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(L_JTC-OG:OO) Central (4), Symptom NEW OR INCREAS
Time (US & Canada) (b) (6) s: ED MUSCLE PAIN

Symptom Not Applicable

Present:
Oct-12-2020 11:10:25 ACVOPFEINFPE000 |(b) Data Entry: not applicable
(L_JTC-OG:OO) Central (4), Symptom NEW OR INCREAS
Time (US & Canada) (b) (6) S ED MUSCLE PAIN

Symptom

Present:
Oct-06-2020 12:01:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @, Symptom NEW OR INCREAS
Time (US & Canada) (b) (6) s ED MUSCLE PAIN

Symptom NO

Present:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/02/2020

Form Version: 15-Sep-2020 21:55

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

4e
Date L ocation User Value Reason
Oct-06-2020 12:00:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Symptom NEW OR INCREAS
Time (US & Canada) (b) (6) s ED MUSCLE PAIN

Symptom

Present:
4.e Symptoms:
Date L ocation User Value Reason
Oct-06-2020 12:00:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NEW OR INCREASED MUSCL
Time (US & Canada) (b) (6) E PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Mar-01-2021 16:29:04 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Not Applicable
Time (US & Canada) (b) (6)
Feb-22-2021 12:54:25 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4,
Time (US & Canada) (b) (6)
Nov-02-2020 16:26:55 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrd (4), Not Applicable
Time (US & Canada) (b) (6)
Oct-12-2020 11:10:25 ACVOPFEINFPE000 |(b) Data Entry: not applicable
(UTC-06:00) Central (4),
Time (US & Canada) (b) (6)
Oct-06-2020 12:01:18 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
4f
Date L ocation User Value Reason
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Header Text: ¢4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
on Oct/02/2020 Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Mar-01-2021 16:29:04 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), a/mptoms NEW LOSS OF TA
Time (US & Canada) (b) (6) : STE OR SMELL

Symptom Not Applicable

Present:
Feb-22-2021 12:54:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), symptoms NEW LOSS OF TA
Time (US & Canada) (b) (6) : STE OR SMELL

Symptom

Present:
Nov-02-2020 16:27:14 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), symptoms NEW LOSS OF TA
Time (US & Canada) (b) (6) ; STE OR SMELL

Symptom Not Applicable

Present:
Oct-12-2020 11:10:34 ACVOPFEINFP6000 |(b) Data Entry: not applicable
(UTC-06:00) Central (4), a/mptoms NEW LOSS OF TA
Time (US & Canada) (b) (6) : STE OR SMELL

Symptom

Present:
Oct-06-2020 12:00:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), symptoms NEW LOSS OF TA
Time (US & Canada) (b) (6) : STE OR SMELL

Symptom YES

Present:
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/02/2020

- Unscheduled Visit

Form Version: 15-Sep-2020 21:55

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

4.f Symptoms:
Date L ocation User Value Reason
Oct-06-2020 12:00:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NEW LOSS OF TASTE OR SM
Time (US & Canada) (b) (6) ELL
4.f Was symptom present?
Date L ocation User Value Reason
Mar-01-2021 16:29:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
Feb-22-2021 12:54:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4),
Time (US & Canada) (b) (6)
Nov-02-2020 16:27:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Not Applicable
Time (US & Canada) (b) (6)
Oct-12-2020 11:10:34 ACVOPFEINFP6000 |(b) Data Entry: not applicable
(UTC-06:00) Central (4),
Time (US & Canada) (b) (6)
Oct-06-2020 12:00:55 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6)
49
Date L ocation User Value Reason
Mar-01-2021 16:29:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central OF Symptom NEW OR INCREAS
Time (US & Canada) (b) (6) s ED SORE THROAT

Symptom Not Applicable

Present:
Feb-22-2021 12:52:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Symptom NEW OR INCREAS
Time (US & Canada) (b) (6) s ED SORE THROAT

Symptom

Present:
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Header Text: ¢4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
on Oct/02/2020 Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Nov-02-2020 16:27:26 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4. Symptom NEW OR INCREAS
Time (US & Canada) (b) (6) s ED SORE THROAT

Symptom Not Applicable

Present:
Oct-12-2020 11:10:44 ACVOPFEINFP6000 |(b) Data Entry: not applicable
(UTC-06:00) Central (4), Symptom NEW OR INCREAS
Time (US & Canada) (b) (6) s ED SORE THROAT

Symptom

Present:
Oct-06-2020 12:01:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptom NEW OR INCREAS
Time (US & Canada) (b) (6) s ED SORE THROAT

Symptom NO

Present:
Oct-06-2020 12:00:55 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central C)) Symptom NEW OR INCREAS
Time (US & Canada) (b) (6) s: ED SORE THROAT

Symptom

Present:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/02/2020

Form Version: 15-Sep-2020 21:55

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

4.9 Symptoms:
Date L ocation User Value Reason
Oct-06-2020 12:00:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NEW OR INCREASED SORE T
Time (US & Canada) (b) (6) HROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Mar-01-2021 16:29:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
Feb-22-2021 12:52:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4),
Time (US & Canada) (b) (6)
Nov-02-2020 16:27:26 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Not Applicable
Time (US & Canada) (b) (6)
Oct-12-2020 11:10:44 ACVOPFEINFP6000 |(b) Data Entry: not applicable
(UTC-06:00) Central 4,
Time (US & Canada) (b) (6)
Oct-06-2020 12:01:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, NO
Time (US & Canada) (b) (6)
4.h
Date L ocation User Value Reason
Mar-01-2021 16:29:04 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Symptoms: DIARRHEA
Time (US & Canada) (b) (6) Symptom Prese Not Applicab

nt: le
Feb-22-2021 12:52:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: DIARRHE
Time (US & Canada) (b) (6) A

Symptom Present
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Header Text: c4591001

on Oct/02/2020

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Version: 15-Sep-2020 21:55

Audit Trail History

Form Status: Data Complete, Frozen
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

*** Confidential***

Nov-02-2020 16:27:37 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: DIARRHEA
Time (US& Canada) (b) (6) Symptom Prese Not Applicab

nt: le
Oct-26-2020 16:04:17 ACVOPFEINFPE000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), Symptoms: DIARRHE
Time (US & Canada) (b) (6) A

Symptom Present
Oct-26-2020 16:01:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: DIARRHE
Time (US & Canada) (b) (6) A

Symptom Present YES
Oct-12-2020 11:11:00 ACVOPFEINFPE000 |(b) Data Entry: not applicable
(UTC-06:00) Central 4), Symptoms: DIARRHE
Time (US & Canada) (b) (6) A

Symptom Present
Oct-06-2020 12:01:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: DIARRHE
Time (US & Canada) (b) (6) A

Symptom Present NO
Oct-06-2020 12:00:55 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: DIARRHE
Time (US & Canada) (b) (6) A

Symptom Present
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/02/2020

Form Version: 15-Sep-2020 21:55

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

4.h Symptoms:
Date L ocation User Value Reason
Oct-06-2020 12:00:55 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), DIARRHEA
Time (US & Canada) (b) (6)
4.h Was symptom present?
Date L ocation User Value Reason
Mar-01-2021 16:29:04 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
Feb-22-2021 12:52:36 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4),
Time (US & Canada) (b) (6)
Nov-02-2020 16:27:37 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
Oct-26-2020 16:04:17 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (),
Time (US & Canada) (b) (6)
Oct-26-2020 16:01:04 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6)
Oct-12-2020 11:11:00 ACVOPFEINFPE000 |(b) Data Entry: not applicable
(UTC-06:00) Central (@),
Time (US & Canada) (b) (6)
Oct-06-2020 12:01:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
4.
Date L ocation User Value Reason
Mar-01-2021 16:29:04 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: VOMITING
Time (US & Canada) (b) (6) Symptom Prese Not Applicab
nt: le
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Header Text: c4591001

on Oct/02/2020

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Version: 15-Sep-2020 21:55

Audit Trail History

Form Status: Data Complete, Frozen

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

Feb-22-2021 12:51:52 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: VOMITIN
Time (US & Canada) (b) (6) G

Symptom Present
Nov-02-2020 16:14:56 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: VOMITING
Time (US & Canada) (b) (6) Symptom Prese Not Applicab

nt: le
Oct-26-2020 16:04:53 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), Symptoms: VOMITIN
Time (US & Canada) (b) (6) G

Symptom Present
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/02/2020

Form Version: 15-Sep-2020 21:55

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

Form Status: Data Complete, Frozen
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

4.
Date L ocation User Value Reason
Oct-26-2020 16:01:04 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: VOMITIN
Time (US & Canada) (b) (6) G

Symptom Present YES
Oct-12-2020 11:11:12 ACVOPFEINFPE000 |(b) Data Entry: not applicable
(UTC-06:00) Central (4), Symptoms: VOMITIN
Time (US & Canada) (b) (6) G

Symptom Present
Oct-06-2020 12:01:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: VOMITIN
Time (US & Canada) (b) (6) G

Symptom Present NO
Oct-06-2020 12:00:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: VOMITIN
Time (US & Canada) (b) (6) G

Symptom Present
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/02/2020

Form Version: 15-Sep-2020 21:55

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

4.i Symptoms:
Date L ocation User Value Reason
Oct-06-2020 12:00:55 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), VOMITING
Time (US & Canada) (b) (6)
4.i Was symptom present?
Date L ocation User Value Reason
Mar-01-2021 16:29:04 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
Feb-22-2021 12:51:52 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4),
Time (US & Canada) (b) (6)
Nov-02-2020 16:14:56 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
Oct-26-2020 16:04:53 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (),
Time (US & Canada) (b) (6)
Oct-26-2020 16:01:04 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6)
Oct-12-2020 11:11:12 ACVOPFEINFPE000 |(b) Data Entry: not applicable
(UTC-06:00) Central (4),
Time (US & Canada) (b) (6)
Oct-06-2020 12:01:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
5a
Date L ocation User Value Reason
Mar-01-2021 16:28:47 | ACVOPFEINFP6000 |(b) Data Entry: visit is erroneous
(UTC-06:00) Central (4), Symptoms - Other:
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/02/2020

Form Version: 15-Sep-2020 21:55

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Mar-01-2021 16:00:06 ACVOPFEINFPE000 |(b) Data Entry: Changed
(UTC-06:00) Central (4), Symptoms - Other: headache | Information
Time (US & Canada) (b) (6)
Mar-01-2021 15:59:21 | ACVOPFEINFP6000 |(b) Data Entry: delete, data entered
(UTC-06:00) Central (4), Symptoms- Other: headache | inerror
Time (US & Canada) (b) (6) (DELETED)
Feb-25-2021 17:24:32 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), Symptoms - Other: headache
Time (US & Canada) (b) (6)
Feb-25-2021 17:18:10 ACVOPFEINFPE000 |(b) Data Entry: Changed
(UTC-06:00) Central (4), Symptoms - Other: headache | Information
Time (US & Canada) (b) (6) (DELETED)
Feb-23-2021 11:13:29 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), Symptoms - Other : headache
Time (US & Canada) (b) (6)
Feb-23-2021 11:12:51 ACVOPFEINFPG000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), Symptoms - Other: headache |(DELETED)
Time (US & Canada) (b) (6)
Feb-23-2021 11:12:16 ACVOPFEINFP6000 |(b) Data Entry: resolving query
(UTC-06:00) Central 4), Symptoms - Other: headache
Time (US & Canada) (b) (6)
Oct-26-2020 16:04:04 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), Symptoms - Other: headache | (DELETED)
Time (US & Canada) (b) (6)
Oct-26-2020 16:01:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms - Other: headache
Time (US & Canada) (b) (6)
5.a Symptoms - Other Text:
Date L ocation User Value Reason
Mar-01-2021 16:28:47 ACVOPFEINFP6000 |(b) Data Entry: visit is erroneous
(UTC-06:00) Central 4),
Time (US & Canada) (b) (6)
Mar-01-2021 16:00:06 | ACVOPFEINFPG6000 |(b) Data Entry: Changed
(UTC-06:00) Central 4), headache Information
Time (US & Canada) (b) (6)
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Header Text: c4591001

on Oct/02/2020

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 15-Sep-2020 21:55

Audit Trail History

Form Status: Data Complete, Frozen

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

Mar-01-2021 15:59:21 | ACVOPFEINFP6000 |(b) Data Entry: delete, data entered
(UTC-06:00) Central (4), headache in error
Time (US & Canada) (b) (6) (DELETED)
Feb-25-2021 17:24:32 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), headache
Time (US & Canada) (b) (6)
Feb-25-2021 17:18:10 ACVOPFEINFPE000 |(b) Data Entry: Changed
(UTC-06:00) Central (4), headache Information
Time (US & Canada) (b) (6) (DELETED)
Feb-23-2021 11:13:29 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), headache
Time (US & Canada) (b) (6)
Feb-23-2021 11:12:51 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), headlashe (DELETED)
Time (US & Canada) (b) (6)
Feb-23-2021 11:12:16 ACVOPFEINFP6000 |(b) Data Entry: resolving query
(UTC-06:00) Central (4), headache
Time (US & Canada) (b) (6)
Oct-26-2020 16:04:04 ACVOPFEINFPG000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), headache (DELETED)
Time (US & Canada) (b) (6)
Oct-26-2020 16:01:11 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), headache
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/02/2020

Form Version: 15-Sep-2020 21:53

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

la
Date L ocation User Value Reason
Nov-03-2020 12:36:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Type of Practitioner: SPECIA
Time (US & Canada) (b) (6) LIST

Occurrence of Visits Not Appli

or Contacts: cable
Nov-02-2020 15:03:35 ACVOPFEINFPE000 |(b) Data Entry: N/A visitis
(UTC-06:00) Central (4), Type of Practitioner: SPECIA | €rroneous
Time (US & Canada) (b) (6) LIST

Occurrence of Visits

or Contacts:
Oct-23-2020 17:43:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Type of Practitioner: SPECIA
Time (US & Canada) (b) (6) LIST

Occurrence of Visits NO

or Contacts:
Oct-12-2020 11:11:29 ACVOPFEINFP6000 |(b) Data Entry: not applicable
(UTC-06:00) Central (4), Type of Practitioner: SPECIA
Time (US & Canada) (b) (6) LIST

Occurrence of Visits

or Contacts:
Oct-08-2020 15:24:28 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Type of Practitioner: SPECIA
Time (US & Canada) (b) (6) LIST

Occurrence of Visits NO

or Contacts:
1l.aPhysician or Healthcare Professional:
Date L ocation User Value Reason
Oct-08-2020 15:24:28 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), SPECIALIST
Time (US & Canada) (b) (6)
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Header Text: c4591001

on Oct/02/2020

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 15-Sep-2020 21:53

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

1.a Occurrence of Visits or Contacts:

*** Confidential***

Date L ocation User Value Reason

Nov-03-2020 12:36:43 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4), Not Applicable

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

Nov-02-2020 15:03:35 ACVOPFEINFPE000 |(b) Data Entry: N/A visitis

(UTC-06:00) Central (4), erroneous

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

Oct-24-2020 07:31:15 ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies

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

Time (US & Canada)

Oct-23-2020 17:43:39 ACVOPFEINFP6000 | auto query Query 1. Answered Initial Entry

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Oct-23-2020 17:43:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4), NO

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

Oct-23-2020 03:40:54 | ACVOPFEINFP6000 |(b) (4), (b) | Query 1: Opened DM: Kindly

(UTC-06:00) Central (6) consider to update

Time (US & Canada) thisform if require
else mark as Not
applicable by
selecting form level
comment. Thank
youl.

