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Cohort Selection

3 option is equivalent to PHASE 2/3.

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5, STAGE

*** 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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Informed Consent

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Aug/3/2020
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Demography
1. | Subject 1D [11091111]
2. | Birth Date: (b) (6)/1952
3. [Sex: FEMALE
4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that apply): WHITE
6. | Racia Designation:
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Date of Visit
1. | Date of Visit Aug/3/2020
2. | Erroneous Visit
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Study eligibility requires subjects to meet all inclusion criteria (Y ES) and Not meet exclusion criteria (NO).

Inclusion Criteria

la

Inclusion Number:

1

Criterion Description:

Male or female parti cipants 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 only) | INO1A0O
1b || Inclusion Number: 2

Criterion Description:

Participants who are willing and able to comply with all scheduled visits,
vaccination plan, laboratory tests, lifestyle considerations, and other study
procedures

Criterion met? YES
Criterion ID: (For Pfizer use only) | INO2A00
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 only)

INO3A00

1d

Inclusion 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
Criterion ID: (For Pfizer use only) | INO4A00
Exclusion Criteria
2.8 || Exclusion Number: 1

Criterion Description:

Other medica 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 only)

EXO01A00

*** Confidential***
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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 only) | EX02A00
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 only)

EXO03A00

2d Exclusion Number:

4

Criterion Description:

Receipt of medications intended to prevent COVID-19

Criterion met? NO
Criterion ID: (For Pfizer use only) | EX04A00
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 only)

EX08AQ0

2f Exclusion Number:

10

Criterion Description:

Bleeding diathesis or condition associated with prolonged bleeding that would, in
the opinion of the investigator, contraindicate intramuscular injection

Criterion met? NO
Criterion ID: (For Pfizer use only) | EX10A00
2.9 || Exclusion Number: 1

Criterion Description:

Women who are pregnant or breastfeeding

Criterion met?

NO

Criterion ID: (For Pfizer use only)

EX11A00

Page 6 of 399

*** Confidential***
FDA-CBER-2021-5683-0976352




090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 30-Jul-2020 21:27

Form: INCLUSION/EXCLUSION CRITERIA
Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials; ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

2.0 || Exclusion Number: 12

Criterion Description:

Previous vaccination with any coronavirus vaccine

Criterion met? NO
Criterion ID: (For Pfizer use only) | EX12A00
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 only) | EX13A01
2§ || 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 only) | EX14A01
2K || Exclusion Number: 16
Criterion Description: Participation in other studies involving study intervention within 28 days prior to
study entry and/or during study participation
Criterion met? NO
Criterion ID: (For Pfizer use only) | EX15A01
21 1| Exclusion Number: 17
Criterion Description: Previous participation in other studies involving study intervention containing lipid
nanoparticles
Criterion met? NO
Criterion ID: (For Pfizer use only) | EX16A01
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 only)

EX21A01

*** Confidential***
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Disposition - Screening

1. | Date of Completion/Discontinuation | Aug/3/2020
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
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Medical History Details

la || ine/MH Number:

(1]

Disease/Syndrome/Surgery [Anxiety]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Jun/1/2018
Ongoing: YES
1b |1 Line/MH Number: 2]
Disease/Syndrome/Surgery [Appendicitis]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Jan/UNK/1962
Ongoing: NO
End Date:
Jan/UNK/1962
1e || Line/MH Number: (3]
Disease/Syndrome/Surgery [Appendectomy]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Jan/UNK/1962
Ongoing: NO
End Date:
Jan/UNK/1962

1d || Line/MH Number:

(4]

*** Confidential***

Disease/Syndrome/Surgery [Carpel Tunnel Syndrome, Bi-lateral]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Jan/UNK/1997
Ongoing: NO

End Date:

Jan/UNK/1997
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le

Line/MH Number:

(5]

Disease/Syndrome/Surgery [Cataract Surgery]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Oct/UNK/2019
Ongoing: NO
End Date:
Oct/UNK/2019

1f

Line/MH Number:

(6]

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

[Colonoscopy]

Start Date: Jan/UNK/2020
Ongoing: YES

19 || Line/MH Number: (7]
Disease/Syndrome/Surgery [Cystocel€]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Oct/UNK/2019
Ongoing: YES

Lh || Line/MH Number: [8]
Disease/Syndrome/Surgery [Deep Vein Thrombosis]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Jan/UNK/2014
Ongoing: YES

Li || Line/MH Number: [9]
Disease/Syndrome/Surgery [Depression]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Jan/UNK/1995
Ongoing: YES

Page 10 of 399
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Lj || Line/MH Number: [10]
Disease/Syndrome/Surgery [Diverticulosis]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Jan/UNK/1998
Ongoing: YES
1K || Line/MH Number: [11]
Disease/Syndrome/Surgery [Hand Surgery, Bi-lateral Thumb]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Jan/UNK/2002
Ongoing: NO
End Date:
Jan/UNK/2002
L] Line/MH Number: [12]
Disease/Syndrome/Surgery [Hand Surgery, Bi-lateral Thumb]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Jan/UNK/2006
Ongoing: NO
End Date:
Jan/UNK/2006
1M | ine/MH Number: [13]
Disease/Syndrome/Surgery [Hemorrhoids]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Jan/UNK/1998
Ongoing: YES
10| Line/MH Number: [14]
Disease/Syndrome/Surgery [Hot Flashes]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Jan/UNK/2017
Ongoing: YES
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lo

Line/MH Number: [15]
Disease/Syndrome/Surgery [Hypercholesterolemia)
/Non-Drug Allergies/Drug
Allergies:
Start Date: Jan/UNK/2010
Ongoing: YES

1P || Line/MH Number: [16]
Disease/Syndrome/Surgery [Hypertension]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Jan/UNK/2000
Ongoing: YES

19| Line/MH Number: [17]

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

[HYPERTRIGLY CERIDEMIA]

Start Date: Jan/UNK/2010
Ongoing: YES

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

1s || Line/MH Number: [19]

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

[Osteoarthritis, Hip, Hands]

Start Date: Jan/UNK/2000
Ongoing: YES
Page 12 of 399
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1t

Line/MH Number: [20]
Disease/Syndrome/Surgery [Polyp removal]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Jan/UNK/2020
Ongoing: NO
End Date:
Jan/UNK/2020
Lu | Line/MH Number: [21]
Disease/Syndrome/Surgery [PTSD]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Jun/UNK/2018
Ongoing: YES
1V || Line/MH Number: [22]
Disease/Syndrome/Surgery [Rectocel€]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Oct/UNK/2019
Ongoing: YES
1w || | ineMH Number: [23]

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

[Tubal Ligation]

Start Date: Jan/UNK/1988
Ongoing: NO
End Date:
Jan/UNK/1988
1X || Line/MH Number: [24]

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

[Seasonal Allergies]

Start Date: Aug/1/2019
Ongoing: YES
Page 13 of 399
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Vital Signs
1. |Date Aug/3/2020
2. | Weight: [184.0]
3. | Unit: LB
4. | Height: [62.0]
5. | Unit: in
6. | Body Mass Index: [33.7]
Vital Signs Details
7a|| Record Identifier: 1
Temperature: [98.2]
Unit: F
Temperature Location: ORAL CAVITY
Page 14 of 399
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Lab Urinalysis
1. | Lab Panel: URINALY SIS
2. | Lab Sub-Panel: PREGNANCY
3. | Collection Date: Aug/3/2020
4. | Laboratory Name and Address [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.2 sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Resullt:
Not Done: NOT DONE
Page 15 of 399
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Disposition
1. | Randomization Date : Aug/3/2020
2. | Randomization Number: [221478]
3. | Randomization Group: [
Page 16 of 399

*** Confidential***
FDA-CBER-2021-5683-0976362




090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE

2. | Sample Type SERUM

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

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

Aliquot

Please enter barcode for each aiquot.

5a|| sampleID [BP3PXY]
5b || sample D [BP3PXB]
5C || sampleID [BP3PXC]
5d || sample D [BPL6HO]
5€ || sampleID [BPL6H1]
5t || sample D [BPL6H2]
59 || sampleID [BPLGH3]
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Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

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 sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aiquot.
5a|| sampleID [BP3PXD]
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*** Confidential***

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Aug/3/2020 11:00
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [
9. [Unit:
10. | Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
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Reactogenicity Diary

1. | Select appropriate response -
Reactogenicity diary collection

YES- REACTOGENICITY E-DIARY COLLECTED FOR THIS SUBJECT
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Date of Visit
1. | Date of Visit Aug/23/2020
2. | Erroneous Visit
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Vaccination Symptoms Diary - Symptom Resolved Dates

1

Were medicationsto treat fever/pain

given on the last day the Subject
Diary was completed?

NO

2.a

Symptom:

FEVER

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

NO

2b

Symptom:

FATIGUE

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

NO

2.c

Symptom:

HEADACHE

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

NO

2d

Symptom:

CHILLS

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

NO

2.e

Symptom:

VOMITING

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

NO

2f

Symptom:

DIARRHEA

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

NO

29

Symptom:

NEW OR WORSENED MUSCLE PAIN

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

Diary was completed?

NO
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Header Text: c4591001
Visit: V2_VAX2_L

Form Version: 30-Jul-2020 21:30
SiteNo: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

2h || symptom: NEW OR WORSENED JOINT PAIN
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?
3. | Injection Site Location: DELTOID MUSCLE
4. |Injection Site Body Side: LEFT
54 || |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
present on the last day the Subject
Diary was completed?
5. Injection Site Reaction: PAIN AT INJECTION SITE
Were injection site reactions NO
present on the last day the Subject
Diary was completed?
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 21-Aug-2020 02:51
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: VITAL SIGNS- TEMP

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Vital Signs
1. | Date: Aug/23/2020
Vital Signs Details
2a|| Record Identifier: 1
Temperature: [98.2]
Unit: F
Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 30-Jul-2020 21:27
Site No: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Lab Urinalysis
1. | Lab Panel: URINALY SIS
2. | Lab Sub-Panel: PREGNANCY
3. | Collection Date: Aug/23/2020
4. | Laboratory Name and Address [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.2 sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Resullt:
Not Done: NOT DONE
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/23/2020
4. | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aiquot.
5a|| sampleID [BPXSZM]
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: VACCINATION

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

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/23/2020 10:18
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [
9. [Unit:
10. | Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Sep/29/2020
2. | Erroneous Visit
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Header Text: c4591001
Visit: V3_MONTH1_POSTVAX2 L

Form Version: 30-Jul-2020 21:30
SiteNo: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1

Were medicationsto treat fever/pain
given on the last day the Subject
Diary was completed?

NO

2.a

Symptom:

FEVER

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

NO

2b

Symptom:

FATIGUE

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

NO

2.c

Symptom:

HEADACHE

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

NO

2d

Symptom:

CHILLS

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

NO

2.e

Symptom:

VOMITING

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

NO

2f

Symptom:

DIARRHEA

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

NO

2.9

Symptom:

NEW OR WORSENED MUSCLE PAIN

Were fever or systemic symptoms
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: 30-Jul-2020 21:30
SiteNo: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

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

4. |Injection Site Body Side: LEFT

54 || |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

present on the last day the Subject
Diary was completed?

5 || Injection Site Reaction:

PAIN AT INJECTION SITE

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

NO
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Sep/29/2020
4. | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aiquot.
5a|| sampleID [BMNG75]
5b || sample D [BMNGT76]
5C || sampleID [BPXTKX]
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Header Text: c4591001
Visit: V4 MONTH6 L

Form Version: 22-Apr-2020 21:02

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Feb/15/2021
2. | Erroneous Visit
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Header Text: c4591001

Visit: V4_MONTH6_L

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Feb/15/2021
4. | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aiquot.
5a|| sampleID [BRGKKB]
5b || sample D [BS37TM2)]
5C || sampleID [BS37M3]
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Header Text: c4591001

Visit: V5_MONTH12_L

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Date of Visit

1. | Dateof Visit /!

2. | Erroneous Visit
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Header Text: c4591001

Visit: V5_MONTH12_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Electronic Sample Tracking

Data Origin

Sample Type

Sample Collected?

plw|DdPF

If no sample was collected or sample
was hot collected according to
protocol, please provide reason:

—

]

Aliquot

Please enter barcode for each aiquot.

5 || Sample 1D []
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Header Text: c4591001

Visit: V6_MONTH24_L

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Date of Visit

1. | Dateof Visit /!

2. | Erroneous Visit
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Header Text: c4591001

Visit: V6_MONTH24_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Electronic Sample Tracking

Data Origin

Sample Type

Sample Collected?

plw|DdPF

If no sample was collected or sample
was hot collected according to
protocol, please provide reason:

—

]

Aliquot

Please enter barcode for each aiquot.

5 || Sample 1D []
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET
Aug/29/2020

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Aug/29/2020
2. | Erroneous Visit
COVID-19 llIness Visit
3. | COVID-19 IlIness Visit: COVID_A
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Header Text: c4591001

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

Aug/29/2020

Form Version: 21-Aug-2020 02:52

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Aug/29/2020
2. | Date of First Symptom Started: Aug/27/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Sep/4/2020
Symptoms
4.2 || symptoms: FEVER
Was symptom present? NO
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? YES
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d || symptoms: CHILLS
Was symptom present? NO
4e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? YES
4h || symptoms: DIARRHEA
Was symptom present? NO
4i || symptoms: VOMITING
Was symptom present? NO
Symptoms - Other
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Header Text: c4591001

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

Aug/29/2020

Form Version: 21-Aug-2020 02:52
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

5. Symptoms - Other Text:

[]
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:54
Site No: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form: MICROBIOLOGY SPECIMEN

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Date of Collecti | Specimen Ty

Specimen Collection Loca

Assay Code and Descript | Device Ty

*** Confidential***

# . Form Instance
on pe tion ion 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 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN
Aug/29/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form
Form Comments

eCRF Audit Trail History

Form Audit Trail

Microbiology Specimen

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

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

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB_SELF
3. | Sample Collected? YES
Date of Collection:
Aug/29/2020
4. | If no sample was collected or sample | [ ]
was hot collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
52|/ sample 1D [CV02694]
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Header Text: c4591001

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

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE Comments
2. | Sample Type NASAL_SWAB Comments
3. | Sample Collected? NO Comments
4. | If no sample was collected or sample | [Not done per protocol] Comments
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aiquot.
Sa|| sample D Not Done Comments
[]
Page 44 of 399

*** Confidential***

FDA-CBER-2021-5683-0976390




090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Header Text: c4591001

Aug/29/2020

Form Version: 21-Aug-2020 02:50
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Health Care Utilization

*** Confidential***

la|| prysician or Healthcare SPECIALIST
Professional:
Occurrence of Visitsor Contacts: | NO
1b Physician or Healthcare EMERGENCY ROOM
Professional:
Occurrence of Visitsor Contacts: | NO
1.¢ || physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visitsor Contacts: | YES
Number of Visits or Contacts:
[1]
1d || physician or Healthcare URGENT CARE
Professional:
Occurrence of Visitsor Contacts: | NO
le Physician or Healthcare TELEPHONE CONSULTATION
Professional:
Occurrence of Visitsor Contacts: | NO
17 || 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 Version: 22-Apr-2020 21:02

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form: HOSPITALIZATION DETAILS

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

# Hospitalization Category Hospitalization Term Admission Date Ongoing Form Instance
1. | Not Done Not Done Not Done Not Done Repeating Pages
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Header Text: c4591001

Aug/29/2020

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS

Form Status: Data Complete, Frozen

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Form Comments

eCRF Audit Trail History
Form Audit Trail

Hospitalization Details

*** Confidential***

1. | Hospitalization Category: Not Done Comments
2. | Hospitalization Term: Not Done Comments
3. | Admission Date: Not Done Comments
1
4. | Ongoing? Not Done Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:53
Site No: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form: RESPIRATORY TREATMENT

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Treatment | dentif | Con Non-Drug Treatments Pre-spe

# ier Treatment Treatment Start Date | Form Instance
1. | Not Applicable Not Applicable Not Applicab | Not Applicab | Not Applicab Repesating
le le le Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT
Aug/29/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

*** Confidential***

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

2. | Concomitant Non-drug Treatment Not Applicable Comments

Pre-specified:

3. | Treatment: Not Applicable Comments

4. | Treatment: Not Applicable Comments
[]

5. | Start Date: Not Applicable Comments
1

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

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

Aug/29/2020

Form Version: 06-Jul-2020 21:52
SiteNo: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

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

Visit: POT_COVID_ILL 1

Form Version: 17-Jul-2020 21:55
Site No: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form: ILLNESS DETAILS - SEVERE

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

# | Category of Clinical Event:

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

1

Repeating Pages

*** Confidential***
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Header Text: c4591001

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

Aug/29/2020

Form Version: 17-Jul-2020 21:55
SiteNo: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

IlIness Details

Category of Clinical Event:

Subcategory of Clinical Event:

Was a diagnosis obtained?

Plww|DdP

Toxicity Grade:
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Header Text: c4591001

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

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

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

4 Category for Lab | Vendor Na Collect|.on D | Specimen T L ab Result Form Instance
Test me ate: ype
1 Sponsor -Defined Ide | Test | Resul Repeating
ntifier : t: Pages
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Header Text: c4591001

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

Aug/29/2020

Form Version: 30-Jul-2020 21:27
SiteNo: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Lab Chemistry Details

Lab Panel:

Laboratory Name and Address

Collection Date:

1

Plww|DdP

Specimen Type:

Lab Result

5. Sponsor ID:

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: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Category for La | Vendor Name (DE

# b Test RIVED)

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

Sponsor-Defined | | Tes | Resu Repesting
dentifier t| It Pages

*** Confidential***
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Header Text: c4591001

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

Aug/29/2020

Form Version: 30-Jul-2020 21:28
SiteNo: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

L aboratory Data Hematology

Lab Panel:

Laboratory Name and Address

Collection Date:

1

Plww|DdP

Specimen Type:

Lab Result

5. Sponsor ID:

Test:

Result:

[]

Not Done:

LNMT

Low

[]
High

Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form: VITAL SIGNS- COVID

Form Version: 30-Jul-2020 21:27

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

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

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

Aug/29/2020

Form Version: 30-Jul-2020 21:27
SiteNo: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Vital Signs

1. | Date:

1

Vital Signs Details

2. Record Identifier:

Systalic:

[]

Diastolic:

[]

Respiratory Ratein
respirations/minute:

[]

Heart Rate in beats/minute:
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 30-Jul-2020 21:28

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

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

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

Aug/29/2020

Form Version: 30-Jul-2020 21:28
SiteNo: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Vital Signs

1. | Date:

1

Vital Signs Details

2. Record Identifier:

SPO2 Pulse Oximetry %

[]
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:52
Site No: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form: OXYGENATION PARAMETERS

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

# | Date Time of Assessment

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

1

Repeating Pages

*** Confidential***
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: OXY GENATION PARAMETERS

Aug/29/2020

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

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment: 1

2. | Arteria Blood Gases PaO2 (mmHg):

—

]

3. | FiO2 (Fraction of Inhaled Oxygen):

—

]
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form Version: 06-Jul-2020 21:55

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

4 Sponsor-Defined |d | Category for Medi | Concomitant Medications Pre | Name of Medic | Start D | Form Instanc
entifier cation -specified ation ate e
1. Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
Aug/29/2020

Form Version: 06-Jul-2020 21:55
SiteNo: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Concomitant Medications

1

What is the medication identifier?

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

Start Date:

1

Ongoing?
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

# | Date of Assessment L ocation of Assessment Imaging Method Overall Assessment Form Instance
1. Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: IMAGING

Aug/29/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Imaging

Date of Assessment:

1

L ocation of Assessment:

Type of Imaging Exam:

Plww|DdP

Assessment:
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET

Nov/17/2020

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

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Date of Visit

1. | Dateof Visit Nov/17/2020

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 lllness Visit: CoviD_B

Page 67 of 399

*** Confidential***
FDA-CBER-2021-5683-0976413



090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19
Nov/17/2020

Form Version: 10-Oct-2020 16:02

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Nov/17/2020
2. | Date of First Symptom Started: Nov/8/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Nov/13/2020
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? YES
4e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO
4h || symptoms: DIARRHEA
Was symptom present? YES
4i || symptoms: VOMITING
Was symptom present? NO
Symptoms - Other
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Header Text: c4591001

Nov/17/2020

Form Version: 10-Oct-2020 16:02
SiteNo: 1109

Subject No: 11091111

Generated By:| (b) (4)

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

5. Symptoms - Other Text:

[]

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 06-Jul-2020 21:54
Site No: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form: MICROBIOLOGY SPECIMEN

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Date of Co | Specimen Typ

# .
llection e

Specimen Collect _— . Form Instan
ion L ocation Assay Code and Description Device Type ce

1. | Nov/8/202 | SWABBED M
0 ATERIAL

NASOPHARYN | SEVERE ACUTE RESP SYNDR | SARS-COV-2 DIAG | Repeating
X OME CORONAVIRUS 2 NOSTIC TEST Pages
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Header Text: c4591001

Nov/17/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1109

Subject No: 11091111
Generated By:| (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN

Form Status. Data Complete, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. | Actua Date of Collection:

Nov/8/2020

Specimen Type:

SWABBED MATERIAL

Specimen Collection L ocation:

NASOPHARY NX

Assay Code and Description:

SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2

SARS-COV-2 DIAGNOSTIC TEST

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

*** Confidential***

Trade Name: OTHER

Test Result: NEGATIVE

Comments/Findings/Details: [

Trade Name Other, Specify: [NALT Unknown]
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
Nov/17/2020

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Electronic Sample Tracking

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

Please enter barcode for each aliquot.

5.

Sample D

[]
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Nov/17/2020

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Nov/17/2020
4. | If no sample was collected or sample | [ ]
was hot collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sampleID [BR7YBJ]
Page 73 of 399

FDA-CBER-2021-5683-0976419




090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION
Nov/17/2020

Form Version: 10-Oct-2020 15:59
SiteNo: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Health Care Utilization

la

Physician or Healthcare SPECIALIST
Professional:
Occurrence of Visitsor Contacts. | NO
1b Physician or Healthcare EMERGENCY ROOM
Professional:
Occurrence of Visitsor Contacts: | YES
Number of Visits or Contacts:
(1
lc Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visitsor Contacts: | NO
1.d || physician or Hedlthcare URGENT CARE
Professional:
Occurrence of Visitsor Contacts: | NO
le Physician or Healthcare TELEPHONE CONSULTATION
Professional:
Occurrence of Visitsor Contacts: | NO
17 || 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 YES
due to potential COVID-19 illness? Has the subject been in intensive care due to potential COVID-19 ilIness?
NO
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: HOSPITALIZATION DETAILS

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

# Hospitalization Category Hospitalization Term | Admission Date Ongoing Form Instance
1. | HOSPITALIZATION STATUS HOSPITAL Nov/8/2020 NO Repeating Pages
Discharge Date:
Nov/12/2020
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Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS
Nov/17/2020

Form Version: 22-Apr-2020 21:02

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form
eCRF Audit Trail History

Form Audit Trail

Hospitalization Details

1. | Hospitalization Category: HOSPITALIZATION STATUS
2. | Hospitaization Term: HOSPITAL
3. | Admission Date: Nov/8/2020
4. | Ongoing? NO
Discharge Date:
Nov/12/2020
Page 76 of 399

*** Confidential***
FDA-CBER-2021-5683-0976422




090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: RESPIRATORY TREATMENT
Form Version: 06-Jul-2020 21:53
SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Treatment | dentifie | Con Non-Drug Treatments Pre-specifie | Treatmen | Treatmen | Start Dat
# Form Instance
r d t t e
1 Repeating Pages
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Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: RESPIRATORY TREATMENT

Nov/17/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Respiratory Treatment

1. | What isthe treatment Identifier?