Oct-12-2020 11:11:29 ACVOPFEINFPE000 |(b) Data Entry: not applicable

(UTC-06:00) Central 4),

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

Oct-08-2020 15:24:28 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), NO

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

1b

Date L ocation User Value Reason

Nov-03-2020 12:36:43 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Type of Practition EMERGEN

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

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/02/2020

Form Version: 15-Sep-2020 21:53

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Occurrence of Vis Not Applica

itsor Contacts. hle
Nov-02-2020 15:04:10 | ACVOPFEINFP6000 |(b) Data Entry: visit is erroneous
(UTC-06:00) Central (4), Type of Practition EMERGEN
Time (US & Canada) (b) (6) er: CY ROOM

Occurrence of Vis

itsor Contacts:
Oct-23-2020 17:43:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Type of Practition EMERGEN
Time (US & Canada) (b) (6) er: CY ROOM

Occurrence of Vis NO

itsor Contacts:
Oct-12-2020 11:11:39 ACVOPFEINFPE000 |(b) Data Entry: not applicable
(UTC-06:00) Central (4), Type of Practition EMERGEN
Time (US & Canada) (b) (6) er: CY ROOM

Occurrenceof Vis

itsor Contacts:
Oct-08-2020 15:24:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(QTC-OGZOO) Central (4), Type of Practition EMERGEN
Time (US & Canada) (b) (6) er: CY ROOM

Occurrence of Vis NO

itsor Contacts:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/02/2020

Form Version: 15-Sep-2020 21:53

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

1.b Physician or Healthcare Professional:

Date L ocation User Value Reason
Oct-08-2020 15:24:28 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), EMERGENCY ROOM

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

1.b Occurrence of Visits or Contacts:

Date L ocation User Value Reason
Nov-03-2020 12:36:43 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable

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

Nov-02-2020 15:04:10 ACVOPFEINFPE000 |(b) Data Entry: visit is erroneous
(UTC-06:00) Central (4),

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

Oct-23-2020 17:43:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO

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

Oct-12-2020 11:11:39 ACVOPFEINFP6000 |(b) Data Entry: not applicable
(UTC-06:00) Central (4),

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

Oct-08-2020 15:24:28 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO

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

1.c

Date L ocation User Value Reason
Nov-03-2020 12:36:43 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Typeof Practiti PRIMARY CA

Time (US & Canada) (b) (6) oner: RE PHYSICIA

N

Occurrenceof Not Applicable
Visitsor Conta

cts.
Nov-02-2020 15:04:26 | ACVOPFEINFP6000 |{(b) Data Entry: visit is erroneous
(UTC-06:00) Central @, Type of Practiti PRIMARY CA
Time (US & Canada) (b) (6) oner: RE PHYSICIA
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/02/2020

Form Version: 15-Sep-2020 21:53

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

N
Occurrence of
Visitsor Conta
cts:
Oct-23-2020 17:43:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Type of Practiti PRIMARY CA
Time (US & Canada) (b) (6) oner: RE PHYSICIA
N
Occurrenceof NO
Visitsor Conta
cts:
Oct-12-2020 11:11:51 ACVOPFEINFPE000 |(b) Data Entry: not applicable
(UTC-06:00) Central 4, Type of Practiti PRIMARY CA
Time (US & Canada) (b) (6) oner: RE PHYSICIA
N
Occurrence of
Visitsor Conta
cts:
Oct-08-2020 15:24:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Type of Practiti PRIMARY CA
Time (US & Canada) (b) (6) oner: RE PHYSICIA
N
Occurrenceof NO
Visitsor Conta
cts:
Oct-08-2020 15:24:28 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Type of Practiti PRIMARY CA
Time (US & Canada) (b) (6) oner: RE PHYSICIA
N
Occurrence of
Visitsor Conta
cts:
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Header Text: c4591001

on Oct/02/2020

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 15-Sep-2020 21:53

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

1.c Physician or Healthcare Professional:

*** Confidential***

Date L ocation User Value Reason
Oct-08-2020 15:24:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), PRIMARY CARE PHYSICIAN
Time (US & Canada) (b) (6)
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-03-2020 12:36:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
Nov-02-2020 15:04:26 ACVOPFEINFP6000 |(b) Data Entry: visit is erroneous
(UTC-06:00) Central 4),
Time (US & Canada) (b) (6)
Oct-23-2020 17:43:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
Oct-12-2020 11:11:51 ACVOPFEINFP6000 |(b) Data Entry: not applicable
(UTC-06:00) Central (4),
Time (US & Canada) (b) (6)
Oct-08-2020 15:24:40 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
1d
Date L ocation User Value Reason
Nov-03-2020 12:36:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Type of Practitioner URGENT
Time (US & Canada) (b) (6) : CARE

Occurrence of Visits Not Appli

or Contacts: cable
Nov-02-2020 15:04:48 ACVOPFEINFP6000 |(b) Data Entry: visit is erroneous
(UTC-06:00) Central (4), Type of Practitioner URGENT
Time (US & Canada) (b) (6) : CARE

Occurrence of Visits

or Contacts:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Oct/02/2020

Form Version: 15-Sep-2020 21:53
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Oct-23-2020 17:43:39 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Type of Practitioner URGENT
Time (US & Canada) (b) (6) : CARE

Occurrence of Visits NO

or Contacts:
Oct-12-2020 11:12:00 ACVOPFEINFPGE000 |(b) Data Entry: not applicable
(UTC-06:00) Central (4), Type of Practitioner URGENT
Time (US & Canada) (b) (6) : CARE

Occurrence of Visits

or Contacts:
Oct-08-2020 15:24:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central OF Typeof Practit URGENT CAR
Time (US & Canada) (b) (6) ioner: E

Occurrenceof YES

Visitsor Conta Number of Vis

cts: its or Contact

[
1
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/02/2020

Form Version: 15-Sep-2020 21:53

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Oct-08-2020 15:24:28 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), URGENT CARE
Time (US & Canada) (b) (6)
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-03-2020 12:36:43 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
Nov-02-2020 15:04:48 ACVOPFEINFP6000 |(b) Data Entry: visit is erroneous
(UTC-06:00) Central (@),
Time (US & Canada) (b) (6)
Oct-23-2020 17:43:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
Oct-12-2020 11:12:00 ACVOPFEINFP6000 |(b) Data Entry: not applicable
(UTC-06:00) Central (4),
Time (US & Canada) (b) (6)
Oct-08-2020 15:24:28 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), YES
Time (US & Canada) (b) (6) Number of Misits or Contacts:
1
le
Date L ocation User Value Reason
Nov-03-2020 12:36:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Type of Practiti TELEPHONE
Time (US & Canada) (b) (6) oner: CONSULTATI
ON

Occurrenceof Not Applicable

Visitsor Conta

cts:
Nov-02-2020 15:05:45 ACVOPFEINFP6000 |(b) (4), Data Entry: visit is erroneous
(UTC-06:00) Central (b) (6)

Page 595 of 734

*** Confidential***

FDA-CBER-2021-5683-0842936



090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/02/2020

Form Version: 15-Sep-2020 21:53
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Time (US & Canada)

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

Type of Practiti TELEPHONE

oner: CONSULTATI
ON

Occurrence of

Visitsor Conta

cts:
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Header Text: c4591001

on Oct/02/2020

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 15-Sep-2020 21:53

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Back to Form

*** Confidential***

FDA-CBER-2021-5683-0842938

le
Date L ocation User Value Reason
Oct-23-2020 17:43:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Type of Practit TELEPHONE
Time (US & Canada) (b) (6) ioner: CONSULTATI
ON
Occurrenceof NO
Visitsor Conta
cts:
Oct-12-2020 11:12:09 | ACVOPFEINFP6000 | (b) Data Entry: not applicable
(UTC-06:00) Central @, Type of Practit TELEPHONE
Time (US & Canada) (b) (6) ioner: CONSULTATI
ON
Occurrence of
Visitsor Conta
cts
Oct-08-2020 15:24.28 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Type of Practit TELEPHONE
Time (US & Canada) (b) (6) ioner: CONSULTATI
ON
Occurrenceof NO
Visitsor Conta
cts.
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/02/2020

Form Version: 15-Sep-2020 21:53

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

1.e Physician or Healthcare Professional:

Date L ocation User Value Reason
Oct-08-2020 15:24:28 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), TELEPHONE CONSULTATION

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

1.e Occurrence of Visits or Contacts:

Date L ocation User Value Reason
Nov-03-2020 12:36:43 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable

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

Nov-02-2020 15:05:45 | ACVOPFEINFP6000 |(b) Data Entry: visit is erroneous
(UTC-06:00) Central (4),

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

Oct-23-2020 17:43:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO

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

Oct-12-2020 11:12:09 ACVOPFEINFP6000 |(b) Data Entry: not applicable
(UTC-06:00) Central (4),

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

Oct-08-2020 15:24:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO

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

1f

Date L ocation User Value Reason
Nov-03-2020 12:36:43 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

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

(4),
(b) (6)

Type of Practitioner OTHER

Occurrence of Visits Not Appl

or Contacts: icable
Nov-02-2020 15:05:56 | ACVOPFEINFP6000 |(b) Data Entry: visit is erroneous
(UTC-06:00) Central (4), Typeof Practitioner:  OTH
Time (US & Canada) (b) (6) ER
Occurrence of Visitsor
Contacts:
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Header Text: c4591001

on Oct/02/2020

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 15-Sep-2020 21:53

Form Status: Data Complete, Frozen, Verified

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

Oct-23-2020 17:43:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Typeof Practitioner: ~ OTH
Time (US & Canada) (b) (6) ER

Occurrenceof Visitsor NO

Contacts:
Oct-12-2020 11:12:19 ACVOPFEINFP6000 |(b) Data Entry: not applicable
(UTC-06:00) Central 4), Typeof Practitioner:  OTH
Time (US & Canada) (b) (6) ER

Occurrence of Visitsor

Contacts:
Oct-08-2020 15:24:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Typeof Practitioner: ~ OTH
Time (US & Canada) (b) (6) ER

Occurrence of Visitsor NO

Contacts:
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/02/2020

- Unscheduled Visit

Form Version: 15-Sep-2020 21:53

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

1.f Physician or Healthcare Professional:

Date L ocation User Value Reason
Oct-08-2020 15:24:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), OTHER
Time (US & Canada) (b) (6)
1.f Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Nov-03-2020 12:36:43 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
Nov-02-2020 15:05:56 | ACVOPFEINFP6000 |(b) Data Entry: visit is erroneous
(UTC-06:00) Central 4),
Time (US & Canada) (b) (6)
Oct-23-2020 17:43:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, NO
Time (US & Canada) (b) (6)
Oct-12-2020 11:12:19 ACVOPFEINFP6000 |(b) Data Entry: not applicable
(UTC-06:00) Central 4,
Time (US & Canada) (b) (6)
Oct-08-2020 15:24:28 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, NO
Time (US & Canada) (b) (6)
2. Other Type of Practitioner Specify:
Date L ocation User Value Reason
Nov-03-2020 12:36:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
3. Hasthe subject been hospitalized due to potential COVID-19 illness?
Date L ocation User Value Reason
Nov-03-2020 16:05:29 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central (b) (6) query
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Oct/02/2020

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Nov-03-2020 12:38:55 | ACVOPFEINFP6000 |(b) Query 1: Answered updated data

(UTC-06:00) Central 4),

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

Nov-03-2020 12:36:43 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central @), Not Applicable

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

Nov-03-2020 10:18:40 | ACVOPFEINFP6000 |(b) (4), Query 1: Reissued:Opened Please add FORM

(UTC-06:00) Central (b) (6) level comment of

Time (US & Canada) N/A for each data
point

Nov-02-2020 15:06:09 ACVOPFEINFP6000 | auto query Query 1. Answered visit is erroneous

(UTC-06:00) Centrad (autoquery)

Time (US & Canada)

Nov-02-2020 15:06:09 | ACVOPFEINFP6000 |(b) Data Entry: visit is erroneous

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

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

Nov-02-2020 09:49:19 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened Please add

(UTC-06:00) Central (b) (6) comments for N/A

Time (US & Canada) for al data on this
page asvisitis
erroneous

Oct-23-2020 17:43:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central @), NO

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

Oct-12-2020 11:12:27 ACVOPFEINFP6000 |(b) Data Entry: not applicable

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

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

Oct-08-2020 15:24:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central @), NO

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

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Oct/21/2020

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Nov-03-2020 05:38:27 | ACVOPFEINFP6000 |(b) Query 3: Closed Query closed asite
(UTC-06:00) Central (4), response, updated
Time (US & Canada) (b) (6) PD tracker
Nov-02-2020 17:21:45 | ACVOPFEINFP6000 |(b) (4), (b) Query 3: Answered Site has not
(UTC-06:00) Central (6) received swab.
Time (US & Canada) Sample collection
is past 4 days of the
last symptom'’s
resolution.
Nov-02-2020 01:30:21 | ACVOPFEINFPG6000 |(b) (4), Query 3: Opened Dateof Visitis
(UTC-06:00) Central (b) (6) completed but Date
Time (US & Canada) of Collectionin
both Nasal Swab
Self and Nasal
Swab are missing.
Please review and
update as
appropriate.
Oct-29-2020 17:07:51 ACVOPFEINFP6000 | auto query Query 3: 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.
Oct-29-2020 06:37:25 ACVOPFEINFP6000 |(b) (4), Query 3: Reissued:Candidate Will wait for swab
(UTC-06:00) Central (b) (6) data
Time (US & Canada)
Oct-28-2020 13:41:48 ACVOPFEINFP6000 |(b) (4), (b) Query 3: Answered subject has not
(UTC-06:00) Central (6) returned swab.
Time (US & Canada) caled to remind to
send swab.
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Header Text: c4591001

on Oct/21/2020

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

Oct-28-2020 08:08:13 ACVOPFEINFPE000 |(b) (4), Query 3: Opened Date of Visitis

(UTC-06:00) Central (b) (6) completed but Date

Time (US & Canada) of Collectionin
both Nasal Swab
Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Oct-26-2020 16:05:41 ACVOPFEINFP6000 | auto query Query 3: 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.

Oct-25-2020 13:04:04 ACVOPFEINFPE000 |(b) Query 1: Closed Response satisfies

(UTC-06:00) Central (ﬁ)' query

Time (US & Canada) 562

Oct-23-2020 17:19:46 ACVOPFEINFPE000 |(b) (4), (b) Query 1: Answered nasal swab has not

(UTC-06:00) Central (6) been received at

Time (US & Canada) site

Oct-23-2020 02:52:30 ACVOPFEINFPE000 |(b) (4), (b) Query 1: Reissued:Opened DM1: Both the

(UTC-06:00) Central (6) CRFsare

Time (US & Canada) incomplete. Please
complete the Nasal
Swab Self and
Nasal Swab CRF as
applicable, else
clarify

Oct-22-2020 10:08:13 ACVOPFEINFPG000 |(b) (4), Query 1: Answered Origina valueis

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

Time (US & Canada)

Oct-22-2020 09:59:18 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Date of Visitis

(UTC-06:00) Central (b) (6) completed but Date

Time (US & Canada) of Collectionin
both Nasal Swab
Self and Nasal
Swab are missing.
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Oct/21/2020

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Please review and
update as
appropriate.

Oct-21-2020 16:56:08 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Oct-21-2020 16:54:50 ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis

(UTC-06:00) Central (autoquery) completed but Date

Time (US & Canada) of Assessment in
the Signs and
Symptomsformis
missing. Please
review and update
as appropriate.

Oct-21-2020 16:54:50 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.

Oct-21-2020 16:54:50 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Oct/21/2020

Time (US & Canada)

3. COVID-19 llIness Visit:

Date L ocation User Value Reason

Oct-21-2020 16:54:50 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

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

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 3
on Oct/21/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Assessment:
Date L ocation User Value Reason
Oct-21-2020 16:56:08 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Oct/21/2020
Time (US & Canada) (b) (6)
2. Date of First Symptom Started:
Date L ocation User Value Reason
Oct-21-2020 16:56:08 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Oct/19/2020
Time (US & Canada) (b) (6)
3. Symptoms Ongoing?
Date L ocation User Value Reason
Oct-21-2020 16:56:08 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6) Date of Last Symptom Resolved
Oct/21/2020

4.a
Date L ocation User Value Reason
Oct-21-2020 16:56:08 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: FEVER
Time (US & Canada) (b) (6) Symptom Present: NO
4.a Symptoms:
Date L ocation User Value Reason
Oct-21-2020 16:56:08 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), FEVER
Time (US & Canada) (b) (6)
4.a Was symptom present?
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Oct/21/2020

Form Version: 10-Oct-2020 16:02

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Date L ocation User Value Reason
Oct-21-2020 16:56:08 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
4.b
Date L ocation User Value Reason
Oct-21-2020 16:56:08 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Symptoms. NEW OR INCREA
Time (US & Canada) (b) (6) SED COUGH

Symptom NO

Present:
4.b Symptoms:;
Date L ocation User Value Reason
Oct-21-2020 16:56:08 ACVOPFEINFPE000 (@@ ®@® Data Entry: Initial Entry
(UTC-06:00) Central NEW OR INCREASED COUGH
Time (US & Canada)
4.b Was symptom present?
Date L ocation User Value Reason
Oct-21-2020 16:56:08 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
4.c
Date L ocation User Value Reason
Oct-21-2020 16:56:08 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Sympto NEW OR INCREASE
Time (US & Canada) (b) (6) ms: D SHORTNESS OF B

REATH

Sympto NO

m Prese

nt:
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Header Text: c4591001

Visit: POT_COVID_ILL 3
on Oct/21/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

4.c Symptoms:
Date L ocation User Value Reason
Oct-21-2020 16:56:08 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NEW OR INCREASED SHORT
Time (US & Canada) (b) (6) NESS OF BREATH
4.c Was symptom present?
Date L ocation User Value Reason
Oct-21-2020 16:56:08 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
4d
Date L ocation User Value Reason
Oct-21-2020 16:56:08 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(L'JTC-OGZOO) Central (4), Symptoms: CHILLS
Time (US & Canada) (b) (6) Symptom Present: NO
4.d Symptoms:
Date L ocation User Value Reason
Oct-21-2020 16:56:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), CHILLS
Time (US & Canada) (b) (6)
4.d Was symptom present?
Date L ocation User Value Reason
Oct-21-2020 16:56:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), NO
Time (US & Canada) (b) (6)
4.e
Date L ocation User Value Reason
Oct-21-2020 16:56:08 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Symptom NEW OR INCREAS
Time (US & Canada) (b) (6) s: ED MUSCLE PAIN
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Oct/21/2020

Form Version: 10-Oct-2020 16:02

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Symptom NO

Present:
4.e Symptoms:
Date L ocation User Value Reason
Oct-21-2020 16:56:08 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NEW OR INCREASED MUSCL
Time (US & Canada) (b) (6) E PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Oct-21-2020 16:56:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
4f
Date L ocation User Value Reason
Oct-21-2020 16:56:08 ACVOPFEINFPE000 (@@ ®@® Data Entry: 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
Oct-21-2020 16:56:08 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NEW LOSS OF TASTE OR SME
Time (US & Canada) (b) (6) LL
4.f Was symptom present?
Date L ocation User Value Reason
Oct-21-2020 16:56:08 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
49
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Header Text: ¢4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
on Oct/21/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Date L ocation User Value Reason
Oct-21-2020 16:56:08 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Symptom NEW OR INCREAS
Time (US & Canada) (b) (6) s ED SORE THROAT

Symptom NO

Present:
4.g Symptoms:
Date L ocation User Value Reason
Oct-21-2020 16:56:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NEW OR INCREASED SORE T
Time (US & Canada) (b) (6) HROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Oct-21-2020 16:56:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
4.h
Date L ocation User Value Reason
Oct-21-2020 16:56:08 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: DIARRHEA
Time (US& Canada) (b) (6) Symptom Present: YES
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Header Text: c4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Oct/21/2020 Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

4.h Symptoms:

Date L ocation User Value Reason
Oct-21-2020 16:56:08 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), DIARRHEA

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

4.h Was symptom present?

Date L ocation User Value Reason
Oct-21-2020 16:56:08 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES

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

4.

Date L ocation User Value Reason
Oct-21-2020 16:56:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: VOMITING

Time (US & Canada) (b) (6) Symptom Present: YES

4.i Symptoms:

Date L ocation User Value Reason
Oct-21-2020 16:56:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), VOMITING

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

4.i Was symptom present?

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Date L ocation User Value Reason
Oct-21-2020 16:56:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), YES
Time (US & Canada) (b) (6)
5a
Date L ocation User Value Reason
Oct-21-2020 16:56:19 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms - Other: headache
Time (US & Canada) (b) (6)
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Header Text: c4591001

on Oct/21/2020

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Version: 10-Oct-2020 16:02

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

5.a Symptoms - Other Text:

*** Confidential***

Date L ocation User Value Reason
Oct-21-2020 16:56:19 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), headache
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Oct/21/2020

Form Version: 06-Jul-2020 21:54

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason

Oct-29-2020 09:53:37 ACVOPFEINFP6000 |®@® @6 Query 1: Closed Response satisfies

(UTC-06:00) Central query

Time (US & Canada)

Oct-28-2020 12:02:54 ACVOPFEINFP6000 |(b) Query 1: Answered updated data

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

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

Oct-28-2020 12:00:13 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Done

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

Oct-28-2020 07:18:54 ACVOPFEINFP6000 |(b) (4), Query 1: Reissued:Opened Please enter form

(UTC-06:00) Centra (b) (6) level comment of

Time (US & Canada) Not Done

Oct-26-2020 16:13:09 ACVOPFEINFPE000 |(b) Query 1. Answered NA-no non study

(UTC-06:00) Central @), covid test reported

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

Oct-26-2020 16:07:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central @), Not Applicable

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

Oct-26-2020 08:27:10 ACVOPFEINFP6000 |(b) (4), Query 1. Reissued:Opened Thispageisfor

(UTC-06:00) Central (b) (6) non-study COVID

Time (US & Canada) tests. Please either
add information if
subject has taken a
COVID test or enter
N/A if no non-study
COVID test has
been reported.

Oct-23-2020 17:44:48 ACVOPFEINFP6000 |(b) Query 1. Answered have not received

(UTC-06:00) Central (4), swab

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

Oct-22-2020 10:45:00 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Please complete

(UTC-06:00) Central (b) (6) page as apporpriate

Time (US & Canada)
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Header Text: c4591001

on Oct/21/2020

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form Version: 06-Jul-2020 21:54

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

2. Specimen Type:
Date L ocation User Value Reason
Oct-28-2020 12:02:36 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
3. Specimen Collection Location:
Date L ocation User Value Reason
Oct-28-2020 12:02:36 ACVOPFEINFPE000 (@@ ®® Data Entry: Initial Entry
(UTC-06:00) Central Not Done
Time (US & Canada)
4. Assay Code and Description:
Date L ocation User Value Reason
Oct-28-2020 12:02:36 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5. Device Type:
Date L ocation User Value Reason
Oct-28-2020 12:02:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
6. Trade Name:
Date L ocation User Value Reason
Oct-28-2020 12:02:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
7. Test Result:
Date L ocation User Value Reason
Oct-28-2020 12:02:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

on Oct/21/2020
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

8. Comments/Findings/Details:

Date L ocation User Value Reason
Oct-28-2020 12:02:36 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
9. Trade Name Other, Specify:
Date L ocation User Value Reason
Oct-28-2020 12:02:36 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Oct/21/2020

eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Data Origin

Date L ocation User Value Reason
Oct-29-2020 17:07:51 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason
Oct-29-2020 17:07:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | NASAL_SWAB_SELF

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Oct-29-2020 17:07:51 | ACVOPFEINFP6000 | Darrell Data Entry: Initial Entry
(UTC-06:00) Central Herrington NO

Time (US & Canada) (b) 4

Oct-28-2020 07:20:51
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Response satisfies
query

Oct-26-2020 16:08:40
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

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

Query 1: Answered

subject called to
remind to send seif
swab

Oct-26-2020 08:45:51
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) |Query 1: Reissued:Opened

Please follow up
with subject today
and complete as
appropriate. Please
stress the
importance of
collecting the swab
in atimely manner.

Oct-23-2020 17:46:22 | ACVOPFEINFPS000 |(b) (4), (b) Query 1: Answered swab has not been
(UTC-06:00) Central (6) received
Time (US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

on Oct/21/2020 eCRF Audit Trail History

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

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Oct-23-2020 11:17:13 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Opened please complete
(UTC-06:00) Central page with

Time (US & Canada) applicable

information

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

Date L ocation User Value Reason
Nov-02-2020 16:28:39 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-06:00) Central 4, subject did not perform self swab
Time (US & Canada) (b) (6) within 4 days of symptom resolut
ion.

Oct-21-2020 16:56:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), subject to have swab brought to s
Time (US & Canada) (b) (6) ite
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Oct/21/2020

Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Data Origin

Date L ocation User Value Reason

Oct-26-2020 16:05:41 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

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

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Oct-26-2020 16:05:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Oct-28-2020 07:19:56 ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies

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

Time (US & Canada)

Oct-26-2020 16:05:41 ACVOPFEINFP6000 | auto query Query 1: Answered Initial Entry

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Oct-26-2020 16:05:41 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), NO

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

Oct-26-2020 08:28:19 ACVOPFEINFPG000 |(b) (4), Query 1: Reissued:Opened If subject is going to

(UTC-06:00) Central (b) (6) complete self-swab,

Time (US & Canada) please complete this
site-collected swab
page as 'No' and
please enter
comment as
required.