N

Concomitant Non-drug Treatment
Pre-specified:

Treatment:

Treatment:

Start Date:

1

|0l kM| W

Ongoing?
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Header Text: c4591001

Nov/17/2020

Form Version: 06-Jul-2020 21:52
SiteNo: 1109

Subject No: 11091111
Generated By:| (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ILLNESS DETAILS

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

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

YES
Respiratory IlIness Diagnosis:
[Diverticulitis flair-up]

Date of Diagnosis:
Nov/12/2020

3. | Toxicity Grade:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 17-Jul-2020 21:55
Site No: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form: ILLNESS DETAILS - SEVERE

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

# | Category of Clinical Event:

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

1

Repeating Pages
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Header Text: c4591001

Nov/17/2020

Form Version: 17-Jul-2020 21:55
SiteNo: 1109

Subject No: 11091111
Generated By:| (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

IlIness Details

Category of Clinical Event:

Subcategory of Clinical Event:

Was a diagnosis obtained?

Plww|DdP

Toxicity Grade:

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Form Version: 30-Jul-2020 21:27

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Category f
or Lab Test

Vendor Name

Collect
ion Dat
e

Specim
en Typ
e

Lab Result

Form Insta
nce

1. | CLINICAL
CHEMIST

ADVENTHEALTH DELAND,701
WEST PLYMOUTH AVE DELAN
RY D,FL 32720

Nov/9/
2020

BLOO
D

Sponsor-De
fined ldenti
fier

Res

Test: ult:

329

C Reactive Pro | 0.5
tein_PX329 0

[]

Alanine Amin |[]
otransferase P
X30

[]

Aspartate Ami [[ ]
notransferase _
PX28

35

Alkaline Phosp | 84
hatase PX35

21

Bilirubin_PX2 |0.4
1

[]

Blood Urea Nit
rogen_PX47

—
[a—

48

Creatinine PX [0.6
48 2

Repeating
Pages
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Header Text: c4591001

Nov/17/2020

Form Version: 30-Jul-2020 21:27
SiteNo: 1109

Subject No: 11091111
Generated By: | (b) (4)

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

*** Confidential***

1. | LabPandl: CLINICAL CHEMISTRY
2. | Laboratory Name and Address [ADVENTHEALTH DELAND,701 WEST PLYMOUTH AVE DELAND,FL
32720]
3. | Callection Date: Nov/9/2020
4. | Specimen Type: BLOOD
Lab Result
52 || sponsor ID: [329]
Test: C Reactive Protein_PX329
Resuilt: [0.50]
Not Done:
LNMT Low
[]
High
[]
Unit
5b Sponsor |D: [
Test: Alanine Aminotransferase_PX30
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
Page 83 of 399
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Header Text: c4591001

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

Nov/17/2020

Form Version: 30-Jul-2020 21:27
SiteNo: 1109

Subject No: 11091111
Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

5 || sponsor ID: [
Test: Aspartate Aminotransferase_PX28
Result: [1
Not Done:
LNMT Low
[]
High
[]
Unit
S5d Sponsor ID: [35]
Test: Alkaline Phosphatase PX35
Result: [84]
Not Done:
LNMT Low
[35]
High
[105]
Unit
U/L
5€ || sponsor ID: [21]
Test: Bilirubin_PX21
Result: [0.4]
Not Done:
LNMT Low
[0.]
High
[0.5]
Unit
mg/dL
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Header Text: c4591001

Nov/17/2020

Form Version: 30-Jul-2020 21:27
SiteNo: 1109

Subject No: 11091111
Generated By: | (b) (4)

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

5T || sponsor 1D: [
Test: Blood Urea Nitrogen_PX47
Resullt: [1
Not Done:
LNMT Low
[]
High
[]
Unit
5.9 || sponsor 1D: [48]
Test: Creatinine_PX48
Resullt: [0.62]
Not Done:
LNMT Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 30-Jul-2020 21:28
Site No: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Category f Collecti | Specim Form Instan
# or Lab Test Vendor Name (DERIVED) on Date: | en Type Lab Result ce
1. |HEMATOL |ADVENT HEALTH 701 W.PLY |Nov/9/2 | BLOOD Sponsor -Defi Repeating

OGY MOUTH AVE DELAND,FL3272 | 020 ned | dentifie Test: Res Pages

0 ’ ult:
r

1 Hemoglobi |14.9
n_PX1

2 Hematocrit |46.1
_PX2

[] Erythrocyt |[]
es PX3

[ Platelets P ([ ]
X5

[ Leukocytes |[ ]
_PX7

[] Neutrophil |[]
s PX608

609 Eosinophil 0.0
s PX609

[] Monocytes ([ ]
_PX612

610 Basophils_ | 0.1
PX610

611 Lymphocyt | 7.0
es PX611
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Header Text: c4591001

Nov/17/2020

Form Version: 30-Jul-2020 21:28
SiteNo: 1109

Subject No: 11091111
Generated By:| (b) (4)

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form
eCRF Audit Trail History
Form Audit Trail

L aboratory Data Hematology

*** Confidential***

1. | Lab Panel: HEMATOLOGY
2. | Laboratory Name and Address [ADVENT HEALTH 701 W. PLYMOUTH AVE DELAND,FL32720]
3. | Collection Date: Nov/9/2020
4. | Specimen Type: BLOOD
Lab Result
52 || ponsor ID: [1]
Test: Hemoglobin_PX1
Result: [14.9]
Not Done:
LNMT Low
[12]
High
(16]
Unit
g/dL
5b Sponsor ID: [2]
Test: Hematocrit_PX2
Result: [46.1]
Not Done:
LNMT Low
(36]
High
[47]
Unit
%
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Header Text: c4591001

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

Nov/17/2020

Form Version: 30-Jul-2020 21:28
SiteNo: 1109

Subject No: 11091111
Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

5 || sponsor ID: [
Test: Erythrocytes PX3
Resullt: []
Not Done;
LNMT Low
[]
High
[]
Unit
S5d Sponsor |D: [
Test: Platelets PX5
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
5€ || sponsor ID: [
Test: Leukocytes PX7
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology
Nov/17/2020
Form Version: 30-Jul-2020 21:28 Form Status. Data Complete, Frozen, Verified
SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
5T || sponsor 1D: [
Test: Neutrophils_PX608
Resuilt: []
Not Done:
LNMT Low
[]
High
[]
Unit
5.9 || sponsor 1D: [609]
Test: Eosinophils_PX609
Resuilt: [0.0]
Not Done:
LNMT Low
[]
High
[]
Unit
Sh Sponsor ID: []
Test: Monocytes PX612
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
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Header Text: c4591001

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

Nov/17/2020

Form Version: 30-Jul-2020 21:28
SiteNo: 1109

Subject No: 11091111
Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Si Sponsor ID: [610]
Test: Basophils_PX610
Result: [0.9]
Not Done:
LNMT Low
(0]
High
[1.5]
Unit
%
5] Sponsor ID: [611]
Test: Lymphocytes PX611
Result: [7.0]
Not Done:
LNMT Low
(14]
High
[40]
Unit
%
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 30-Jul-2020 21:27
Site No: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form: VITAL SIGNS- COVID

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

# Date: Vital SignsDetails Form Instance
1. | Nov/9/2020 Record I dentifier: systalic: Diastolic: Repeating Pages
1 164 70
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Header Text: c4591001

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

Nov/17/2020

Form Version: 30-Jul-2020 21:27
SiteNo: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs
1. | Date: Nov/9/2020
Vital Signs Details
2:a|| Record Identifier: 1
Systolic: [164]
Diastolic: [70]
Respiratory Ratein [16]
respirations/minute:
Heart Rate in beats/minute: [59]
Page 92 of 399
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 30-Jul-2020 21:28
Site No: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

# Date: Vital SignsDetails Form Instance
1. | Nov/9/2020 Record | dentifier: Oxygen Saturation Repesting Pages
1 96.0
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Header Text: c4591001

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

Nov/17/2020

Form Version: 30-Jul-2020 21:28
SiteNo: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

eCRF Audit Trail History
Form Audit Trail

Vital Signs
1. | Date: Nov/9/2020
Vital Signs Details
2:a|| Record Identifier: 1
SPO2 Pulse Oximetry % [96.0]
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 06-Jul-2020 21:52
Site No: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form: OXYGENATION PARAMETERS

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

# | Date Time of Assessment

Arterial Blood Gases PaO2 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 on Form: OXY GENATION PARAMETERS
Nov/17/2020

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

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment: 1

2. | Arteria Blood Gases PaO2 (mmHg):

—

]

3. | FiO2 (Fraction of Inhaled Oxygen):

—

]

090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form Version: 06-Jul-2020 21:55

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

4 Sponsor-Defined |d | Category for Medi | Concomitant Medications Pre | Name of Medic | Start D | Form Instanc
entifier cation -specified ation ate e
1. Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
Nov/17/2020

Form Version: 06-Jul-2020 21:55
SiteNo: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Concomitant Medications

1

What is the medication identifier?

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

Start Date:

1

Ongoing?
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

# | Date of Assessment L ocation of Assessment Imaging Method Overall Assessment Form Instance
1. Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: IMAGING

Nov/17/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Imaging

Date of Assessment:

1

L ocation of Assessment:

Type of Imaging Exam:

Plww|DdP

Assessment:
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Oct/06/2020

Form Version: 22-Apr-2020 21:04
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Oct/6/2020

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 lllness Visit: COVID_A1l

Page 101 of 399
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Visit on Oct/06/2020

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Oct/6/2020
4. | If no sample was collected or sample | [ ]
was hot collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
54 || sampleID [BR84KP|
5b | sample D [BSGWDV]
5C || sampleID [BSGWDW]
Page 102 of 399
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled
Visit on Dec/15/2020

Form Version: 22-Apr-2020 21:04
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Dec/15/2020

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 lllness Visit: CoviID_B1
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Visit on Dec/15/2020

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Dec/15/2020
4. | If no sample was collected or sample | [ ]
was hot collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
54 || sampleID [BR7Y22]
5b | sample D [BSGWSB]
5C || sampleID [BSGWSC]
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Header Text: c4591001

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

Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Date of Visit

1. | Dateof Visit /!

2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

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

Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: UNPLANNED VISIT

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Unplanned Assessments

1. | Assessments
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55
SiteNo: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: DISPOSITION - TREATMENT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Disposition - Treatment

*** Confidential***

1. | Date of Completion/Discontinuation | Sep/29/2020
/Desth :
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: [
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Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: DISPOSITION - FOLLOW-UP
Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Disposition - Follow-Up

1. | Date of Completion/Discontinuation
/Desath :

2. | Phase of Disposition:

3. | Status:

4. | Specify Status:
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Header Text: c4591001

Unscheduled Visit

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form Version: 10-Oct-2020 15:57

Visit: POT_COVID_REPEAT_SWAB - New

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Date of Visit

1. | Dateof Visit

1

2. | Erroneous Visit

COVID-19 Repeat Swab

3. | COVID-19 Repeat Swab:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form Version: 10-Oct-2020 15:57
SiteNo: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

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

[]
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*** Confidential***

Header Text: c4591001
Visit: Logs Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02
SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
# Category AE I dentifi Adverse Event Start Date IstheAdverse_Event Still On Form Instance
er going
1. |ADVERSEEVE |1 COUGH Aug/20/2020 08: | NO Repesating
NT 00 End Date Time: Pages
Sep/4/2020 UNK:UNK
2. |ADVERSEEVE |2 Diverticulitisflair- | Nov/8/2020 18:0 | NO Repeating
NT up 0 End Date Time: Pages
Nov/13/2020 UNK:UNK
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adver se Event Report

1. | Category:

ADVERSE EVENT

2. |AEID:

(4

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

[COUGH]

4, | Start Date Time:

Aug/20/2020 08:00

5. | Isthe adverse event still ongoing?