Oct-23-2020 17:40:10 ACVOPFEINFPE000 |(b) Query 1: Answered called subject to

(UTC-06:00) Central (4), remind of self swab

Time (US & Canada) (b) (6) return. Will update
once received
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Header Text: c4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

on Oct/21/2020 Audit Trail History

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

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Oct-22-2020 10:44:43 ACVOPFEINFPE000 |(b) (4), Query 1: Opened Please complete
(UTC-06:00) Central (b) (6) page as appropriate

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
Oct-26-2020 16:05:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), subject to complete self swab
Time (US & Canada) (b) (6)
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Header Text: c4591001

on Oct/21/2020

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - 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: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

FDA-CBER-2021-5683-0842960

la
Date L ocation User Value Reason
Oct-21-2020 16:57:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Type of Practitioner: SPECIA
Time (US & Canada) (b) (6) LIST

Occurrenceof Visits NO

or Contacts:
1.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Oct-21-2020 16:57:16 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), SPECIALIST
Time (US & Canada) (b) (6)
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Oct-21-2020 16:57:16 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
1b
Date L ocation User Value Reason
Oct-21-2020 16:57:16 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Type of Practition EMERGEN
Time (US & Canada) (b) (6) er: CY ROOM

Occurrence of Vis NO

itsor Contacts:
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Header Text: c4591001

Visit: POT_COVID_ILL 3
on Oct/21/2020

Form Version: 10-Oct-2020 15:59

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

- Unscheduled Visit

Form Status: Data Complete, Frozen, Verified

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

1.b Physician or Healthcare Professional:

Date L ocation User Value Reason
Oct-21-2020 16:57:16 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), EMERGENCY ROOM
Time (US & Canada) (b) (6)
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Oct-21-2020 16:57:16 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
1.c
Date L ocation User Value Reason
Oct-21-2020 16:57:16 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Type of Practiti PRIMARY CA
Time (US & Canada) (b) (6) oner: RE PHYSICIA
N

Occurrenceof NO

Visitsor Conta

cts:
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Oct-21-2020 16:57:16 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), PRIMARY CARE PHYSICIAN
Time (US & Canada) (b) (6)
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Oct-21-2020 16:57:16 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
1d
Date L ocation User Value Reason
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Header Text: c4591001

on Oct/21/2020

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Version: 10-Oct-2020 15:59

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

*** Confidential***

FDA-CBER-2021-5683-0842962

Oct-21-2020 16:57:16 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Type of Practitioner URGENT
Time (US & Canada) (b) (6) : CARE

Occurrence of Visits NO

or Contacts:
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Oct-21-2020 16:57:16 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), URGENT CARE
Time (US & Canada) (b) (6)
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Oct-21-2020 16:57:16 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
le
Date L ocation User Value Reason
Oct-21-2020 16:57:16 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Type of Practiti TELEPHONE
Time (US & Canada) (b) (6) oner: CONSULTATI

ON

Occurrenceof NO

Visitsor Conta

cts.
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Header Text: c4591001

Visit: POT_COVID_ILL 3
on Oct/21/2020

Form Version: 10-Oct-2020 15:59

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

- Unscheduled Visit  Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

1.e Physician or Healthcare Professional:

Date L ocation User Value Reason
Oct-21-2020 16:57:16 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), TELEPHONE CONSULTATION
Time (US & Canada) (b) (6)
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Oct-21-2020 16:57:16 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
1f
Date L ocation User Value Reason
Oct-21-2020 16:57:16 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Typeof Practitioner: ~ OTH
Time (US & Canada) (b) (6) ER

Occurrence of Visitsor NO

Contacts:
1.f Physician or Healthcare Professional:
Date L ocation User Value Reason
Oct-21-2020 16:57:16 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), OTHER
Time (US & Canada) (b) (6)
1.f Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Oct-21-2020 16:57:16 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
3. Has the subject been hospitalized due to potential COVID-19 illness?
Date L ocation User Value Reason
Oct-21-2020 16:57:16 ACVOPFEINFP6000 |®@:®® Data Entry: Initial Entry
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Header Text: c4591001

on Oct/21/2020

Form Version: 10-Oct-2020 15:59
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

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

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

NO

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Oct/21/2020

Form Version: 06-Jul-2020 21:52

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Oct-26-2020 16:11:17 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | POTENTIAL COVID-19 ILLNES

Time (US & Canada) S

2. Was a diagnosis obtained for Potential COVID-19 IlIness?

Date Location User Value Reason
Oct-29-2020 19:37:09 ACVOPFEINFPE000 |(b) (4), (b) (6) |Query 2: Closed Response satisfies

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

query

Oct-29-2020 17:07:32 | ACVOPFEINFP6000 | auto query Query 2: Answered Changed

(UTC-06:00) Central (autoquery) Information

Time (US & Canada)

Oct-29-2020 17:07:32 | ACVOPFEINFP6000 | Darrell Data Entry: Changed

(UTC-06:00) Central Herrington NO Information

Time (US & Canada) (b) (4)

Oct-28-2020 07:19:39 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Closed Response satisfies

(UTC-06:00) Central query

Time (US & Canada)

Oct-27-2020 20:04:06 | ACVOPFEINFPG000 |(b) (4), (b) (6) |Query 2: Opened Clinical Query:

(UTC-06:00) Central Please clarify

Time (US & Canada) "other illness'. If
no diagnosis,

please enter No.

Oct-26-2020 16:11:17 ACVOPFEINFP6000 | auto query Query 1: Answered Initial Entry
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Oct-26-2020 16:11:17 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) YES
Time (US & Canada) Respiratory Illness Diagnosis
other illness
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SiteNo: 1161

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit
on Oct/21/2020

Form Version: 06-Jul-2020 21:52

Subject No: 11611020
Generated By: (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Date of Diagnosis:

Time (US & Canada)

Oct/21/2020
Oct-26-2020 08:44:55 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Reissued:Opened Thank you for
(UTC-06:00) Central confirming. please
Time (US & Canada) complete this page
today after
reviewing Pl's
additionsto AE
logs
Oct-23-2020 17:38:39 | ACVOPFEINFPG000 |(b) (4), (b) Query 1: Answered The AE page has
(UTC-06:00) Central (6) been created, and

waiting for PI to
review. Will
updated onceitis
assessed.

Oct-22-2020 10:46:08 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Opened Please document

(UTC-06:00) Central headache, vomiting

Time (US & Canada) and diarrheaon AE
log for Pl review
and update this
page as appropriate

3. Toxicity Grade:

Date L ocation User Value Reason

Oct-26-2020 16:11:17 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry

*** Confidential***

(UTC-06:00) Central 4), 1
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit

on Nov/10/2020

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Nov-13-2020 09:37:45 | ACVOPFEINFPE000 |(b) (4), Query 3: Closed query added to
(UTC-06:00) Central (b) (6) COVID TEST page
Time (US & Canada)
Nov-12-2020 18:12:02 | ACVOPFEINFPE000 |(b) Query 3: Answered need guidance on
(UTC-06:00) Central @), how to complete
Time (US & Canada) (b) (6) this section
Nov-12-2020 15:42:19 | ACVOPFEINFPGE000 |(b) (4), Query 3: Opened Please complete
(UTC-06:00) Central (b) (6) COVID TEST page
Time (US & Canada) as appropriate.
Nov-11-2020 14:29:24 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Nov-11-2020 14:27:18 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Nov-11-2020 14:22:35 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
Symptomsform is
missing. Please
review and update
as appropriate.
Nov-11-2020 14:22:35 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-11-2020 14:22:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Nov/10/2020
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Header Text: c4591001

on Nov/10/2020

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Visit: POT_COVID_ILL 4 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Time (US & Canada)

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

3. COVID-19 IlIness Visit:

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

Date L ocation User Value Reason
Nov-11-2020 14:22:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(autocalc) | COVID_D

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit

on Nov/10/2020

Form Version: 10-Oct-2020 16:02

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Nov-11-2020 14:27:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Nov/10/2020
Time (US & Canada) (b) (6)
2. Date of First Symptom Started:
Date L ocation User Value Reason
Nov-13-2020 13:20:07 [ ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central (b) (6) query
Time (US & Canada)
Nov-13-2020 12:25:09 | ACVOPFEINFP6000 |(b) Query 1: Answered Confirmed with
(UTC-06:00) Central @), subject start date
Time (US & Canada) (b) (6) was 07 Nov.2020
progress notes
updated.
Nov-13-2020 09:35:46 | ACVOPFEINFPE000 |(b) (4), Query 1: Reissued:Opened Please confirm once
(UTC-06:00) Central (b) (6) progress notes are
Time (US & Canada) updated and update
EDC as appropriate.
Nov-12-2020 18:09:19 | ACVOPFEINFP6000 |(b) Query 1. Answered when subject came
(UTC-06:00) Central 4), in, this date is what
Time (US & Canada) (b) (6) wastold CRC. |
will have CRC call
subject to confirm
start date.
Nov-12-2020 15:39:16 | ACVOPFEINFPGE000 |(b) (4), Query 1: Opened Per progress notes,
(UTC-06:00) Centra (b) (6) start date of loss of
Time (US & Canada) taste/smell was
09Nov2020. This
contradicts start
date of 07Nov2020
documented on AE
log & illnessvisit
worksheet. Please
confirm start date
and correct as
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Header Text: c4591001

on Nov/10/2020

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 4 - 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 Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

appropriatein
source and/or EDC.
Nov-11-2020 14:27:18 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Nov/7/2020
Time (US & Canada) (b) (6)
3. Symptoms Ongoing?
Date L ocation User Value Reason
Nov-24-2020 08:02:31 ACVOPFEINFPE000 |(b) Query 1: Closed Response satisfies
(UTC-06:00) Central (4), query
Time (US & Canada) (b)
(6)
Nov-23-2020 14:00:10 ACVOPFEINFP6000 | auto query Query 1: Answered New Information
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Nov-23-2020 14:00:10 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6) Date of Last Symptom Resolve
d:
Nov/14/2020
Nov-22-2020 20:24:02 ACVOPFEINFP6000 |(b) Query 1: Opened Clinical Query:
(UTC-06:00) Central @), Symptomsin this
Time (US & Canada) (b) visit are still
(6) ongoing, however
COVID_Evisitis
conducted. Please
clarify whether the
symptoms are still
ongoing or end date
isavailable.
Nov-11-2020 14:27:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), YES
Time (US & Canada) (b) (6)
4.a
Date L ocation User Value Reason
Nov-11-2020 14:27:18 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (0) (6)
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Header Text: c4591001

Visit: POT_COVID _ILL 4
on Nov/10/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Time (US & Canada) () (4), () 6) | symptoms: FEVER

Symptom Present: NO
4.a Symptoms:
Date L ocation User Value Reason
Nov-11-2020 14:27:18 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), FEVER
Time (US & Canada) (b) (6)
4.a Was symptom present?
Date L ocation User Value Reason
Nov-11-2020 14:27:18 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
4b
Date L ocation User Value Reason
Nov-11-2020 14:27:18 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Symptoms: NEW OR INCREA
Time (US & Canada) (b) (6) SED COUGH

Symptom NO

Present:
4.b Symptoms:
Date L ocation User Value Reason
Nov-11-2020 14:27:18 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, NEW OR INCREASED COUGH
Time (US & Canada) (b) (6)
4.b Was symptom present?
Date L ocation User Value Reason
Nov-11-2020 14:27:18 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), NO
Time (US & Canada) (b) (6)
4.c
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Header Text: c4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit

on Nov/10/2020

Form Version: 10-Oct-2020 16:02

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Date L ocation User Value Reason
Nov-11-2020 14:27:18 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sympto NEW OR INCREASE
Time (US & Canada) (b) (6) ms: D SHORTNESS OF B
REATH

Sympto NO

m Prese

nt:
4.c Symptoms:
Date L ocation User Value Reason
Nov-11-2020 14:27:18 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NEW OR INCREASED SHORT
Time (US & Canada) (b) (6) NESS OF BREATH
4.c Was symptom present?
Date L ocation User Value Reason
Nov-11-2020 14:27:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, NO
Time (US & Canada) (b) (6)
4d
Date L ocation User Value Reason
Nov-11-2020 14:27:18 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: CHILLS
Time (US & Canada) (b) (6) Symptom Present: NO
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Header Text: c4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit

on Nov/10/2020

Form Version: 10-Oct-2020 16:02

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

4.d Symptoms;
Date L ocation User Value Reason
Nov-11-2020 14:27:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, CHILLS
Time (US & Canada) (b) (6)
4.d Was symptom present?
Date L ocation User Value Reason
Nov-11-2020 14:27:18 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, NO
Time (US & Canada) (b) (6)
4e
Date L ocation User Value Reason
Nov-11-2020 14:27:18 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @, Symptom NEW OR INCREAS
Time (US & Canada) (b) (6) s ED MUSCLE PAIN

Symptom NO

Present:
4.e Symptoms:
Date L ocation User Value Reason
Nov-11-2020 14:27:18 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NEW OR INCREASED MUSCL
Time (US & Canada) (b) (6) E PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Nov-11-2020 14:27:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, NO
Time (US & Canada) (b) (6)
41
Date L ocation User Value Reason
Nov-11-2020 14:27:18 ACVOPFEINFPE000 |P®®® Data Entry: Initial Entry
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Header Text: c4591001

Visit: POT_COVID _ILL 4
on Nov/10/2020

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

- 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: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

FDA-CBER-2021-5683-0842974

(UTC-06:00) Central (b) (4), Symptoms NEW LOSS OF TA
Time (US & Canada) () (6) : STE OR SMELL

Symptom YES

Present:
4.f Symptoms:
Date L ocation User Value Reason
Nov-11-2020 14:27:18 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NEW LOSS OF TASTE OR SME
Time (US & Canada) (b) (6) LL
4.f Was symptom present?
Date L ocation User Value Reason
Nov-11-2020 14:27:18 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6)
4.9
Date L ocation User Value Reason
Nov-11-2020 14:27:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Symptom NEW OR INCREAS
Time (US & Canada) (b) (6) s ED SORE THROAT

Symptom NO

Present:
4.9 Symptoms:
Date L ocation User Value Reason
Nov-11-2020 14:27:18 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NEW OR INCREASED SORE T
Time (US & Canada) (b) (6) HROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Nov-11-2020 14:27:18 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID _ILL 4
on Nov/10/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

4.h
Date L ocation User Value Reason
Nov-11-2020 14:27:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Symptoms: DIARRHEA
Time (US& Canada) (b) (6) Symptom Present: NO
4.h Symptoms:
Date L ocation User Value Reason
Nov-11-2020 14:27:18 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, DIARRHEA
Time (US & Canada) (b) (6)
4.h Was symptom present?
Date L ocation User Value Reason
Nov-11-2020 14:27:18 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), NO
Time (US & Canada) (b) (6)
4.
Date L ocation User Value Reason
Nov-11-2020 14:27:18 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(QTC-OG:OO) Central 4), Symptoms: VOMITING
Time (US & Canada) (b) (6) Symptom Present: NO
4.i Symptoms:
Date Location User Value Reason
Nov-11-2020 14:27:18 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), VOMITING
Time (US & Canada) (b) (6)
4.i Was symptom present?
Date L ocation User Value Reason
Nov-11-2020 14:27:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, NO
Time (US & Canada) (b) (6)
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Header Text: c4591001

on Nov/10/2020

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 4 - Unscheduled Visit

Form Version: 06-Jul-2020 21:54

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Actual Date of Collection:

*** Confidential***

Date L ocation User Value Reason

Nov-13-2020 11:48:12 | ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies

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

Time (US & Canada)

Nov-13-2020 09:49:20 | ACVOPFEINFP6000 |(b) Query 1: Answered updated data

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

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

Nov-13-2020 09:48:50 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Done

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

Nov-13-2020 09:37:02 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened Please complete. If

(UTC-06:00) Centra (b) (6) no test performed,

Time (US & Canada) please add form
level comment of
Not Done.