NO

End Date Time:
Sep/4/2020 UNK:UNK

6. | Toxicity Grade:

7. | Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of

significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may

medical/surgical intervention to
prevent above outcomes).

existing hospitalization; Persistent or

jeopardize subject and may require

NO

8. | Isthisadverse event the result of a

study Medication Error?

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

NO

9. | Isthisevent related to study
treatment:

NOT RELATED

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

OTHER
If Other, specify:

[POST NASAL DRIP|

10. | Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. | Was a Concomitant Medication
given?

NO
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091111

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

12. | Was aNon-Drug Treatment given? | NO
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For |[]
Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [2]
3. | Adverse Event: [Diverticulitis flair-up]
(If possible specify diagnosis, not
individua symptoms)
4. | Start Date Time: Nov/8/2020 18:00
5. | Isthe adverse event still ongoing? NO
End Date Time:
Nov/13/2020 UNK:UNK
6. | Toxicity Grade: 4
7. | Isthe adverse event serious? YES
Isthis serious event associated with congenital anomaly or birth defect?
If Yes, NOTIFY PFIZER NO
IMMEDIATELY.
) ) ) Did this serious event result in death?
Fatal; Life-threatening; Inpatient NO
hospitalization or prolongation of
e_><|s§| g hosp|tal!z_a¢|c_>n; Pers_| stent or Did this serious event require or prolong hospitalization?
significant disability/incapacity; YES
Congenital anomaly/birth defect;
Important medical event (i.e. may Did thi , Iti . qnifi disability/i T
jeopardize subject and may require NI this serious event result in persistent or significant disability/incapacity?
medical/surgical intervention to 0
prevent above outcomes).
Isthis serious event life threatening?
NO
Other medically important serious event
NO
8. |Isthisadverseevent theresultofa | NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
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*** Confidential***

Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
9. | Isthisevent related to study NOT RELATED

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

OTHER
If Other, specify:
[Previous medical history of diverticulosis)

10. | Latest Action Taken with Study NOT APPLICABLE

Treatment:
11. | Was a Concomitant Medication YES

given?
12. | WasaNon-Drug Treatment given? | NO
13. | What was the outcome of this RECOVERED/RESOLVED

adverse event?:
14. | Did the adverse event cause the NO

subject to be discontinued from the

study?
15. | Serious Adverse Event Number: For | [2020450950]

Pfizer Use Only
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Header Text: c4591001
Visit: Logs

Form Version: 17-Jul-2020 21:54

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form: MEDICATION ERROR

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Categor | Medication Er | Start Da | Isthe medication error Still On | Study Medication Errors A
# . . Form Instance
y ror te going ction
1 Repesating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled Form: MEDICATION ERROR
Form Version: 17-Jul-2020 21:54 Form Status: Not Started
Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials; ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Back to Form
Medication Error
1. | Category:
2. | Medication Error (Type of [
Medication Error):
3. | Start Date: 1
4. | Isthe medication error till 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

*** Confidential***
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Header Text: c4591001
Visit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091111
Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

# Sponsor-Defined Id | Category for Medi | Concomitant Medications Pre | Name of Medic | Start D | Form Instanc
entifier cation -specified ation ate e
1 Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Concomitant Medications

1

What is the medication identifier?

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

Date:

1

*** Confidential***
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Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

4 Sponsor-Defined | | Category for Med | Concomitant Medications P | Name of Medi | Dose Descri | Form Instanc
dentifier ication re-specified cation ption e
1 Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Version: 22-Apr-2020 21:03 Form Status: Not Started
Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials; ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
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 nameis
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).
5. | Dose: [
6. | Dose Unit:
7. | Dose Frequency:
8. | Route:
9. | Start Date: 1
10. | Ongoing?

*** Confidential***
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Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: RADIATION TREATMENT

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

# | Category | Treatment I dentifier

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

1

Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091111

Generated By:

(b) (4)

Form: RADIATION TREATMENT
Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Radiation Treatment

1

Category:

2.

What is the treatment Identifier?

Concomitant Non-drug Treatment
Pre-specified:

Treatment:

Start Date:

1

Ongoing?

*** Confidential***
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Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: TRANSFUSIONS

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

# Transfusion Type

Date of Transfusion

Form Instance

Repeating Pages

Page 124 of 399

*** Confidential***
FDA-CBER-2021-5683-0976470




090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1

Transfusion Type:

2.

Date of Transfusion:

1

*** Confidential***
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Header Text: c4591001

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

Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Date of Visit

1. | Dateof Visit /!

2. | Erroneous Visit
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Header Text: c4591001

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

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

Form: VITAL SIGNS- TEMP

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Vital Signs

1. | Date:

1

Vital Signs Details

2. Record Identifier:

Temperature:

[]

Unit:

Temperature L ocation:

*** Confidential***
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled

Form Version: 20-Feb-2021 02:14
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Lab

Urinalysis

Lab Panel:

Lab Sub-Panel:

Collection Date:

1

plw|DdPF

Laboratory Name and Address
(Derived)

Specimen Type:

Lab

Result

Sponsor ID:

(]

Test:

Resuilt:

Not Done:
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Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Dec-2020 02:26
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: VACCINATION

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Vaccination

1

Was there atemporary delay of
vaccination?

Treatment Name

Formulation:

Dose Date Time:

1

Anatomical Location:

Body Side:

Route:

Actual Dose:

©C|® | N |l k] wlDN

Unit:

=
©

Timeframe Subject Was Observed

Iy
[

. | 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: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [
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Header Text: c4591001

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

Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [
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Header Text: c4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

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

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form Version: 14-Jan-2021 02:29
SiteNo: 1109

Subject No: 11091111

Generated By: | (b) (4)

Form: INFORMED CONSENT - ASYMPTOMATIC SURVEILLANCE

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Informed Consent - Asymptomatic Surveillance

1. | Consent Was:
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

was not collected according to
protocol, please provide reason:

If no sample was collected or sample

—

]

Aliquot

Please enter barcode for each aliquot.

5. SampleID

[]
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

was not collected according to
protocol, please provide reason:

If no sample was collected or sample

—

]

Aliquot

Please enter barcode for each aliquot.

5. SampleID

[]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Jan/4/2021
2. | Erroneous Visit
Page 136 of 399
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090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
SiteNo: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: FURTHER VACCINATION CONFIRMATION

Form Status: Data Complete, Frozen

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Further Vaccination Confirmation

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

Participant iswilling to return for Vaccination 3
Participant is:
eligible and NOT confirmed to have received only placebo at Vaccination 1/2

*** Confidential***
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: TREATMENT UNBLINDED

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Treatment Unblinded

1

Date Treatment Unblinded :

Jan/4/2021

2.

Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: WITHDRAWAL OF CONSENT
Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

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
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: DEATH DETAILS CODED
Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

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: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: SUBJECT STATUS

Form Status: Data Complete, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

*** Confidential***

Subject Status
1. | Subject Status FOLLOW-UP
2. | Subject Status Date Sep/29/2020
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Header Text: c4591001

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

Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: CASEBOOK SIGNATURE FORM

Form Status: Data Complete, Signed, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

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: 1109

Subject No: 11091111

Generated By:| (b) (4)

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Status: Data Complete, Signed, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Affidavit:

Audit Trail
This form requires signing by a member of each of the following signature groups:
e CRF_Sign
Name Signature Date Type Action
Meaning
Bruce Rankin Approved Mar-09-2021 12:15:11 (UTC-05:00) Eastern BOOK Signed
Time (US & Canada)

By my dated signature below, |, BruceRankin, 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 on Form: MICROBIOLOGY SPECIMEN - Comments
Aug/29/2020

Form Version: 06-Jul-2020 21:54
Site No: 1109

Form Status. Data Complete, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091111 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Back to Form
Item | Date User Comment
Form | Sep-25-2020 10:21:52 (UTC-05:00) Eastern Time | (b) (4), (b) (6) Not done. Subject was swabbed by subject self
(US & Canada) swab sent by Pfizer and was sent to Pfizer for
analysis.
Not Done
Form | Sep-21-2020 11:08:01 (UTC-05:00) Eastern Time |(b) (4), (b) (6) | Not done. Subject was swabbed by subject self
(US & Canada) swab sent by Pfizer and was sent to Pfizer for
analysis.
Form | Sep-21-2020 11:07:36 (UTC-05:00) Eastern Time |(b) (4), (b) (6) | Subject was swabbed by subject self swab sent by
(US & Canada) Pfizer and was sent to Pfizer for analysis.
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments

(US & Canada)

Aug/29/2020

Form Version: 06-Jul-2020 21:54 Form Status. Data Complete, Frozen, Verified

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item | Date User Comment

1 Sep-25-2020 10:21:52 (UTC-05:00) Eastern Time |(b) (4), (b) (6) Not done. Subject was swabbed by subject self

swab sent by Pfizer and was sent to Pfizer for
analysis.

Not Done
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Header Text: c4591001

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

Form Version: 06-Jul-2020 21:54
SiteNo: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item

Date

User

Comment

2

Sep-25-2020 10:21:52 (UTC-05:00) Eastern Time
(US & Canada)

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

Not done. Subject was swabbed by subject self
swab sent by Pfizer and was sent to Pfizer for
analysis.

Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments

(US & Canada)

Aug/29/2020

Form Version: 06-Jul-2020 21:54 Form Status. Data Complete, Frozen, Verified

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item | Date User Comment

3 Sep-25-2020 10:21:52 (UTC-05:00) Eastern Time |(b) (4), (b) (6) Not done. Subject was swabbed by subject self

swab sent by Pfizer and was sent to Pfizer for
analysis.

Not Done
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Header Text: c4591001

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

Form Version: 06-Jul-2020 21:54
SiteNo: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item

Date

User

Comment

4

Sep-25-2020 10:21:52 (UTC-05:00) Eastern Time
(US & Canada)

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

Not done. Subject was swabbed by subject self
swab sent by Pfizer and was sent to Pfizer for
analysis.

Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments

(US & Canada)

Aug/29/2020

Form Version: 06-Jul-2020 21:54 Form Status. Data Complete, Frozen, Verified

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item | Date User Comment

5 Sep-25-2020 10:21:52 (UTC-05:00) Eastern Time |(b) (4), (b) (6) Not done. Subject was swabbed by subject self

swab sent by Pfizer and was sent to Pfizer for
analysis.

Not Done
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Header Text: c4591001

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

Form Version: 06-Jul-2020 21:54
SiteNo: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item

Date

User

Comment

6

Sep-25-2020 10:21:52 (UTC-05:00) Eastern Time
(US & Canada)

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

Not done. Subject was swabbed by subject self
swab sent by Pfizer and was sent to Pfizer for
analysis.

Not Done

Sep-15-2020 07:35:17 (UTC-05:00) Eastern Time
(US & Canada)

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

Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments

(US & Canada)

Aug/29/2020

Form Version: 06-Jul-2020 21:54 Form Status. Data Complete, Frozen, Verified

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item | Date User Comment

7 Sep-25-2020 10:21:52 (UTC-05:00) Eastern Time |(b) (4), (b) (6) Not done. Subject was swabbed by subject self

swab sent by Pfizer and was sent to Pfizer for
analysis.

Not Done
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Header Text: c4591001

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

Form Version: 06-Jul-2020 21:54
SiteNo: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item

Date

User

Comment

8

Sep-25-2020 10:21:52 (UTC-05:00) Eastern Time
(US & Canada)

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

Not done. Subject was swabbed by subject self
swab sent by Pfizer and was sent to Pfizer for
analysis.

Not Done
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Header Text: c4591001

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

Form Version: 06-Jul-2020 21:54
SiteNo: 1109

Subject No: 11091111
Generated By:

(b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item

Date

User

Comment

9

Sep-25-2020 10:21:52 (UTC-05:00) Eastern Time
(US & Canada)

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

Not done. Subject was swabbed by subject self
swab sent by Pfizer and was sent to Pfizer for
analysis.

(US & Canada)

Not Done
9 Sep-21-2020 11:07:24 (UTC-05:00) Eastern Time |(b) (4), (b) (6)
(US & Canada)
9 Sep-18-2020 17:25:40 (UTC-05:00) Eastern Time |(b) (4), (b) (6) Subject was swabbed by subject self swab sent by
(US & Canada) Pfizer and was sent to Pfizer for analysis.
9 Sep-17-2020 08:28:34 (UTC-05:00) Eastern Time |(b) (4), (b) (6) Not Done
(US & Canada)
9 Sep-15-2020 07:33:15 (UTC-05:00) Eastern Time |(b) (4), (b) (6) Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

Aug/29/2020

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Comments
Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item | Date User Comment
Form | Nov-06-2020 12:53:07 (UTC-05:00) Eastern (b) (4), (b) (6)

Time (US & Canada)
Form | Sep-28-2020 14:33:43 (UTC-05:00) Eastern Time | (b) (4), (b) (6) | Not Done

(US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
Comments

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

(US & Canada)

Item | Date User Comment
1 Nov-06-2020 12:53:07 (UTC-05:00) Eastern Time |(b) (4), (b) (6)

(US & Canada)
1 Sep-28-2020 14:33:43 (UTC-05:00) Eastern Time |(b) (4), (b) (6) Not Done

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
Comments

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item | Date User Comment
2 Nov-06-2020 12:53:07 (UTC-05:00) Eastern Time |(b) (4), (b) (6)

(US & Canada)
2 Sep-28-2020 14:33:43 (UTC-05:00) Eastern Time |(b) (4), (b) (6) Not Done

(US & Canada)

Page 156 of 399

*** Confidential***
FDA-CBER-2021-5683-0976502




090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
Comments

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

(US & Canada)

Item | Date User Comment
3 Nov-06-2020 12:53:07 (UTC-05:00) Eastern Time |(b) (4), (b) (6)

(US & Canada)
3 Sep-28-2020 14:33:43 (UTC-05:00) Eastern Time |(b) (4), (b) (6) Not Done

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
Comments

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item | Date User Comment
4 Nov-06-2020 12:53:07 (UTC-05:00) Eastern Time |(b) (4), (b) (6)

(US & Canada)
4 Sep-28-2020 14:33:43 (UTC-05:00) Eastern Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
Comments

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item | Date

User Comment

(US & Canada)

5.a |Nov-06-2020 12:53:26 (UTC-05:00) Eastern Time |(b) (4), (b) (6) Not Done

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - Comments

Aug/29/2020

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Iltem | Date

User Comment

Form | Jan-29-2021 18:14:58 (UTC-05:00) Eastern Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - Comments
Aug/29/2020
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen
SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Back to Form
Item | Date User Comment
1 Jan-29-2021 18:14:58 (UTC-05:00) Eastern Time |(b) (4), (b) (6) Not Done
(US & Canada)
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Header Text: c4591001

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

Form Version: 22-Apr-2020 21:02

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item

Date

User Comment

2

Jan-29-2021 18:14:58 (UTC-05:00) Eastern Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

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

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item

Date

User Comment

3

Jan-29-2021 18:14:58 (UTC-05:00) Eastern Time |(b) (4), (b) (6) Not Done

(US & Canada)

*** Confidential***
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Header Text: c4591001

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

Form Version: 22-Apr-2020 21:02

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item

Date

User Comment

4

Jan-29-2021 18:14:58 (UTC-05:00) Eastern Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Aug/29/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form Status. Data Complete, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item

Date

User

Comment

Form

Dec-17-2020 11:35:25 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Applicable

Page

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Aug/29/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item

Date

User

Comment

1

Dec-17-2020 11:35:25 (UTC-05:00) Eastern Time
(US & Canada)

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

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Aug/29/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item

Date

User Comment

2

Dec-17-2020 11:35:25 (UTC-05:00) Eastern Time |[(b) (4), (b) (6) | Not Applicable

(US & Canada)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Aug/29/2020

Form Version: 06-Jul-2020 21:53

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item

Date

User Comment

3

Dec-17-2020 11:35:25 (UTC-05:00) Eastern Time |[(b) (4), (b) (6) | Not Applicable

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Aug/29/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item

Date

User Comment

4

Dec-17-2020 11:35:25 (UTC-05:00) Eastern Time |[(b) (4), (b) (6) | Not Applicable

(US & Canada)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Aug/29/2020

Form Version: 06-Jul-2020 21:53

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item

Date

User Comment

5

Dec-17-2020 11:35:25 (UTC-05:00) Eastern Time |[(b) (4), (b) (6) | Not Applicable

(US & Canada)

Page 170 of 399

*** Confidential***
FDA-CBER-2021-5683-0976516




090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Aug/29/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item

Date

User Comment

6

Dec-17-2020 11:35:25 (UTC-05:00) Eastern Time |[(b) (4), (b) (6) | Not Applicable

(US & Canada)

*** Confidential***
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Header Text: c4591001

Visit: Investigator Signature - Unschedul ed Form: CASEBOOK SIGNATURE FORM - Signature History
Form Version: 22-Apr-2020 21:04 Form Status. Data Complete, Signed, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials; ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

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
M eaning
Bruce Rankin Approved Mar-09-2021 12:15:11 (UTC-05:00) Eastern BOOK Signed
Time (US & Canada)
Affidavit:

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

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

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

(b) (6) N/A Feb-05-2021 14:47:35 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Bruce Rankin Approved Feb-03-2021 14:18:31 (UTC-05:00) Eastern BOOK Signed

Time (US & Canada)

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

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

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

(b) (6) N/A Jan-29-2021 18:14:36 (UTC-05:00) Eastern Time Edit - All
(US & Canada) signatures
invalidated
Affidavit:
N/A
Bruce Rankin Approved Jan-20-2021 14:52:20 (UTC-05:00) Eastern Time | BOOK Signed
(US & Canada)
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Header Text: c4591001

Visit: Investigator Signature - Unschedul ed Form: CASEBOOK SIGNATURE FORM - Signature History
Form Version: 22-Apr-2020 21:04 Form Status. Data Complete, Signed, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials; ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Affidavit:

By my dated signature below, |, BruceRankin, 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-02-2020 15:06:15 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Bruce Rankin Approved Nov-17-2020 16:48:09 (UTC-05:00) Eastern BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, |, BruceRankin, 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-17-2020 16:14:08 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Bruce Rankin Approved Nov-17-2020 16:10:38 (UTC-05:00) Eastern BOOK Signed

Time (US & Canada)

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

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

To this | do attest by supplying my user name and password and clicking the button marked Submit bel ow.
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Header Text: c4591001

Visit: Investigator Signature - Unschedul ed Form: CASEBOOK SIGNATURE FORM - Signature History

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

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091111 Subject Initials; ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

(b) (6) N/A Nov-17-2020 12:48:18 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Bruce Rankin Approved Nov-16-2020 21:38:37 (UTC-05:00) Eastern BOOK Signed

Time (US & Canada)

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

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

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

(b) (6) N/A Nov-16-2020 15:58:46 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Bruce Rankin Approved Nov-06-2020 12:56:00 (UTC-05:00) Eastern BOOK Signed

Time (US & Canada)

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

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

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

(b) (6) N/A Nov-06-2020 12:53:07 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invaidated
Affidavit:
N/A
Bruce Rankin Approved Nov-06-2020 09:29:54 (UTC-05:00) Eastern BOOK Signed

Time (US & Canada)

Page 174 of 399

*** Confidential***
FDA-CBER-2021-5683-0976520




090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Header Text: c4591001

Visit: Investigator Signature - Unschedul ed Form: CASEBOOK SIGNATURE FORM - Signature History
Form Version: 22-Apr-2020 21:04 Form Status. Data Complete, Signed, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials; ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Affidavit:

By my dated signature below, |, BruceRankin, 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-06-2020 08:11:37 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Bruce Rankin Approved Oct-12-2020 08:47:17 (UTC-05:00) Eastern BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, |, BruceRankin, 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-08-2020 13:14:41 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Bruce Rankin Approved Oct-08-2020 09:53:07 (UTC-05:00) Eastern BOOK Signed

Time (US & Canada)

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

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

To this | do attest by supplying my user name and password and clicking the button marked Submit bel ow.
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Header Text: c4591001

Visit: Investigator Signature - Unschedul ed Form: CASEBOOK SIGNATURE FORM - Signature History

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

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091111 Subject Initials; ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

(b) (6) N/A Sep-21-2020 11:07:24 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Bruce Rankin Approved Sep-21-2020 09:55:25 (UTC-05:00) Eastern BOOK Signed

Time (US & Canada)

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

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

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

(b) (6) N/A Sep-18-2020 17:25:40 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Bruce Rankin Approved Sep-18-2020 08:25:54 (UTC-05:00) Eastern BOOK Signed

Time (US & Canada)

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

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

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

(b) (6) N/A Sep-17-2020 08:28:34 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invaidated
Affidavit:
N/A
Bruce Rankin Approved Sep-16-2020 09:04:49 (UTC-05:00) Eastern BOOK Signed

Time (US & Canada)
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Header Text: c4591001

Visit: Investigator Signature - Unschedul ed Form: CASEBOOK SIGNATURE FORM - Signature History
Form Version: 22-Apr-2020 21:04 Form Status. Data Complete, Signed, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials; ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Affidavit:

By my dated signature below, |, BruceRankin, 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 07:33:15 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Bruce Rankin Approved Sep-14-2020 16:45:32 (UTC-05:00) Eastern BOOK Signed

Time (US & Canada)

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

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

To this| do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Select appropriate response - Protocol version

Date L ocation User Value Reason
Aug-03-2020 11:40:47 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 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 11:40:47 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (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: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Back to Form
1. Consent Was:
Date L ocation User Value Reason
Aug-03-2020 11:40:54 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), OBTAINED
Time (US & Canada) (b) (6) Date Written Consent Obtained

Aug/3/2020
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Header Text: c4591001

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

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form: DEMOGRAPHY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Subject ID

Date L ocation User Value Reason
Aug-03-2020 11:40:34 ACVOPFEINFP6000 |autocalc |DataEntry: Item copied from
(UTC-05:00) Eastern Time (autocalc) | 11091111 previous form
(US & Canada)

2. Birth Date:

Date Location User Value Reason
Aug-03-2020 11:40:32 ACVOPFEINFPE000 |autocalc |DataEntry: Enrollment Entry
(UTC-05:00) Eastern Time (autocalc) |(b) (6)/1952

(US & Canada)

3. Sex:

Date L ocation User Value Reason

Aug-05-2020 12:41:13
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

(b) (4)

Ahmed Hassan | Query 1: Closed

Response satisfies
query

Aug-05-2020 07:47:16 ACVOPFEINFP6000 | auto query Query 1: Answered Initial Entry
(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Aug-05-2020 07:47:16 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), FEMALE

Time (US & Canada) (b) (6)

Aug-05-2020 06:02:42
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4)

Ahmed Hassan | Query 1: Opened

Please can thisfield
be updated as
appropriate. Thanks

4. Ethnicity:

Date Location User Value Reason

Aug-03-2020 11:41:06 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry

(UTC-05:00) Eastern 4), NOT HISPANIC OR LATINO(A)

Time (US & Canada) (b) (6) OR OF SPANISH ORIGIN

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

Date Location User Value Reason
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Header Text: c4591001

Subject No: 11091111
Generated By: | (b) (4)

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History
Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Aug-03-2020 11:41:06 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), WHITE
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02

SiteNo: 1109
Subject No: 11091111

Generated By:| (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Aug-03-2020 11:41:17 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Aug/3/2020
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

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091111 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

la

Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Inclus 1

Time (US & Canada) (b) (6) ion N

umbe

r:

Criter Male or female participant

ion De s between the ages of 18 a

scripti nd 55 years, inclusive, 65

on:  and 85years, inclusive, or
18 and 85 years, inclusive,
at randomization (depende

nt upon study stage)

Criter YES

ion m

et?:

Criter INO1A00

ion 1D

: (For

Pfizer

useon

ly):
l.alnclusion Number:
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 1
Time (US & Canada) (b) (6)
1l.a Criterion Description:
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Male or female participants betwe
Time (US & Canada) (b) (6) en the ages of 18 and 55 years, inc

lusive, 65 and 85 years, inclusive,
or 18 and 85 years, inclusive, at ra
ndomization (dependent upon stud

y stage)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

1.a Criterion met?

Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES
Time (US & Canada) (b) (6)
l.a Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), INO1AQO
Time (US & Canada) (b) (6)
1b
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Inclusi 2
Time (US & Canada) (b) (6) on Nu

mber:

Criteri Participants who are willi

on Des ng and able to comply wit

criptio h al scheduled visits, vac

n: cination plan, laboratory t
ests, lifestyle consideratio
ns, and other study proce
dures

Criteri YES

on met

2

Criteri INO2AQO

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

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

1.b Inclusion Number:

Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 2
Time (US & Canada) (b) (6)
1.b Criterion Description:
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Participants who are willing and a
Time (US & Canada) (b) (6) ble to comply with all scheduled vi
sits, vaccination plan, laboratory te
sts, lifestyle considerations, and ot
her study procedures
1.b Criterion met?
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES
Time (US & Canada) (b) (6)
1.b Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), INO2A00
Time (US & Canada) (b) (6)
1lc
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), Inclus 3
Time (US & Canada) (b) (6) on Nu
mber:
Criteri Healthy participants who
on Des are determined by medica
criptio | history, physical examin
n: aion, and clinical judgme
nt of the investigator to b
eedligiblefor inclusionin
the study
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1109

Subject No: 11091111
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Criteri YES

on met

?

Criteri INO3A00

on ID:

(For P

fizer u

seonly

):
1.c Inclusion Number:
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 3
Time (US & Canada) (b) (6)
1.c Criterion Description:
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Healthy participants who are deter
Time (US & Canada) (b) (6) mined by medical history, physica

examination, and clinical judgmen

t of the investigator to be eligible f

or inclusion in the study
1.c Criterion met?
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES
Time (US & Canada) (b) (6)
1.c Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), INO3AQO
Time (US & Canada) (b) (6)
1d
Date L ocation User Value Reason
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1109

Subject No: 11091111
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Aug-03-2020 11:41:53
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 || (b)

4,
(b) (6)

Data Entry:

Inclus 4

on Nu

mber:

Criteri Capable of giving person

on Des a signed informed conse

criptio nt, which includes compli

n: ance with the requiremen
tsand restrictions listed i
n the ICD and in this prot
ocol

Criteri YES

on met

2

Criteri INO4AQ0

on|D:

(For P

fizer u

seonly

):

Initial Entry
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

1.d Inclusion Number:

Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 4
Time (US & Canada) (b) (6)
1.d Criterion Description:
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Capable of giving personal signed
Time (US & Canada) (b) (6) informed consent, which includes
compliance with the requirements
and restrictions listed in the ICD a
nd in this protocol
1.d Criterion met?
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES
Time (US & Canada) (b) (6)
1.d Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), INO4A00
Time (US & Canada) (b) (6)
2.a
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), Exclus 1
Time (US & Canada) (b) (6) ion Nu
mber:
Criter Other medical or psychiat
ion De ric condition incl. recent (
scripti within past year) or active
on: suicidal ideation/behavior
/lab abnormality that may
increase the risk of study
participation
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L
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Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
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Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Criter NO

ion me

t?:

Criter EX01A00

ionID

: (For

Pfizer

useon

ly):
2.a Exclusion Number:
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 1
Time (US & Canada) (b) (6)
2.a Criterion Description:
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Other medical or psychiatric condi
Time (US & Canada) (b) (6) tionincl. recent (within past year)

or active suicidal ideation/behavio

r/lab abnormality that may increas

etherisk of study participation
2.a Criterion met?
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6)
2.aCriterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), EX01A00
Time (US & Canada) (b) (6)
2b
Date L ocation User Value Reason
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1109

Subject No: 11091111
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Aug-03-2020 11:41:53
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 || (b)

4,
(b) (6)

Data Entry:

Exclusio 2

n Numb

er:

Criterio Known infection with h

n Descri uman immunodeficienc

ption:  yvirus (HIV), hepatitis
C virus (HCV), or hepat
itisB virus (HBV)

Criterio NO

n met?:

Criterio EX02A00

niD: (F

or Pfize

r useonl

y):

Initial Entry
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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: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091111 Subject Initials; ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

2.b Exclusion Number:

Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 2

Time (US & Canada) (b) (6)

2.b Criterion Description:

Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Known infection with human imm
Time (US & Canada) (b) (6) unodeficiency virus (HIV), hepatit

isC virus (HCV), or hepatitis B vi

rus (HBV)

2.b Criterion met?

Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO

Time (US & Canada) (b) (6)

2.b Criterion ID: (For Pfizer use only)

Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), EX02A00
Time (US & Canada) (b) (6)
2c
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Exclus 3
Time (US & Canada) (b) (6) ion Nu

mber:

Criteri History of severe adverse
on Des reaction associated with a
criptio vaccine and/or severe dle
n: rgic reaction (eg, anaphyl
axis) to any component o
f the study intervention(s)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1109

Subject No: 11091111
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Criteri NO
on met
?
Criteri EX03A00
on|D:
(For P
fizer u
seonly
):
2.c Exclusion Number:
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 3
Time (US & Canada) (b) (6)
2.c Criterion Description:
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), History of severe adverse reaction
Time (US & Canada) (b) (6) associated with avaccine and/or se
vere alergic reaction (eg, anaphyla
xis) to any component of the study
intervention(s)
2.c Criterion met?
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6)
2.c Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), EX03A00
Time (US & Canada) (b) (6)
2d
Date L ocation User Value Reason
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Header Text: c4591001
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 No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Aug-03-2020 11:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), ExclusonN 4
Time (US & Canada) (b) (6) umber:

Criterion De Receipt of medicati

scription: onsintended to pre

vent COVID-19

Criterion me NO

t?

Criterion ID EX04A00

. (For Pfizer

use only):
2.d Exclusion Number:
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 4
Time (US & Canada) (b) (6)
2.d Criterion Description:
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Receipt of medicationsintended to
Time (US & Canada) (b) (6) prevent COVID-19
2.d Criterion met?
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6)
2.d Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), EX04A00
Time (US & Canada) (b) (6)
2e
Date L ocation User Value Reason
Aug-03-2020 11:41:53 | ACVOPFEINFPE000 | (0) (4), (b) (6) | Data Entry: Initial Entry
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1109

Subject No: 11091111
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

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

(b) (4), Exclus 8
(b) (6) on Nu
mber:

Criteri Immunocompromised in

on Des dividualswith known or

criptio suspected immunodeficie

n: ncy, as determined by his
tory and/or laboratory/ph
ysical examination

Criteri NO

on met

2

Criteri EXO8A00

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: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

2.e Exclusion Number:

Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 8
Time (US & Canada) (b) (6)
2.eCriterion Description:
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Immunocompromised individuals
Time (US & Canada) (b) (6) with known or suspected immunod

eficiency, as determined by history

and/or laboratory/physical examin

ation
2.eCriterion met?
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6)
2.eCriterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), EX08AQ0
Time (US & Canada) (b) (6)
2f
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Exclus 10
Time (US & Canada) (b) (6) ion Nu

mber:

Criteri Bleeding diathesis or con

on Des dition associated with pro

criptio longed bleeding that wou

n: Id, in the opinion of thei

nvestigator, contraindicat
eintramuscular injection
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Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1109

Subject No: 11091111
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Criteri NO

on met

?

Criteri EX10A00

on ID:

(For Pf

izer us

eonly)
2.f Exclusion Number:
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 10
Time (US & Canada) (b) (6)
2.f Criterion Description:
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Bleeding diathesis or condition ass
Time (US & Canada) (b) (6) ociated with prolonged bleeding th

at would, in the opinion of theinve

stigator, contraindicate intramuscu

lar injection
2.f Criterion met?
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6)
2.f Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), EX10A00
Time (US & Canada) (b) (6)
29
Date L ocation User Value Reason
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Aug-03-2020 11:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Excluson Nu 11
Time (US & Canada) (b) (6) mber:

Criterion Desc Women who are

ription: pregnant or breas

tfeeding

Criterion met NO

?

Criterion ID: ( EX11A00

For Pfizer use

only):
2.9 Exclusion Number:
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 11
Time (US & Canada) (b) (6)
2.g Criterion Description:
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Women who are pregnant or breast
Time (US & Canada) (b) (6) feeding
2.g Criterion met?
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6)
2.g Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), EX11A00
Time (US & Canada) (b) (6)
2h
Date L ocation User Value Reason
Aug-03-202011:41:53 | AcvorFEINFPe000 (D) (4), (B) (6) pata Entry: Initial Entry
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

(UTC-05:00) Eastern (b) (4), Exclusion Nu 12
Time (US & Canada) (b) (6) mber:

Criterion Des Previous vaccinati

cription: on with any coron

avirus vaccine

Criterion me NO

t?:

Criterion ID: EX12A00

(For Pfizer u

seonly):
2.h Exclusion Number:
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: [nitial Entry
(UTC-05:00) Eastern (4), 12
Time (US & Canada) (b) (6)
2.h Criterion Description:
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 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 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6)
2.h Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), EX12A00
Time (US & Canada) (b) (6)
2.
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: Initial Entry
(UTC-05:00) Eastern Exclusio 13

I
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Header Text: c4591001
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

090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Time (US & Canada) (b) (4), (B) (6) | n Numb

er:

Criterio Subjectswho receivei

n Descri mmunosuppressive ther

ption:  apy, such as cytotoxic a

gents or systemic cortic
osteroids

Criterio NO

n met?:

Criterio EX13A01

niD: (F

or Pfizer

use only)
2.i Exclusion Number:
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 13
Time (US & Canada) (b) (6)
2.i Criterion Description:
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), Subjects who receive immunosupp
Time (US & Canada) (b) (6) ressive therapy, such as cytotoxic a

gents or systemic corticosteroids
2.i Criterion met?
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6)
2.i Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), EX13A01
Time (US & Canada) (b) (6)
2
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Date

L ocation

User

Value

Reason

Aug-03-2020 11:41:53
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 || (b)

4,
(b) (6)

Data Entry:
Exclusi 15
on Nu
mber:

Criteri Receipt of blood/plasma

on Des products or immunoglob

criptio ulin, from 60 days before

n: study intervention admini
stration or planned receip
t throughout the study

Criteri NO

on met

?:

Criteri EX14A01

on |D:

(For Pf

izer us

eonly)

Initial Entry
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Header Text: c4591001
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 No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

2.j Exclusion Number:

*** Confidential***

FDA-CBER-2021-5683-0976547

Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 15
Time (US & Canada) (b) (6)
2.j Criterion Description:
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Receipt of blood/plasma products
Time (US & Canada) (b) (6) or immunoglobulin, from 60 days

before study intervention administ

ration or planned receipt througho

ut the study
2.j Criterion met?
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6)
2.j Criterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 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: 1109

Subject No: 11091111
Generated By:| (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

2k

Date L ocation

User

Value

Reason

Aug-03-2020 11:41:53
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000 | (b)

(4),
(b) (6)

Data Entry:
Exclus 16
on Num
ber:

Criteri Participation in other st

on Desc udiesinvolving study in

ription: tervention within 28 day
sprior to study entry an
d/or during study partici
pation

Criteri NO

on met?

Criteri EX15A01
onID: (
For Pfi
zer use

only):

Initial Entry
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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: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091111 Subject Initials; ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

2.k Exclusion Number:

Date Location User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 16

Time (US & Canada) (b) (6)

2.k Criterion Description:

Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Participation in other studiesinvol

Time (US & Canada) (b) (6) ving study intervention within 28

days prior to study entry and/or du
ring study participation

2.k Criterion met?