2. Specimen Type:

Date L ocation User Value Reason

Nov-13-2020 09:48:50 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Done

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

3. Specimen Collection Location:

Date L ocation User Value Reason

Nov-13-2020 09:48:50 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Done

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

4. Assay Code and Description:

Date L ocation User Value Reason

Nov-13-2020 09:48:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Done

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

Visit: POT_COVID_ILL 4 - Unscheduled Visit

on Nov/10/2020

Form Version: 06-Jul-2020 21:54

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

5. Device Type:
Date L ocation User Value Reason
Nov-13-2020 09:48:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
6. Trade Name:
Date L ocation User Value Reason
Nov-13-2020 09:48:50 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
7. Test Result:
Date L ocation User Value Reason
Nov-13-2020 09:48:50 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
8. Comments/Findings/Details:
Date L ocation User Value Reason
Nov-13-2020 09:48:50 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done
Time (US & Canada) (b) (6)
9. Trade Name Other, Specify:
Date L ocation User Value Reason
Nov-13-2020 09:48:50 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done
Time (US & Canada) (b) (6)
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Header Text: c4591001

on Nov/10/2020

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 4 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Data Origin

Date L ocation User Value Reason
Nov-11-2020 14:29:03 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason
Nov-11-2020 14:29:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | NASAL_SWAB_SELF

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Nov-11-2020 14:29:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO

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

4. If no sample was collected or sample was not collected accordi

ng to protocol, please provide reason:

*** Confidential***

FDA-CBER-2021-5683-0842978

Date L ocation User Value Reason
Nov-11-2020 14:29:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Subject swabbed at site
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit

on Nov/10/2020

Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Data Origin

Date L ocation User Value Reason

Nov-11-2020 14:29:24 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Nov-11-2020 14:29:24 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Feb-19-2021 10:30:32 ACVOPFEINFPE000 |(b) (4), Query 2: Closed Response satisfies

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

Time (US & Canada)

Feb-19-2021 09:16:43 ACVOPFEINFP6000 |(b) Query 2: Answered subject was sent a

(UTC-06:00) Central (4), certified letter on

Time (US & Canada) (b) (6) 08FEB2021. Dueto
weather delays, we
have not received
any receipt of
delivery.

Feb-18-2021 15:36:32 ACVOPFEINFP6000 |(b) (4), Query 2: Opened Please confirm if the

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

Time (US & Canada) COVID llIness visit
was ever completed.
If s0, please add
COVID_D1to
EDC.

Nov-11-2020 16:07:47 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-11-2020 14:29:24 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?
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Header Text: c4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit

on Nov/10/2020

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

(UTC-06:00) Central (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Nov-11-2020 14:29:24 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, YES
Time (US & Canada) (b) (6) Date of Collection:
Nov/10/2020
5a
Date L ocation User Value Reason
Nov-11-2020 16:07:47 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sample | D: BP3DB9
Time (US & Canada)
5.aSample D
Date L ocation User Value Reason
Nov-11-2020 16:07:47 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BP3DB9
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit

on Nov/10/2020

Form Version: 10-Oct-2020 15:59

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

la
Date L ocation User Value Reason
Nov-11-2020 14:29:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Typeof Practitioner: SPECIA
Time (US & Canada) (b) (6) LIST

Occurrence of Visits NO

or Contacts:
1.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-11-2020 14:29:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), SPECIALIST
Time (US & Canada) (b) (6)
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-11-2020 14:29:52 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
1b
Date L ocation User Value Reason
Nov-11-2020 14:29:52 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Type of Practition EMERGEN
Time (US & Canada) (b) (6) er: CY ROOM

Occurrence of Vis NO

itsor Contacts:
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Header Text: c4591001

Visit: POT_COVID _ILL 4
on Nov/10/2020

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

- 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: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

1.b Physician or Healthcare Professional:

*** Confidential***

FDA-CBER-2021-5683-0842982

Date L ocation User Value Reason
Nov-11-2020 14:29:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, EMERGENCY ROOM
Time (US & Canada) (b) (6)
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-11-2020 14:29:52 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, NO
Time (US & Canada) (b) (6)
1.c
Date L ocation User Value Reason
Nov-11-2020 14:29:52 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Typeof Practiti PRIMARY CA
Time (US & Canada) (b) (6) oner: RE PHYSICIA
N

Occurrenceof NO

Visitsor Contac

s
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-11-2020 14:29:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, PRIMARY CARE PHYSICIAN
Time (US & Canada) (b) (6)
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-11-2020 14:29:52 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, NO
Time (US & Canada) (b) (6)
1d
Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Nov/10/2020

Form Version: 10-Oct-2020 15:59

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Nov-11-2020 14:29:52 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Typeof Practitioner URGENT
Time (US & Canada) (b) (6) : CARE

Occurrence of Visits NO

or Contacts:
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-11-2020 14:29:52 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), URGENT CARE
Time (US & Canada) (b) (6)
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-11-2020 14:29:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, NO
Time (US & Canada) (b) (6)
le
Date L ocation User Value Reason
Nov-11-2020 14:29:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Type of Practiti TELEPHONE
Time (US & Canada) (b) (6) oner: CONSULTATI

ON

Occurrenceof NO

Visitsor Conta

cts:
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Header Text: c4591001

on Nov/10/2020

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 4 - 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: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

1.e Physician or Healthcare Professional:

*** Confidential***
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Date L ocation User Value Reason
Nov-11-2020 14:29:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, TELEPHONE CONSULTATION
Time (US & Canada) (b) (6)
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-11-2020 14:29:52 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, NO
Time (US & Canada) (b) (6)
1f
Date L ocation User Value Reason
Nov-11-2020 14:29:52 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Typeof Practitioner: ~ OTH
Time (US & Canada) (b) (6) ER

Occurrenceof Visitsor NO

Contacts:
1.f Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-11-2020 14:29:52 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), OTHER
Time (US & Canada) (b) (6)
1.f Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-11-2020 14:29:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, NO
Time (US & Canada) (b) (6)
3. Has the subject been hospitalized due to potential COVID-19 illness?
Date L ocation User Value Reason
Nov-11-2020 14:29:52 ACVOPFEINFP6000 |®® ®® Data Entry: Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Nov/10/2020

Form Version: 10-Oct-2020 15:59
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

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

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

NO
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Header Text: c4591001

Visit: POT_COVID_ILL 4 - Unscheduled Visit

on Nov/10/2020

Form Version: 06-Jul-2020 21:52

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Nov-11-2020 14:30:48 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | POTENTIAL COVID-19 ILLNES
Time (US & Canada) S
2. Was a diagnosis obtained for Potential COVID-19 IlIness?
Date L ocation User Value Reason
Nov-11-2020 14:30:48 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), NO
Time (US & Canada) (b) (6)
3. Toxicity Grade:
Date L ocation User Value Reason
Nov-11-2020 14:30:48 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 1
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Nov-25-2020 03:39:41 | ACVOPFEINFPE000 |(b) (4), (b) Query 3: Closed Response satisfies

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

Time (US & Canada)

Nov-24-2020 15:15:07 | ACVOPFEINFPE000 |(b) (4), (b) Query 3: Answered updated data

(UTC-06:00) Central (6)

Time (US & Canada)

Nov-24-2020 05:59:42 | ACVOPFEINFPGE000 |(b) (4), Query 3: Opened DM: Asvisitis

(UTC-06:00) Central (b) (6) initiated in error,

Time (US & Canada) please consider
adding form level
comment "Not
applicable" in all
forms. Thank you.

Nov-24-2020 05:58:50 | ACVOPFEINFPE000 |(b) (4), Query 4: Deleted erroneous visit

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

Time (US & Canada)

Nov-24-2020 05:46:40 | ACVOPFEINFPE000 |(b) (4), Query 2: Closed Response satisfies

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

Time (US & Canada)

Nov-23-2020 14:32:23 | ACVOPFEINFP6000 | auto query Query 4: 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-23-2020 14:29:42 | ACVOPFEINFP6000 |(b) (4), (b) Query 2: Answered visit is erroneous.

(UTC-06:00) Central (6) EDC is updated

Time (US & Canada)

Nov-23-2020 14:05:26 | ACVOPFEINFP6000 | auto query Query 3: Candidate Erroneous Visit is

(UTC-06:00) Central (autoquery) marked, but date of

Time (US & Canada) visitis entered.
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Header Text: c4591001

Visit: POT_COVID_ILL 5- Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History
on Nov/19/2020

Form Version: 22-Apr-2020 21:03
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Please check
whether other
assessments are
performed at this
visit.

Nov-23-2020 12:36:21
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 1: Closed

Close Auto Query

Nov-20-2020 07:11:54
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Opened

Date of Visitis
completed but Date
of Assessment in
the Signs and
Symptomsformis
missing. Please
review and update
as appropriate.

Nov-20-2020 07:11:54
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1. Opened

Date of Visitis
completed but Date
of Collectionin
both Nasal Swab
Self and Nasal
Swab are missing.
Please review and
update as

appropriate.

Nov-19-2020 16:39:00
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 2: Candidate

Date of Visitis
completed but Date
of Assessment in
the Signs and
Symptomsformis
missing. Please
review and update
as appropriate.

Nov-19-2020 16:39:00
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 1: Candidate

Date of Visitis
completed but Date
of Collectionin
both Nasal Swab
Self and Nasal
Swab are missing.
Please review and
update as

appropriate.

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 5- Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History
on Nov/19/2020

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

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Nov-19-2020 16:39:00 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Nov/19/2020

Time (US & Canada)

2. Erroneous Visit

Date L ocation User Value Reason
Nov-23-2020 14:05:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), ERRONEOUSVISIT

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

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason
Nov-19-2020 16:39:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | COVID_E

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 10-Oct-2020 16:02

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Assessment:
Date L ocation User Value Reason
Nov-24-2020 14:59:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
2. Date of First Symptom Started:
Date L ocation User Value Reason
Nov-24-2020 14:59:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
3. Symptoms Ongoing?
Date L ocation User Value Reason
Nov-24-2020 14:59:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
4.a
Date L ocation User Value Reason
Nov-24-2020 14:59:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: Not Applicabl
Time (US & Canada) (b) (6) e

Symptom Presen Not Applicabl

t: e
4.a Symptoms:
Date L ocation User Value Reason
Nov-24-2020 14:59:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
4.a Was symptom present?
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 10-Oct-2020 16:02

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Date L ocation User Value Reason
Nov-24-2020 14:59:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
4b
Date L ocation User Value Reason
Nov-24-2020 14:59:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: Not Applicabl
Time (US & Canada) (b) (6) e

Symptom Presen Not Applicabl

t: e
4.b Symptoms:;
Date L ocation User Value Reason
Nov-24-2020 14:59:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
4.b Was symptom present?
Date L ocation User Value Reason
Nov-24-2020 14:59:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
4.c
Date L ocation User Value Reason
Nov-24-2020 14:59:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: Not Applicabl
Time (US & Canada) (b) (6) e

Symptom Presen Not Applicabl

t: e
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Header Text: ¢4591001
Visit: POT_COVID_ILL 5- Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
on Nov/19/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
4.c Symptoms:
Date L ocation User Value Reason
Nov-24-2020 14:59:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
4.c Was symptom present?
Date L ocation User Value Reason
Nov-24-2020 14:59:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
4d
Date L ocation User Value Reason
Nov-24-2020 14:59:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: Not Applicabl
Time (US & Canada) (b) (6) e

Symptom Presen Not Applicabl

t: e
4.d Symptoms:
Date L ocation User Value Reason
Nov-24-2020 14:59:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
4.d Was symptom present?
Date L ocation User Value Reason
Nov-24-2020 14:59:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
4.e
Date L ocation User Value Reason
Nov-24-2020 14:59:10 ACVOPFEINFPE000 |®@.®)® Data Entry: Initial Entry
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Header Text: c4591001

Visit: POT_COVID ILL 5
on Nov/19/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

(UTC-06:00) Central Egg Eg' Symptoms: Not Applicabl
Time (US & Canada) e

Symptom Presen Not Applicabl

t: e
4.e Symptoms:
Date L ocation User Value Reason
Nov-24-2020 14:59:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
4.e Was symptom present?
Date L ocation User Value Reason
Nov-24-2020 14:59:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
41
Date L ocation User Value Reason
Nov-24-2020 14:59:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: Not Applicabl
Time (US & Canada) (b) (6) e

Symptom Presen Not Applicabl

t: e
4.f Symptoms:
Date L ocation User Value Reason
Nov-24-2020 14:59:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
4.f Was symptom present?
Date L ocation User Value Reason
Nov-24-2020 14:59:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 10-Oct-2020 16:02

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

4g
Date L ocation User Value Reason
Nov-24-2020 14:59:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: Not Applicabl
Time (US & Canada) (b) (6) e

Symptom Presen Not Applicabl

t: e
4.9 Symptoms:
Date L ocation User Value Reason
Nov-24-2020 14:59:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
4.9 Was symptom present?
Date L ocation User Value Reason
Nov-24-2020 14:59:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
4.h
Date L ocation User Value Reason
Nov-24-2020 14:59:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: Not Applicabl
Time (US & Canada) (b) (6) e

Symptom Presen Not Applicabl

t: e
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Header Text: c4591001

Visit: POT_COVID ILL 5
on Nov/19/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

4.h Symptoms:
Date L ocation User Value Reason
Nov-24-2020 14:59:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
4.h Was symptom present?
Date L ocation User Value Reason
Nov-24-2020 14:59:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
4.
Date L ocation User Value Reason
Nov-24-2020 14:59:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptoms: Not Applicabl
Time (US & Canada) (b) (6) e