Date Location User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO

Time (US & Canada) (b) (6)

2.k Criterion ID: (For Pfizer use only)

Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), EX15A01

Time (US & Canada) (b) (6

21

Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(L_JTC'05100) Eastern (4), Exclusio 17

Time (US & Canada) (b) (6) n Numbe

r:
Criterion Previous participation
Descripti in other studiesinvolvi

on: ng study intervention ¢
ontaining lipid nanopa
rticles

Criterion NO

met?:
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1109

Subject No: 11091111
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Criterion EX16A01

ID: (For

Pfizer us

eonly):
2.1 Exclusion Number:
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 17
Time (US & Canada) (b) (6)
2.| Criterion Description:
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Previous participation in other stu
Time (US & Canada) (b) (6) diesinvolving study intervention ¢

ontaining lipid nanoparticles
2.1 Criterion met?
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6
2.1 Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), EX16A01
Time (US & Canada) (b) (6)
2.m
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Exclu 22
Time (US & Canada) (b) (6) sion N

umbe

r:
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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: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091111 Subject Initials; ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Criter Investigator site staff or P

ion De fizer employeesdirectly i

scripti nvolved in the conduct of

on:  thestudy, site staff other
wise supervised by thein
vestigator, and their respe
ctive family members

Criter NO

ionm

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: 1109

Subject No: 11091111
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

2.m Exclusion Number:

Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 22

Time (US & Canada) (b) (6)

2.m Criterion Description:

Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Investigator site staff or Pfizer em

Time (US & Canada) (b) (6) ployees directly involved in the co

nduct of the study, site staff other
wise supervised by the investigato
r, and their respective family mem

bers
2.m Criterion met?
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6)
2.m Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-03-2020 11:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), EX21A01
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Completion/Discontinuation/Death

Date L ocation User Value Reason
Aug-03-2020 11:42:15 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Aug/3/2020
Time (US & Canada) (b) (6)
2. Phase of Disposition:
Date L ocation User Value Reason
Aug-03-2020 11:42:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SCREENING
(US & Canada)
3. Status:
Date L ocation User Value Reason
Aug-03-2020 11:42:15 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), COMPLETED
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

la
Date L ocation User Value Reason
Aug-03-2020 11:42:58 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number: 1
(US& Canada) Medical History Term: Anxiety

Start Date: Jun/1/2018

Ongoing: YES
l.aLine/MH Number:
Date L ocation User Value Reason
Aug-03-2020 11:42:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |1
(US & Canada)
1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-03-2020 11:42:58 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Anxiety
Time (US & Canada) (b) (6)
1.a Start Date:
Date L ocation User Value Reason
Aug-03-2020 11:42:58 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Jun/1/2018
Time (US & Canada) (b) (6)
1.a Ongoing:
Date L ocation User Value Reason
Aug-03-2020 11:42:58 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES
Time (US & Canada) (b) (6)
1b
Date L ocation User Value Reason
Aug-03-2020 11:43:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

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

*** Confidential***

FDA-CBER-2021-5683-0976555

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials; ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
(UTC-05:00) Eastern Time (autocalc) | LinelMH Number: 2
(US & Canadd) Medical History Te Appendicitis

rm:

Start Date: Jan/UNK/1962

Ongoing: NO

End Date:
Jan/UNK/19
62
1.bLine/MH Number:
Date Location User Value Reason
Aug-03-2020 11:43:28 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |2
(US & Canada)
1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-03-2020 11:43:28 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), Appendicitis
Time (US & Canada) (b) (6)
1.b Start Date:
Date L ocation User Value Reason
Aug-03-2020 11:43:28 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Jan/UNK/1962
Time (US & Canada) (b) (6)
1.b Ongoing:
Date L ocation User Value Reason
Aug-03-2020 11:43:28 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6) End Date:
Jan/UNK/1962
1lc
Date L ocation User Value Reason
Aug-03-2020 11:43:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

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

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials; ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
(UTC-05:00) Eastern Time (autocalc) | LinelMH Number: 3
(US & Canadd) Medical History Te Appendectomy

rm:

Start Date: Jan/UNK/1962

Ongoing: NO

End Date:
Jan/UNK/19
62
1l.cLine/MH Number:
Date Location User Value Reason
Aug-03-2020 11:43:58 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |3
(US & Canada)
1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-03-2020 11:43:58 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), Appendectomy
Time (US & Canada) (b) (6)
1.c Start Date:
Date L ocation User Value Reason
Aug-03-2020 11:43:58 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Jan/UNK/1962
Time (US & Canada) (b) (6)
1.c Ongoing:
Date L ocation User Value Reason
Aug-03-2020 11:43:58 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6) End Date:
Jan/UNK/1962
1d
Date L ocation User Value Reason
Aug-03-2020 11:44:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

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

*** Confidential***

FDA-CBER-2021-5683-0976557

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
(UTC-05:00) Eastern Time (autocalc) | LinelMH Nu 4
(US & Canada) mber:

Medical Hist Carpel Tunnel Syndr

ory Term:  ome, Bi-latera

Start Date:  Jan/UNK/1997

Ongoing: NO

End Date:
Jan/UNK/1997
1.d Line/MH Number:
Date L ocation User Value Reason
Aug-03-2020 11:44:59 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |4
(US & Canada)
1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-03-2020 11:44:59 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), Carpel Tunnel Syndrome, Bi-latera
Time (US & Canada) (b) (6) |
1.d Start Date:
Date L ocation User Value Reason
Aug-03-2020 11:44:59 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Jan/UNK/1997
Time (US & Canada) (b) (6)
1.d Ongoing:
Date L ocation User Value Reason
Aug-03-2020 11:44:59 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6) End Date:
Jan/UNK/1997
le
Date L ocation User Value Reason
Aug-03-2020 11:45:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

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

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
(UTC-05:00) Eastern Time (autocalc) | LineeMH Number: 5
(US & Canadd) Medical History T Cataract Surger

erm: y

Start Date: Oct/UNK/2019

Ongoing: NO

End Date:
Oct/UNK/2
019
l.eLine/MH Number:
Date L ocation User Value Reason
Aug-03-2020 11:45:48 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |5
(US & Canada)
1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-03-2020 11:45:48 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), Cataract Surgery
Time (US & Canada) (b) (6)
1.e Start Date:
Date L ocation User Value Reason
Aug-03-2020 11:45:48 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Oct/UNK/2019
Time (US & Canada) (b) (6)
1.eOngoing:
Date L ocation User Value Reason
Aug-03-2020 11:45:48 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6) End Date:
Oct/UNK/2019
1f
Date L ocation User Value Reason
Aug-03-2020 11:46:06 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

*** Confidential***

FDA-CBER-2021-5683-0976559

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number: 6
(US & Canadd) Medical History Ter Colonoscopy

m:

Start Date: Jan/UNK/20

20

Ongoing: YES
1.f Line/MH Number:
Date L ocation User Value Reason
Aug-03-2020 11:46:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |6
(US & Canada)
1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-03-2020 11:46:06 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Colonoscopy
Time (US & Canada) (b) (6)
1.f Start Date:
Date L ocation User Value Reason
Aug-03-2020 11:46:06 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Jan/UNK/2020
Time (US & Canada) (b) (6)
1.f Ongoing:
Date L ocation User Value Reason
Aug-03-2020 11:46:06 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES
Time (US & Canada) (b) (6)
19
Date Location User Value Reason
Aug-03-2020 11:46:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number: 7
(US& Canada) Medical History Ter Cystocele

m:

Start Date: Oct/UNK/20

19
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

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

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Ongoing: YES
1.gLine/MH Number:
Date Location User Value Reason
Aug-03-2020 11:46:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |7
(US & Canada)
1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-03-2020 11:46:38 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Cystocele
Time (US & Canada) (b) (6)
1.g Start Date:
Date L ocation User Value Reason
Aug-03-2020 11:46:38 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Oct/UNK/2019
Time (US & Canada) (b) (6)
1.g Ongoing:
Date L ocation User Value Reason
Aug-03-2020 11:46:38 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES
Time (US & Canada) (b) (6)
1lh
Date Location User Value Reason
Aug-03-2020 11:46:58 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Numbe 8
(US & Canada) re

Medical History Deep Vein Thro

Term: mbosis

Start Date: Jan/UNK/2014

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

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

1.h Line/MH Number:
Date L ocation User Value Reason
Aug-03-2020 11:46:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |8
(US & Canada)
1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-03-2020 11:46:58 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Deep Vein Thrombosis
Time (US & Canada) (b) (6)
1.h Start Date:
Date L ocation User Value Reason
Aug-03-2020 11:46:58 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Jan/UNK/2014
Time (US & Canada) (b) (6)
1.h Ongoing:
Date L ocation User Value Reason
Aug-03-2020 11:46:58 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES
Time (US & Canada) (b) (6)
Li
Date L ocation User Value Reason
Aug-03-2020 11:47:31 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number: 9
(US& Canada) Medical History Ter Depression

m:

Start Date: Jan/UNK/19

95
Ongoing: YES
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

1.i Line/MH Number:

Date L ocation User Value Reason
Aug-03-2020 11:47:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |9
(US & Canada)
1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-03-2020 11:47:31 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Depression
Time (US & Canada) (b) (6)
1.i Start Date:
Date L ocation User Value Reason
Aug-03-2020 11:47:31 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Jan/UNK/1995
Time (US & Canada) (b) (6)
1.i Ongoing:
Date L ocation User Value Reason
Aug-03-2020 11:47:31 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES
Time (US & Canada) (b) (6)
1j
Date L ocation User Value Reason
Aug-03-2020 11:47:54 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number: 10
(US& Canada) Medical History Ter Diverticulosi

m: s

Start Date: Jan/UNK/19

98
Ongoing: YES
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

1j Line/MH Number:

Date L ocation User Value Reason
Aug-03-2020 11:47:54 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |10
(US & Canada)
1.j Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-03-2020 11:47:54 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Diverticulosis
Time (US & Canada) (b) (6)
1j Start Date:
Date L ocation User Value Reason
Aug-03-2020 11:47:54 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Jan/UNK/1998
Time (US & Canada) (b) (6)
1,j Ongoing:
Date L ocation User Value Reason
Aug-03-2020 11:47:54 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1k
Date L ocation User Value Reason
Aug-03-2020 11:48:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Nu 11
(US & Canada) mber:

Medical Histo Hand Surgery, Bi-lat

ry Term: eral Thumb

Start Date:  Jan/UNK/2002

Ongoing: NO

End Date:
Jan/UNK/2002
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form Version: 22-Apr-2020 21:03

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

1.k Line/MH Number:

Date L ocation User Value Reason
Aug-03-2020 11:48:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |11
(US & Canada)
1.k Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-03-2020 11:48:39 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Hand Surgery, Bi-lateral Thumb
Time (US & Canada) (b) (6)
1.k Start Date:
Date L ocation User Value Reason
Aug-03-2020 11:48:39 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Jan/UNK/2002
Time (US & Canada) (b) (6
1.k Ongoing:
Date L ocation User Value Reason
Aug-03-2020 11:48:39 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6) End Date:
Jan/UNK/2002

1l
Date L ocation User Value Reason
Aug-03-2020 11:49:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Nu 12
(US & Canada) mber:

Medical Histo Hand Surgery, Bi-lat

ry Term: eral Thumb

Start Date:  Jan/UNK/2006

Ongoing: NO

End Date:
Jan/UNK/2006
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

1.1 Line/MH Number:

Date L ocation User Value Reason
Aug-03-2020 11:49:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |12
(US & Canada)
1.I Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-03-2020 11:49:03 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Hand Surgery, Bi-lateral Thumb
Time (US & Canada) (b) (6)
1.| Start Date:
Date L ocation User Value Reason
Aug-03-2020 11:49:03 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Jan/UNK/2006
Time (US & Canada) (b) (6
1.1 Ongoing:
Date L ocation User Value Reason
Aug-03-2020 11:49:03 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6) End Date:
Jan/UNK/2006

1m
Date L ocation User Value Reason
Aug-03-2020 11:49:26 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number: 13
(US & Canada) Medical History Ter Hemorrhoids

m:

Start Date: Jan/UNK/19

98
Ongoing: YES
Page 220 of 399

*** Confidential***
FDA-CBER-2021-5683-0976566




090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form Version: 22-Apr-2020 21:03