Symptom Presen Not Applicabl

t: e
4.i Symptoms:
Date L ocation User Value Reason
Nov-24-2020 14:59:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
4.i Was symptom present?
Date L ocation User Value Reason
Nov-24-2020 14:59:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 06-Jul-2020 21:54

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason

Nov-24-2020 14:59:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4), Not Applicable

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

2. Specimen Type:

Date L ocation User Value Reason

Nov-24-2020 14:59:31 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4), Not Applicable

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

3. Specimen Collection Location:

Date L ocation User Value Reason

Nov-24-2020 14:59:31 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4), Not Applicable

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

4. Assay Code and Description:

Date L ocation User Value Reason

Nov-24-2020 14:59:31 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Applicable

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

5. Device Type:

Date L ocation User Value Reason

Nov-24-2020 14:59:31 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Applicable

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

6. Trade Name:

Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

on Nov/19/2020

Form Version: 06-Jul-2020 21:54

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Nov-24-2020 14:59:31 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
7. Test Result:
Date L ocation User Value Reason
Nov-24-2020 14:59:31 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
8. Comments/Findings/Details:
Date L ocation User Value Reason
Nov-24-2020 14:59:31 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
9. Trade Name Other, Specify:
Date L ocation User Value Reason
Nov-24-2020 14:59:31 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Data Origin
Date L ocation User Value Reason
Nov-23-2020 14:31:51 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Not Applicable
Time (US & Canada)
Nov-23-2020 14:30:30 ACVOPFEINFP6000 |autocac |DataEntry: Changed
(UTC-06:00) Central (autocalc) Information
Time (US & Canada)
Nov-23-2020 12:35:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Nov-23-2020 14:31:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Not Applicable
Time (US & Canada)
Nov-23-2020 14:30:30 ACVOPFEINFP6000 |autocalc |DataEntry: Changed
(UTC-06:00) Central (autocalc) Information
Time (US & Canada)
Nov-23-2020 12:35:00 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | NASAL_SWAB_SELF
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Nov-23-2020 14:31:51 | ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Applicable
Time (US & Canada)
Nov-23-2020 14:30:30 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed
(UTC-06:00) Central (6) Information
Time (US & Canada)
Nov-23-2020 13:26:54 | ACVOPFEINFPE000 | auto query Query 1: Closed Close Auto Query
(UTC-06:00) Central (autoquery)
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Time (US & Canada)

Nov-23-2020 12:35:00
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 1: Opened

'‘Sample Collected?
ismarked asNo
and 'lf no sample
was collected or
sample was not
collected according
to protocol, please
providereason' is
missing. Please
review and update
as appropriate.

Nov-23-2020 12:35:00
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(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
Nov-23-2020 14:31:51 | ACVOPFEINFP6000 |(b) (4), (b) ~ |DataEntry: Initial Entry
(UTC-06:00) Central (6) Not Applicable
Time (US & Canada)
Nov-23-2020 14:31:40 | ACVOPFEINFP6000 |(b) (4), (b) ~ |DataEntry: Changed
(UTC-06:00) Central (6) Information
Time (US & Canada)
Nov-23-2020 13:26:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Swab on site was collected
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Data Origin
Date L ocation User Value Reason
Nov-23-2020 14:33:12 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Not Applicable
Time (US & Canada)
Nov-23-2020 14:32:23 ACVOPFEINFP6000 |autocac |DataEntry: Changed
(UTC-06:00) Central (autocalc) Information
Time (US & Canada)
Nov-23-2020 12:36:21 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Nov-23-2020 14:33:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Not Applicable
Time (US & Canada)
Nov-23-2020 14:32:23 ACVOPFEINFP6000 |autocalc |DataEntry: Changed
(UTC-06:00) Central (autocalc) Information
Time (US & Canada)
Nov-23-2020 12:36:21 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-23-2020 14:33:12 | ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Applicable
Time (US & Canada)
Nov-23-2020 14:32:23 | ACVOPFEINFPE000 |(b) (4), (b) (6) |Data Entry: Changed
(UTC-06:00) Central Information
Time (US & Canada)
Nov-23-2020 12:36:39 | ACVOPFEINFPE000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Time (US & Canada)
Nov-23-2020 12:36:21 | ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?
(UTC-06:00) Central (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Nov-23-2020 12:36:21 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) YES
Time (US & Canada) Date of Collection:
Nov/19/2020

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

Date L ocation User Value Reason
Nov-23-2020 14:33:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5a
Date L ocation User Value Reason
Nov-23-2020 14:32:51 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Changed
(UTC-06:00) Central (6) Sample|D: Information
Time (US & Canada)
Nov-23-2020 12:36:39 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sample|D: BPLL9S
Time (US & Canada)
5.aSample|D
Date L ocation User Value Reason
Nov-23-2020 14:32:51 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Changed
(UTC-06:00) Central (6) Information
Time (US & Canada)
Nov-23-2020 12:36:39 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BPLL9S
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 10-Oct-2020 15:59

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

la
Date L ocation User Value Reason
Nov-24-2020 14:59:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Type of Practitioner: Not Appli
Time (US & Canada) (b) (6) cable
Occurrence of Visits Not Appli
or Contacts: cable
1.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-24-2020 14:59:45 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
1.a Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Nov-24-2020 14:59:45 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
1b
Date L ocation User Value Reason
Nov-24-2020 14:59:45 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Type of Practitioner: Not Appli
Time (US & Canada) (b) (6) cable
Occurrence of Visits Not Appli
or Contacts: cable
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Header Text: c4591001

Visit: POT_COVID ILL 5
on Nov/19/2020

Form Version: 10-Oct-2020 15:59

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

- Unscheduled Visit

Form Status: Data Complete, Frozen, Verified

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

1.b Physician or Healthcare Professional:

Date L ocation User Value Reason
Nov-24-2020 14:59:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
1.b Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Nov-24-2020 14:59:45 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
1lc
Date L ocation User Value Reason
Nov-24-2020 14:59:45 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Type of Practitioner: Not Appli
Time (US & Canada) (b) (6) cable
Occurrence of Visits Not Appli
or Contacts: cable
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-24-2020 14:59:45 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-24-2020 14:59:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
1d
Date L ocation User Value Reason
Nov-24-2020 14:59:45 ACVOPFEINFP6000 |®®-®© Data Entry: Initial Entry
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Header Text: c4591001

on Nov/19/2020

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 5 - 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: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

FDA-CBER-2021-5683-0843004

(UTC-06:00) Central Egg Eg' Type of Practitioner: Not Appli
Time (US & Canada) cable
Occurrence of Visits Not Appli
or Contacts: cable
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-24-2020 14:59:45 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
1.d Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Nov-24-2020 14:59:45 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
le
Date L ocation User Value Reason
Nov-24-2020 14:59:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Type of Practitioner: Not Appli
Time (US & Canada) (b) (6) cable
Occurrence of Visits Not Appli
or Contacts: cable
1.e Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-24-2020 14:59:45 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-24-2020 14:59:45 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 10-Oct-2020 15:59

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

1f
Date L ocation User Value Reason
Nov-24-2020 14:59:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Type of Practitioner: Not Appli
Time (US & Canada) (b) (6) cable

Occurrence of Visits Not Appli

or Contacts: cable
1.f Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-24-2020 14:59:45 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
1.f Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-24-2020 14:59:45 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
2. Other Type of Practitioner Specify:
Date L ocation User Value Reason
Nov-24-2020 14:59:45 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
3. Has the subject been hospitalized due to potential COVID-19 illness?
Date L ocation User Value Reason
Nov-24-2020 14:59:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 06-Jul-2020 21:53

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. What isthe treatment | dentifier?

Date L ocation User Value Reason

Nov-24-2020 15:00:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4), Not Applicable

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

2. Concomitant Non-drug Treatment Pre-specified:

Date L ocation User Value Reason

Nov-24-2020 15:00:16 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4), Not Applicable

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

3. Treatment:

Date L ocation User Value Reason

Nov-24-2020 15:00:16 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Applicable

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

4. Treatment:

Date L ocation User Value Reason

Nov-24-2020 15:00:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Applicable

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

5. Start Date:

Date L ocation User Value Reason

Nov-24-2020 15:00:16 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Applicable

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

6. Ongoing?

Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

on Nov/19/2020

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Nov-24-2020 15:00:16 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 06-Jul-2020 21:52

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Nov-24-2020 15:07:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
2. Was a diagnosis obtained for Potential COVID-19 IlIness?
Date L ocation User Value Reason
Nov-24-2020 15:07:53 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
3. Toxicity Grade:
Date L ocation User Value Reason
Nov-24-2020 15:07:53 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 17-Jul-2020 21:55

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Nov-24-2020 15:09:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
2. Subcategory of Clinical Event:
Date L ocation User Value Reason
Nov-24-2020 15:09:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
3. Was a diagnosis obtained?
Date L ocation User Value Reason
Nov-24-2020 15:09:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
4. Toxicity Grade:
Date L ocation User Value Reason
Nov-24-2020 15:09:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 30-Jul-2020 21:27

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Lab Panel:
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
2. Laboratory Name and Address
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
3. Collection Date:
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
4. Specimen Type:
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5a
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sponsor-Defined Id Not Applic
Time (US & Canada) (b) (6) entifier: able

Test:: Not Applic

able
Result:: Not Applic
able
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 30-Jul-2020 21:27

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
5.a Sponsor |D:
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5.aTest:
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5.a Result:
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.a Not Done:
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5aLNMT
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.b
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Header Text: c4591001

on Nov/19/2020

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 5 - Unscheduled Visit

Form Version: 30-Jul-2020 21:27

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

*** Confidential***

Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sponsor-Defined 1d Not Applic
Time (US & Canada) (b) (6) entifier: able
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 30-Jul-2020 21:27

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

5.b Sponsor 1D:
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.b Test:
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.b Result:
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.b Not Done:
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5bLNMT
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5.c
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sponsor-Defined 1d Not Applic
Time (US & Canada) (b) (6) entifier: able
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Header Text: ¢4591001
Visit: POT_COVID_ILL 5 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
on Nov/19/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 30-Jul-2020 21:27

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

5.c Sponsor ID:
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.c Test:
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.c Result:
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.c Not Done:
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5.cLNMT
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5.d
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sponsor-Defined 1d Not Applic
Time (US & Canada) (b) (6) entifier: able
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Header Text: ¢4591001
Visit: POT_COVID_ILL 5 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
on Nov/19/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 30-Jul-2020 21:27

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

5.d Sponsor 1D:
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.d Test:
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.d Result:
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.d Not Done:
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5dLNMT
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5.e
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sponsor-Defined 1d Not Applic
Time (US & Canada) (b) (6) entifier: able

Page 676 of 734

*** Confidential***
FDA-CBER-2021-5683-0843017




090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: ¢4591001
Visit: POT_COVID_ILL 5 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
on Nov/19/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Page 677 of 734

*** Confidential***
FDA-CBER-2021-5683-0843018



090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 30-Jul-2020 21:27

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

5.e Sponsor ID:
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.e Test:
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.e Result:
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.eNot Done:
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5.eLNMT
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5.f
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sponsor-Defined 1d Not Applic
Time (US & Canada) (b) (6) entifier: able
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Header Text: ¢4591001
Visit: POT_COVID_ILL 5 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
on Nov/19/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 30-Jul-2020 21:27

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

5.f Sponsor ID:
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.f Test:
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.f Result:
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.f Not Done:
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5f LNMT
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5.9
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sponsor-Defined 1d Not Applic
Time (US & Canada) (b) (6) entifier: able
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Header Text: ¢4591001
Visit: POT_COVID_ILL 5 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
on Nov/19/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 30-Jul-2020 21:27

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

5.9 Sponsor ID:
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.9 Test:
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.9 Result:
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.g Not Done:
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
59gLNMT
Date L ocation User Value Reason
Nov-24-2020 15:12:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 30-Jul-2020 21:28

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Lab Panel:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
2. Laboratory Name and Address
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
3. Collection Date:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
4. Specimen Type:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5a
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sponsor-Defined Id Not Applic
Time (US & Canada) (b) (6) entifier: able

Test:: Not Applic

able
Result:: Not Applic
able
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 30-Jul-2020 21:28

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
5.a Sponsor |D:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5.aTest:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5.a Result:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.a Not Done:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5aLNMT
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.b
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Header Text: c4591001

on Nov/19/2020

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 5 - Unscheduled Visit

Form Version: 30-Jul-2020 21:28

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

*** Confidential***

Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sponsor-Defined 1d Not Applic
Time (US & Canada) (b) (6) entifier: able
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 30-Jul-2020 21:28

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

5.b Sponsor 1D:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.b Test:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.b Result:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.b Not Done:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5bLNMT
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5.c
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sponsor-Defined 1d Not Applic
Time (US & Canada) (b) (6) entifier: able
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Header Text: c4591001

on Nov/19/2020

Form Version: 30-Jul-2020 21:28
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 5 - Unscheduled Visit

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Test::
Result::
Not Done::

Lab Normal Range:

Not Applic
able

Not Applic
able
Not Applic
able
Not Applic
able

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 30-Jul-2020 21:28

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

5.c Sponsor ID:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.c Test:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.c Result:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.c Not Done:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5.cLNMT
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5.d
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sponsor-Defined 1d Not Applic
Time (US & Canada) (b) (6) entifier: able
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Header Text: c4591001

on Nov/19/2020

Form Version: 30-Jul-2020 21:28
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 5 - Unscheduled Visit

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Test::
Result::
Not Done::

Lab Normal Range:

Not Applic
able

Not Applic
able
Not Applic
able
Not Applic
able

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 30-Jul-2020 21:28

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

5.d Sponsor 1D:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.d Test:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.d Result:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.d Not Done:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5dLNMT
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5.e
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sponsor-Defined 1d Not Applic
Time (US & Canada) (b) (6) entifier: able
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Header Text: c4591001

on Nov/19/2020

Form Version: 30-Jul-2020 21:28
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 5 - Unscheduled Visit

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Test::
Result::
Not Done::

Lab Normal Range:

Not Applic
able

Not Applic
able
Not Applic
able
Not Applic
able

*** Confidential***
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 30-Jul-2020 21:28

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

5.e Sponsor ID:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.e Test:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.e Result:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.eNot Done:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5.eLNMT
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5.f
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sponsor-Defined 1d Not Applic
Time (US & Canada) (b) (6) entifier: able
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

on Nov/19/2020

Form Version: 30-Jul-2020 21:28
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 5 - Unscheduled Visit

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Test::
Result::
Not Done::

Lab Normal Range:

Not Applic
able

Not Applic
able
Not Applic
able
Not Applic
able

*** Confidential***
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 30-Jul-2020 21:28

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

5.f Sponsor ID:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.f Test:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.f Result:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.f Not Done:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5f LNMT
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5.9
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sponsor-Defined 1d Not Applic
Time (US & Canada) (b) (6) entifier: able
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

on Nov/19/2020

Form Version: 30-Jul-2020 21:28
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 5 - Unscheduled Visit

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Test::
Result::
Not Done::

Lab Normal Range:

Not Applic
able

Not Applic
able
Not Applic
able
Not Applic
able

*** Confidential***
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 30-Jul-2020 21:28

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

5.9 Sponsor ID:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.9 Test:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.9 Result:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.g Not Done:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
59gLNMT
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5.h
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sponsor-Defined 1d Not Applic
Time (US & Canada) (b) (6) entifier: able
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

on Nov/19/2020

Form Version: 30-Jul-2020 21:28
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 5 - Unscheduled Visit

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Test::
Result::
Not Done::

Lab Normal Range:

Not Applic
able

Not Applic
able
Not Applic
able
Not Applic
able

*** Confidential***

Page 697 of 734

FDA-CBER-2021-5683-0843038




090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 30-Jul-2020 21:28

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

5.h Sponsor ID:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.h Test:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.h Result:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.h Not Done:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5h LNMT
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5.i
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sponsor-Defined 1d Not Applic
Time (US & Canada) (b) (6) entifier: able

Page 698 of 734

*** Confidential***
FDA-CBER-2021-5683-0843039




090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

on Nov/19/2020

Form Version: 30-Jul-2020 21:28
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 5 - Unscheduled Visit

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Test::
Result::
Not Done::

Lab Normal Range:

Not Applic
able

Not Applic
able
Not Applic
able
Not Applic
able

*** Confidential***
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 30-Jul-2020 21:28

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

5.i Sponsor ID:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.i Test:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.i Result:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5.i Not Done;
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5i LNMT
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5]
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFP6000 | () (4, Data Entry: Initial Entry

. (b) (6) . .
(UTC-06:00) Central Sponsor-Defined 1d Not Applic

Page 700 of 734
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

on Nov/19/2020

Form Version: 30-Jul-2020 21:28
Site No: 1161

Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 5 - Unscheduled Visit

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Time (US & Canada)

() (4), (®) (6) | entifier:
Test::

Result::
Not Done::

Lab Normal Range:

able

Not Applic
able

Not Applic
able
Not Applic
able
Not Applic
able

*** Confidential***
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 30-Jul-2020 21:28

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

5.j Sponsor ID:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5. Test:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.j Result:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
5.j Not Done:
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5j LNMT
Date L ocation User Value Reason
Nov-24-2020 15:13:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 30-Jul-2020 21:27

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date:
Date L ocation User Value Reason
Nov-24-2020 15:13:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
2.a
Date L ocation User Value Reason
Nov-24-2020 15:13:27 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Record Identifier::  Not App
Time (US & Canada) (b) (6) licable

Systolic:: Not App

licable
Diastalic:: Not App
licable

Respiratory Rateinr Not App

espirationg/minute:  licable

Heart Ratein beats/m Not App

inute: licable
2.a Record | dentifier:
Date L ocation User Value Reason
Nov-24-2020 15:13:27 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
2.a Systalic:
Date L ocation User Value Reason
Nov-24-2020 15:13:27 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
2.a Diastalic:
Date L ocation User Value Reason
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit Form: VITAL SIGNS- COVID - eCRF Audit Trail History

on Nov/19/2020

Form Version: 30-Jul-2020 21:27

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Nov-24-2020 15:13:27 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
2.a Respiratory Rate in respirationg/minute:
Date L ocation User Value Reason
Nov-24-2020 15:13:27 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
2.aHeart Rate in beatyminute:
Date L ocation User Value Reason
Nov-24-2020 15:13:27 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

on Nov/19/2020

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_ILL 5 - Unscheduled Visit

Form Version: 30-Jul-2020 21:28

Form: VITAL SIGNS- PULSE OX ROOM AIR - eCRF Audit Trail

History

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

1. Date:
Date L ocation User Value Reason
Nov-24-2020 15:13:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
2.a
Date L ocation User Value Reason
Nov-24-2020 15:13:44 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Record I dentifier Not Applicab
Time (US & Canada) (b) (6) : le

Oxygen Saturatio Not Applicab

n: le
2.a Record | dentifier:
Date L ocation User Value Reason
Nov-24-2020 15:13:44 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
2.a SPO2 Pulse Oximetry %
Date L ocation User Value Reason
Nov-24-2020 15:13:44 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 5
on Nov/19/2020

Form Version: 06-Jul-2020 21:52

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

- Unscheduled Visit  Form: OXY GENATION PARAMETERS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date Time of Assessment:

Date L ocation User Value Reason
Nov-24-2020 15:14:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
2. Arterial Blood Gases PaO2 (mmHQ):
Date L ocation User Value Reason
Nov-24-2020 15:14:04 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
3. FiO2 (Fraction of Inhaled Oxygen):
Date L ocation User Value Reason
Nov-24-2020 15:14:04 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit

on Nov/19/2020

Form Version: 06-Jul-2020 21:55

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. What isthe medication identifier?

Date L ocation User Value Reason
Nov-24-2020 15:14:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable

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

2. Category:

Date L ocation User Value Reason
Nov-24-2020 15:14:31 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable

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

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Nov-24-2020 15:14:31 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable

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

4. Medication:

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

the full trade or proprietary name. Include clarifying information in the Medication text (e.g., I ngredient(s), route, use,

formulation).

Date L ocation User Value Reason
Nov-24-2020 15:14:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
5. Start Date:
Date L ocation User Value Reason
Nov-24-2020 15:14:31 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
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090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 5 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF

on Nov/19/2020

Form Version: 06-Jul-2020 21:55

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

6. Ongoing?
Date L ocation User Value Reason
Nov-24-2020 15:14:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 5- Unscheduled Visit Form: IMAGING - eCRF Audit Trail History
on Nov/19/2020

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Nov-24-2020 15:14:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable

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

2. Location of Assessment:

Date L ocation User Value Reason
Nov-24-2020 15:14:46 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable

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

3. Type of Imaging Exam:

Date L ocation User Value Reason
Nov-24-2020 15:14:46 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
4, Assessment:
Date L ocation User Value Reason
Nov-24-2020 15:14:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled

Visit on Oct/01/2020

Form Version: 22-Apr-2020 2104

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Nov-13-2020 14:29:53 | ACVOPFEINFP6000 |(b) (4), Query 2: Closed Response satisfies

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

Time (US & Canada)

Nov-13-2020 13:52:16 | ACVOPFEINFP6000 |(b) (4), (b) Query 2: Answered yesthisis correct.

(UTC-06:00) Central (6) thisisfor COVID-A

Time (US & Canada)

Nov-13-2020 00:55:17 | ACVOPFEINFP6000 |(b) Query 2: Opened CLIQUERY: Please

(UTC-06:00) Central 4, confirm the COV

Time (US & Canada) (b) (6) ILL visit that this
COV CONV is
associated with as
there are multiple
COV ILL visits
entered.

Nov-12-2020 10:15:02 | ACVOPFEINFP6000 |(b) (4), Query 2: Candidate CLIQUERY: Please

(UTC-06:00) Central (b) (6) confirm the COV

Time (US & Canada) ILL visit that this
COV CONV is
associated with as
there are multiple
COV ILL visits
entered.

Oct-07-2020 11:40:45 ACVOPFEINFPE000 |(b) (4), Query 1: Closed EDC has been

(UTC-06:00) Central (b) (6) updated per CRA

Time (US & Canada) check

Oct-07-2020 10:02:30 ACVOPFEINFPE000 |(b) (4), (b) Query 1: Answered this has been

(UTC-06:00) Central (6) updated

Time (US & Canada)

Oct-06-2020 09:15:18 ACVOPFEINFPE000 |(b) (4), Query 1: Opened Per source, Medical

(UTC-06:00) Centra (b) (6) History source has

Time (US & Canada) been updated for
generalized lumbar
pain / radiculopathy
to thighs bilateral .
*ONCE V1

Page 710 of 734

*** Confidential***
FDA-CBER-2021-5683-0843051




090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit on Oct/01/2020

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Visit: POT_COVID_CONVA 1 - Unscheduled

Form Version: 22-Apr-2020 21.04

Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

MEDHX eCRF IS
UNLOCKED*,
please update EDC
as appropriate.

Oct-01-2020 16:27:50 | ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Centra (6) Oct/1/2020

Time (US & Canada)

3. COVID-19 llIness Visit:

Date L ocation User Value Reason

Oct-01-2020 16:27:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Centra (4), COVID_A1

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

Visit: POT_COVID_CONVA 1 - Unscheduled

Visit on Oct/01/2020

eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Data Origin
Date L ocation User Value Reason
Oct-01-2020 16:28:16 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Oct-01-2020 16:28:16 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Oct-06-2020 13:58:39 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Oct-06-2020 12:19:51 ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central (b) (6) query
Time (US & Canada)
Oct-06-2020 12:19:33 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.
Oct-06-2020 12:19:33 ACVOPFEINFP6000 | auto query Query 1: Answered New Information
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Oct-06-2020 12:19:33 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-06:00) Central 4), YES
Time (US & Canada) (b) (6) Date of Collection:
Oct/1/2020
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Visit on Oct/01/2020

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Oct-06-2020 09:16:16 ACVOPFEINFPE000 |(b) (4), Query 1: Opened Per source, COVID
(UTC-06:00) Central (b) (6) Convalescent Visit
Time (US & Canada) blood sample was
collected. Please
reconcile.

Oct-01-2020 16:28:16 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:
Date L ocation User Value Reason
Oct-07-2020 10:05:04 ACVOPFEINFP6000 |(b) Query 1: Closed Response satisfies
(UTC-06:00) Central (4), query
Time (US & Canada) (b)

(6)
Oct-06-2020 12:20:40 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central 4,
Time (US & Canada) (b) (6)
Oct-06-2020 12:19:49 ACVOPFEINFP6000 |(b) Query 1: Answered sample was
(UTC-06:00) Central (4), collected
Time (US & Canada) (b) (6)
Oct-02-2020 14:57:35 ACVOPFEINFPE000 |(b) Query 1: Opened Clinica Query:
(UTC-06:00) Central @), Please clarify why
Time (US & Canada) (b) sample was not

(6) collected.
Oct-01-2020 16:28:16 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), sample was not collect according
Time (US & Canada) (b) (6) to protocol
5a
Date L ocation User Value Reason
Oct-06-2020 14:06:48 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error
(UTC-06:00) Central (b) (6) Sample |D: BP3D95
Time (US & Canada)
Oct-06-2020 14:00:20 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-06:00) Central (b) (6) Sample |D: RW7912
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Visit on Oct/01/2020

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Oct-06-2020 13:59:56 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error

(UTC-06:00) Central (b) (6) Sample | D: RW79121

Time (US & Canada)

Oct-06-2020 13:58:39 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) Sample | D: RW79121-

Time (US & Canada)

5.aSample D

Date L ocation User Value Reason

Oct-06-2020 14:06:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

(UTC-06:00) Central (b) (6) BP3D95

Time (US & Canada)

Oct-06-2020 14:00:20 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Oct-06-2020 14:00:20 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

(UTC-06:00) Central (b) (6) RW7912

Time (US & Canada)

Oct-06-2020 13:59:56 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

(UTC-06:00) Central (b) (6) RW79121

Time (US & Canada)

Oct-06-2020 13:58:39 ACVOPFEINFP6000 | auto query Query 1: Opened Barcode is not 6

(UTC-06:00) Central (autoquery) charactersin length.

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

Oct-06-2020 13:58:39 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) RW79121-

Time (US & Canada)

5.b

Date L ocation User Value Reason

Oct-06-2020 14:07:09 ACVOPFEINFPG6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) Sample|D: BPLL95

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled

Visit on Oct/01/2020

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

5.b Sample ID
Date L ocation User Value Reason
Oct-06-2020 14:07:09 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BPLL95
Time (US & Canada)
5.c
Date L ocation User Value Reason
Oct-06-2020 14:07:19 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sample|D: BPLL96
Time (US & Canada)
5.c SampleID
Date L ocation User Value Reason
Oct-06-2020 14:07:19 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BPLL96
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled

Visit on Nov/19/2020

Form Version: 22-Apr-2020 2104

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Nov-23-2020 23:57:10 | ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Nov-23-2020 14:26:05 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered updated COV illness

(UTC-06:00) Central (6) number to C1
Time (US & Canada)
Nov-20-2020 03:34:31 | ACVOPFEINFPE000 |(b) (4), Query 1: Opened DM: Convalescent

(UTC-06:00) Central (b) (6) Visit (COVID_Bl)is

Time (US & Canada) entered, however
corresponding Covid
I1Iness
Visit(COVID_B)exist
is marked as
Erroneous visit.
Kindly review and
update data as
appropriate. Else
explain. Thanks

Nov-19-2020 16:44:45 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) Nov/19/2020

Time (US & Canada)

3. COVID-19 llIness Visit:

Date L ocation User Value Reason

Nov-23-2020 14:23:48 ACVOPFEINFP6000 |(b) Data Entry: Changed

(UTC-06:00) Central 4, CcoviD_C1 Information

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

Nov-19-2020 16:49:50 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) CovID_B1

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled

Visit on Nov/19/2020

eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Data Origin

Date L ocation User Value Reason

Nov-19-2020 16:47:40 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

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

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Nov-19-2020 16:47:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Nov-23-2020 12:34:03 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-20-2020 04:10:54 ACVOPFEINFP6000 |(b) (4), (b) | Query 1: Opened ‘Sample Collected?

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

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

Nov-19-2020 16:47:40 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.

Nov-19-2020 16:47:40 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

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

Time (US & Canada)

Nov/19/2020

Date of Collection:

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

*** Confidential***

Page 717 of 734

FDA-CBER-2021-5683-0843058




090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled

Visit on Nov/19/2020

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Date L ocation User Value Reason

Mar-10-2021 09:10:36 ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies

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

Time (US & Canada)

Mar-01-2021 15:47:40 ACVOPFEINFPE000 |(b) Query 1: Answered subject isLTFU due

(UTC-06:00) Central (4), to unable to contact

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

Mar-01-2021 07:25:00 ACVOPFEINFPE000 |(b) (4), Query 1: Opened COVID_D1 CONV

(UTC-06:00) Central (b) (6) visit expected, but

Time (US & Canada) not performed.
Pending
confirmation if till
expected.. PLease
confirm if done.

5a

Date L ocation User Value Reason

Nov-23-2020 12:34:03 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Centra (b) (6) Sample |D: BPLL9S

Time (US & Canada)

5.a Sample D

Date L ocation User Value Reason

Nov-23-2020 12:34:03 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) BPLL9S

Time (US & Canada)

5b

Date L ocation User Value Reason

Dec-07-2020 09:04:06 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) Sample|D: BPLLOT

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled

Visit on Nov/19/2020

Form Version: 22-Apr-2020 21:03

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

5.b Sample ID
Date L ocation User Value Reason
Dec-07-2020 09:04:06 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BPLLOT
Time (US & Canada)
5.c
Date L ocation User Value Reason
Dec-07-2020 09:04:32 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sample | D: BP3DC2
Time (US & Canada)
5.c SampleID
Date L ocation User Value Reason
Dec-07-2020 09:04:32 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BP3DC2
Time (US & Canada)
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on

Aug/11/2020

Form Version: 22-Apr-2020 21:02

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Sep-10-2020 07:43:35 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

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

Time (US & Canada)

Sep-09-2020 17:49:16 ACVOPFEINFP6000 |(b) Query 1: Answered no visit was

(UTC-06:00) Central (4), performed on this

Time (US & Canada) (b) (6) date. it wasa
telephone call asthe
subject was out of
town and could not
make it in for avisit

Sep-09-2020 07:22:29 ACVOPFEINFPE000 |(b) (4), Query 1: Opened Erroneous Visit is

(UTC-06:00) Centra (b) (6) marked, but date of

Time (US & Canada) visit is entered.
Please check
whether other
assessments are
performed at this
visit.

Sep-08-2020 14:37:08 ACVOPFEINFP6000 | auto query Query 1: Candidate Erroneous Visitis

(UTC-06:00) Central (autoquery) marked, but date of

Time (US & Canada) visitis entered.
Please check
whether other
assessments are
performed at this
visit.

Aug-19-2020 19:50:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4, Aug/11/2020

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

2. Erroneous Visit

Date L ocation User Value Reason

Sep-08-2020 14:37:08 ACVOPFEINFPE000 |(b) DataEntry: Initial Entry

(UTC-06:00) Central 4), ERRONEOUSVISIT

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

Visit: Unplanned 1 - Unscheduled Visit on

Aug/11/2020

Form Version: 22-Apr-2020 21:04

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: UNPLANNED VISIT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Assessments

Date L ocation User Value Reason

Feb-23-2021 09:13:03 ACVOPFEINFP6000 |(b) (4), (b) Query 2: Closed Query closed data

(UTC-06:00) Central (6) has been updated

Time (US & Canada)

Feb-22-2021 13:54:32 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Not Applicable

Time (US & Canada)

Feb-22-2021 13:54:00 ACVOPFEINFP6000 | auto query Query 2: Answered Changed

(UTC-06:00) Central (autoquery) Information

Time (US & Canada)

Feb-22-2021 13:54:00 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Changed

(UTC-06:00) Central (6) Information

Time (US & Canada)

Feb-22-2021 12:40:53 ACVOPFEINFPE000 |(b) (4), Query 2: Opened DM Q: Please enter

(UTC-06:00) Central (b) (6) aFORM LEVEL

Time (US & Canada) comment (located
across from Form
Title), scroll down
and select Not
Applicable so entire
form can be
updated. For further
instruction see
section 4.10 of the
CRF Completion
Requirements

Aug-19-2020 19:51:23 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Aug-19-2020 19:50:21 | ACVOPFEINFPGE000 | auto query Query 1: Candidate ‘Contact Outcomeis

(UTC-06:00) Central (autoquery) ticked however

Time (US & Canada) 'CONTACT
OUTCOME formis
not entered. Please
review and update
as appropriate.
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on Form: UNPLANNED VISIT - eCRF Audit Trail History
Aug/11/2020

Form Version: 22-Apr-2020 21.04 Form Status: Data Complete, Frozen, Verified

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Aug-19-2020 19:50:21 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) CONTACT OUTCOME
Time (US & Canada)
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on

Aug/11/2020

Form Version: 22-Apr-2020 21:04

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: CONTACT OUTCOME - UNPLANNED - eCRF Audit Trail

History

Form Status: Data Complete, Frozen, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Contact Type:

Date L ocation User Value Reason

Feb-22-2021 13:55:12 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | Not Applicable

Time (US & Canada)

Feb-22-2021 13:55:01 ACVOPFEINFP6000 |autocac |DataEntry: Changed

(UTC-06:00) Central (autocalc) Information

Time (US & Canada)

Aug-19-2020 19:51:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | TELEPHONE VISIT

Time (US & Canada)

2. Was contact made?

Date L ocation User Value Reason

Feb-23-2021 01:24:24 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

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

Time (US & Canada)

Feb-22-2021 13:55:12 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Not Applicable

Time (US & Canada)

Feb-22-2021 13:55:01 | ACVOPFEINFP6000 | auto query Query 1: Answered Changed

(UTC-06:00) Central (autoquery) Information

Time (US & Canada)

Feb-22-2021 13:55:01 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed

(UTC-06:00) Central (6) Information

Time (US & Canada)

Feb-22-2021 12:40:29 | ACVOPFEINFPG000 |(b) (4), Query 1: Opened DM Q: Please enter

(UTC-06:00) Central (b) (6) aFORM LEVEL

Time (US & Canada) comment (located
across from Form
Title), scroll down
and select Not
Applicable so entire
form can be
updated. For further
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on

Aug/11/2020

Form Version: 22-Apr-2020 21.04

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: CONTACT OUTCOME - UNPLANNED - eCRF Audit Trail

History

Form Status: Data Complete, Frozen, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

instruction see
section 4.10 of the
CRF Completion
Requirements
Aug-19-2020 19:51:23 | ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) YES
Time (US & Canada) Date of Contact:
Aug/11/2020
Contact Outcome:
VISIT NOT ARRANGED,
UNABLE TO ATTEND
3. Comments:
Date L ocation User Value Reason
Feb-22-2021 13:55:12 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 10-Dec-2020 02:29

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

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

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Completion/Discontinuation/Death :
Date L ocation User Value Reason
Dec-23-2020 08:53:08 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Dec/22/2020
Time (US & Canada)
2. Phase of Disposition:
Date L ocation User Value Reason
Dec-23-2020 08:53:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | VACCINATION
Time (US & Canada)
3. Status:
Date L ocation User Value Reason
Dec-23-2020 08:53:08 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) COMPLETED
Time (US & Canada)
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Header Text: c4591001
Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53

Form: DISPOSITION - FOLLOW-UP - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Mar-01-2021 15:47:09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Mar/1/2021
Time (US & Canada) (b) (6)
2. Phase of Disposition:
Date L ocation User Value Reason
Mar-01-2021 15:47:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | FOLLOW-UP
Time (US & Canada)
3. Status:
Date L ocation User Value Reason
Mar-01-2021 15:47:09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), LOST TO FOLLOW-UP
Time (US & Canada) (b) (6)
4. Specify Status:
Date L ocation User Value Reason
Mar-01-2021 15:47:09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), unable to contact 3 phone calls an
Time (US & Canada) (b) (6) d cert. letter sent on 0BFEB2021
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo
Subject No: 11611020 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
Date L ocation User Value Reason
Nov-11-2020 14:35:34 ACVOPFEINFP6000 |(b) Form Created
(UTC-06:00) Central Time @),
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Category:

Date L ocation User Value Reason
Nov-11-2020 14:35:34 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | ADVERSE EVENT

Time (US & Canada)

2.AE ID:

Date L ocation User Value Reason
Nov-11-2020 14:35:34 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

Nov-13-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Clos | Discrepancy has

15:38:34 Oracle ed been closed.

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

Central Time

(US & Canada)

Nov-13-2020 ACVOPFEINFP6000 auto query Query 1: Ans | Changed

10:37:21 (autoquery) wered Information

(UTC-06:00)

Central Time

(US & Canada)

Nov-13-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: Changed

10:37:21 (6) 1+right distal | Information

(UTC-06:00) cervical lymph

Central Time node enlarged

(US & Canada)

Nov-12-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Open | Clarify

03:45:30 Oracle ed 1+RIGHT

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

Central Time CERVICAL

(US & Canada) NODE as
follows...The
term appears

incomplete and
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1161
Subject No: 11611020
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Verified
Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

ambiguous. Are
you reporting
1+RIGHT
DISTAL
CERVICAL
LYMPH NODE
ENLARGED?
1+RIGHT
DISTAL
CERVICAL
LYMPH NODE
PALPABLE?If
so, update the
verbatim term
as such.
Otherwise
clarify and edit
the term. Thank
you.

*** Confidential***

Nov-11-2020 ACVOPFEINFPG000 (b) Data Entry: Initial Entry

14:35:34 (4), 1+right distal

(UTC-06:00) (b) (6) cervical node

Central Time

(US & Canada)

4. Start Date Time:

Date L ocation User Value Reason

Nov-11-2020 14:35:34 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central @), Nov/8/2020 UNK:UNK

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

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason

Mar-02-2021 04:06:22 ACVOPFEINFPG000 |(b) (4), Query 2: Closed Response satisfies

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

Time (US & Canada)

Mar-01-2021 15:48:24 ACVOPFEINFP6000 |(b) Query 2: Answered unknown, subject is

(UTC-06:00) Central 4, LTFU

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

Mar-01-2021 15:47:09 ACVOPFEINFP6000 |autoquery | Query 2: Opened 'Disposition

(UTC-06:00) Central (autoquery) Follow-up formis
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

090177e196ae3d54\Final\Final On: 01-Apr-2021 04:31 (GMT)

Time (US & Canada) completed and this
Adverse Event is
still ongoing. Please
review and update
as appropriate.

Nov-30-2020 10:18:47 ACVOPFEINFP6000 | Juleen Query 1: Closed Response satisfies

(UTC-06:00) Central Gayed query

Time (US & Canada) (b) (4)

Nov-24-2020 14:08:01 ACVOPFEINFP6000 |(b) Query 1: Answered yes, thisis still

(UTC-06:00) Central 4, ongoing

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

Nov-24-2020 07:16:20 ACVOPFEINFP6000 |(b) (4), (b) | Query 1: Opened Clin: Please confirm

(UTC-06:00) Central (6) if thisAE istill

Time (US & Canada) ongoing

Nov-23-2020 08:42:21 ACVOPFEINFPE000 |Juleen Query 1: Candidate Clin: Please confirm

(UTC-06:00) Central Gayed if thisAE isstill

Time (US & Canada) (b) (4) ongoing

Nov-11-2020 14:35:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4, YES

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

6. Toxicity Grade:

Date L ocation User Value Reason

Nov-11-2020 14:35:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4, 1

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

7. |sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Nov-11-2020 14:35:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1161 Site Name: (1161) Benchmark Research - San Angelo

Subject No: 11611020 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason
Nov-11-2020 14:35:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, NO
Time (US & Canada) (b) (6)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Nov-11-2020 14:37:11 ACVOPFEINFPE000 |(b) Data Entry: Changed
(UTC-06:00) Central (4), NOT RELATED Information
Time (US & Canada) (b) (6) If Not Related to study treatmen
t(s), this event is due to:
OTHER
If Other, specify:
Vira Syndrome
Nov-11-2020 14:35:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NOT RELATED
Time (US & Canada) (b) (6)
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Nov-11-2020 14:35:34 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, NOT APPLICABLE
Time (US & Canada) (b) (6)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Nov-11-2020 14:35:34 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), NO
Time (US & Canada) (b) (6)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02

SiteNo: 1161
Subject No: 11611020
Generated By: (b) (4)

Form Status: Data Complete, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Nov-11-2020 14:35:34 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, NO
Time (US & Canada) (b) (6)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Nov-11-2020 14:35:34 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), NOT RECOVERED/NOT RESO
Time (US & Canada) (b) (6) LVED
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Nov-11-2020 14:35:34 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
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Site No: 1161
Subject No: 11611020
Generated By: (b) (4)

Header Text: c4591001
Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1161) Benchmark Research - San Angelo
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Subject Status

*** Confidential***
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Date L ocation User Value Reason
Mar-01-2021 15:47:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | DISCONTINUED
Time (US & Canada)
Dec-23-2020 08:53:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | FOLLOW-UP
Time (US & Canada)
Aug-03-2020 22:43:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | ENROLLED/RANDOMIZED
Time (US & Canada)
Aug-03-2020 22:35:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SCREENED
Time (US & Canada)
2. Subject Status Date
Date L ocation User Value Reason
Mar-01-2021 15:47:09 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Mar/1/2021
Time (US & Canada)
Dec-23-2020 08:53:08 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Dec/22/2020
Time (US & Canada)
Aug-03-2020 22:43:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Aug/3/2020
Time (US & Canada)
Aug-03-2020 22:35:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Aug/3/2020
Time (US & Canada)
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Header Text: c4591001

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

Site No: 1161

Subject No: 11611020

Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History
Form Status: Data Complete, Signed, Verified

Site Name: (1161) Benchmark Research - San Angelo

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Casebook Signature

Date L ocation User Value Reason
Sep-11-2020 11:12:17 ACVOPFEINFP6000 | Darrell Data Entry: Initial Entry
(UTC-06:00) Central Herrington Click Hereto Enable
Time (US & Canada) (b) (4)
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