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

1.m Line/MH Number:

*** Confidential***

FDA-CBER-2021-5683-0976567

Date L ocation User Value Reason
Aug-03-2020 11:49:26 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |13
(US & Canada)
1.m Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-03-2020 11:49:26 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Hemorrhoids
Time (US & Canada) (b) (6)
1.m Start Date:
Date L ocation User Value Reason
Aug-03-2020 11:49:26 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Jan/UNK/1998
Time (US & Canada) (b) (6
1.m Ongoing:
Date L ocation User Value Reason
Aug-03-2020 11:49:26 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, YES
Time (US & Canada) (b) (6)
1n
Date L ocation User Value Reason
Aug-03-2020 11:49:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Ling/MH Number: 14
(US & Canada) Medical History Ter Hot Flashes

m:

Start Date: Jan/UNK/20

17
Ongoing: YES
Page 221 of 399




090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

1.n Line/MH Number:

Date L ocation User Value Reason
Aug-03-2020 11:49:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |14
(US & Canada)
1.n Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-03-2020 11:49:43 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Hot Flashes
Time (US & Canada) (b) (6)
1.n Start Date:
Date L ocation User Value Reason
Aug-03-2020 11:49:43 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Jan/UNK/2017
Time (US & Canada) (b) (6
1.n Ongoing:
Date L ocation User Value Reason
Aug-03-2020 11:49:43 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, YES
Time (US & Canada) (b) (6)
1.0
Date L ocation User Value Reason
Aug-03-2020 11:50:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Lineg/MH Numbe 15
(US & Canada) r

Medical History Hypercholestero

Term: lemia

Start Date: Jan/UNK/2010

Ongoing: YES
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials; ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
1l.oLine/MH Number:
Date L ocation User Value Reason
Aug-03-2020 11:50:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |15
(US & Canada)
1.0 Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-03-2020 11:50:02 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Hypercholesterolemia
Time (US & Canada) (b) (6)
1.0 Start Date:
Date L ocation User Value Reason
Aug-03-2020 11:50:02 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Jan/UNK/2010
Time (US & Canada) (b) (6
1.0 Ongoing:
Date L ocation User Value Reason
Aug-03-2020 11:50:02 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, YES
Time (US & Canada) (b) (6)
1p
Date L ocation User Value Reason
Aug-03-2020 11:50:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Ling/MH Number: 16
(US & Canada) Medical History Ter Hypertension

m:

Start Date: Jan/UNK/20

00
Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

1.pLine/MH Number:

Date L ocation User Value Reason
Aug-03-2020 11:50:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |16
(US & Canada)
1.p Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-03-2020 11:50:17 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Hypertension
Time (US & Canada) (b) (6)
1.p Start Date:
Date L ocation User Value Reason
Aug-03-2020 11:50:17 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Jan/UNK/2000
Time (US & Canada) (b) (6
1.p Ongoing:
Date L ocation User Value Reason
Aug-03-2020 11:50:17 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, YES
Time (US & Canada) (b) (6)
19
Date L ocation User Value Reason
Aug-03-2020 13:29:25 ACVOPFEINFPE000 | (b) Data Entry: Transcription Error
(UTC-05:00) Eastern (4), Line/MH Nu 17
Time (US & Canada) (b) (6) mber:

Medical Hist HYPERTRIGLY

ory Term: CERIDEMIA

Start Date:  Jan/UNK/2010

Ongoing: YES
Aug-03-2020 11:50:43 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) LineMH Numb 17
Time (US & Canada) er:

Medical History Hypertriglceri

Term: demia
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091111

Generated By: | (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Start Date: Jan/UNK/201
0

Ongoing: YES

*** Confidential***
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091111

Generated By:

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit

(b) (4)

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

1.gLine/MH Number:

Date L ocation User Value Reason
Aug-03-2020 11:50:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |17

(US & Canada)

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

Date L ocation User Value |Reason
Aug-03-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query | Discrepancy has been closed.
14:47:50 Oracle 1: Clo
(UTC-05:00) (b) (4) sed
Eastern Time
(US&
Canada)
Aug-03-2020 | ACVOPFEINFP6000 auto query Query | Transcription Error
13:29:25 (autoquery) 1: Ans
(UTC-05:00) wered
Eastern Time
(US&
Canada)
Aug-03-2020 | ACVOPFEINFP6000 (b) Data | Transcription Error
13:29:25 4), Entry
(UTC-05:00) (b) (6) :
Eastern Time HYPE
(US& RTRI
Canada) GLYC
ERID
EMIA
Aug-03-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query | Clarify
13:00:45 Oracle 1: Op |HYPERTRIGLCERIDEMIA
(UTC-05:00) (b) (4) ened | asfollows...Should the spelling
Eastern Time be
(US& HYPERTRIGLY CERIDEMIA?
Canada) If so, edit. Otherwise clarify.
Thank you.
Aug-03-2020 | ACVOPFEINFP6000 (b) Data | Initia Entry
11:50:43 4), Entry
(UTC-05:00) (b) (6) :
Eastern Time Hyper
(US& triglce
Canada) ridemi
a
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

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

*** Confidential***

FDA-CBER-2021-5683-0976573

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
1.q Start Date:
Date L ocation User Value Reason
Aug-03-2020 11:50:43 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Jan/UNK/2010
Time (US & Canada) (b) (6)
1.9 Ongoing:
Date L ocation User Value Reason
Aug-03-2020 11:50:43 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, YES
Time (US & Canada) (b) (6)
1r
Date L ocation User Value Reason
Aug-03-2020 11:51:01 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number: 18
(US & Canada) Medical History Ter Obesity

m:

Start Date: Jan/UNK/20

00
Ongoing: YES
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

1.r Line/MH Number:

Date Location User Value Reason
Aug-03-2020 11:51:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |18
(US & Canada)
1.r Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-03-2020 11:51:01 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Obesity
Time (US & Canada) (b) (6)
1.r Start Date:
Date L ocation User Value Reason
Aug-03-2020 11:51:01 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Jan/UNK/2000
Time (US & Canada) (b) (6
1.r Ongoing:
Date L ocation User Value Reason
Aug-03-2020 11:51:01 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, YES
Time (US & Canada) (b) (6)
1s
Date Location User Value Reason
Aug-03-2020 11:51:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Numb 19
(US & Canada) er:

Medical History Osteoarthritis, Hi

Term: p, Hands

Start Date: Jan/UNK/2000

Ongoing: YES
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Header Text: c4591001

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

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials; ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

1.sLine/MH Number:

Date L ocation User Value Reason
Aug-03-2020 11:51:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |19

(US & Canada)

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

Date L ocation User Value Reason
Aug-03-2020 11:51:28 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Osteoarthritis, Hip, Hands

Time (US & Canada) (b) (6)

1.s Start Date:

Date L ocation User Value Reason
Aug-03-2020 11:51:28 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Jan/UNK/2000

Time (US & Canada) (b) (6

1.sOngoing:

Date L ocation User Value Reason
Aug-03-2020 11:51:28 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, YES

Time (US & Canada) (b) (6)

090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)
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Header Text: c4591001

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

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials; ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1t
Date L ocation User Value Reason
Aug-03-2020 11:51:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number: 20
(US & Canada) Medical History T Polyp removal
erm:
Start Date: Jan/UNK/2020
Ongoing: NO
End Date:
Jan/UNK/2
020

090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form Version: 22-Apr-2020 21:03

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

1.t Line/MH Number:

*** Confidential***

FDA-CBER-2021-5683-0976577

Date L ocation User Value Reason
Aug-03-2020 11:51:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |20
(US & Canada)
1.t Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-03-2020 11:51:56 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Polyp removal
Time (US & Canada) (b) (6)
1.t Start Date:
Date L ocation User Value Reason
Aug-03-2020 11:51:56 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Jan/UNK/2020
Time (US & Canada) (b) (6
1.t Ongoing:
Date L ocation User Value Reason
Aug-03-2020 11:51:56 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6) End Date:
Jan/UNK/2020

lu
Date L ocation User Value Reason
Aug-03-2020 11:52:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number: 21
(US & Canada) Medical History Ter PTSD

m:

Start Date: Jun/UNK/20

18
Ongoing: YES
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

1.u Line/MH Number:

Date L ocation User Value Reason
Aug-03-2020 11:52:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |21
(US & Canada)
1.u Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-03-2020 11:52:22 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), PTSD
Time (US & Canada) (b) (6)
1.u Start Date:
Date L ocation User Value Reason
Aug-03-2020 11:52:22 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Jun/UNK/2018
Time (US & Canada) (b) (6
1.u Ongoing:
Date L ocation User Value Reason
Aug-03-2020 11:52:22 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, YES
Time (US & Canada) (b) (6)
1lv
Date L ocation User Value Reason
Aug-03-2020 11:52:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Ling/MH Number: 22
ical History Ter Rectocele

(US & Canada) Medical Hi Ter Rectocel

m:

Start Date: Oct/UNK/20

19
Ongoing: YES
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

1.vLine/MH Number:

Date L ocation User Value Reason
Aug-03-2020 11:52:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |22
(US & Canada)
1.v Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-03-2020 11:52:56 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Rectocele
Time (US & Canada) (b) (6)
1.v Start Date:
Date L ocation User Value Reason
Aug-03-2020 11:52:56 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Oct/UNK/2019
Time (US & Canada) (b) (6
1.v Ongoing:
Date L ocation User Value Reason
Aug-03-2020 11:52:56 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, YES
Time (US & Canada) (b) (6)
1w
Date L ocation User Value Reason
Aug-03-2020 11:53:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number: 23
(US & Canada) Medical History T Tubal Ligation

erm:

Start Date: Jan/UNK/1988

Ongoing: NO

End Date:
Jan/UNK/1
988
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

1.wLine/MH Number:

Date L ocation User Value Reason

Aug-03-2020 11:53:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern Time (autocalc) |23

(US & Canada)

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

Date L ocation User Value Reason

Sep-09-2020 04:34:50 ACVOPFEINFPG000 |/(b) (4), (b) Query 1: Closed Response satisfies

(UTC-05:00) Eastern (6) query

Time (US & Canada)

Sep-08-2020 12:31:50 ACVOPFEINFPG000 |(b) (4), Query 1: Answered Updated medhx

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

Time (US & Canada)

Sep-07-2020 01:23:40 ACVOPFEINFPG000 |(b) (4), (b) Query 1: Opened ClinQuery:

(UTC-05:00) Eastern (6) COUGH: Please can

Time (US & Canada) you confirm a
COVID-19illness
visit will occur asa
result of this AE?
per subject and
Sub-1 subject has
history of post nasal
drip and alergies.
Please unfreeze
medhx to update

Sep-04-2020 20:40:46 ACVOPFEINFPGE000 |/(b) (4), (b) Query 1: Candidate ClinQuery:

(UTC-05:00) Eastern (6) COUGH: Please can

Time (US & Canada) you confirm a
COVID-19 illness
visit will occur asa
result of thisAE?
per subject and
Sub-| subject has
history of post nasal
drip and alergies.
Please unfreeze
medhx to update

Aug-03-2020 11:53:33 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), Tubal Ligation

Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form Version: 22-Apr-2020 21:03

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

FDA-CBER-2021-5683-0976581

1.w Start Date:
Date L ocation User Value Reason
Aug-03-2020 11:53:33 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Jan/UNK/1988
Time (US & Canada) (b) (6)
1.w Ongoing:
Date L ocation User Value Reason
Aug-03-2020 11:53:33 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6) End Date:
Jan/UNK/1988

1x
Date L ocation User Value Reason
Sep-08-2020 12:31:16 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number: 24
(US & Canada) Medical History T Seasona Aller

erm: gies

Start Date: Aug/1/2019

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

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

1.x Line/MH Number:

Date L ocation User Value Reason
Sep-08-2020 12:31:16 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |24
(US & Canada)
1.x Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-08-2020 12:31:16 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Seasonal Allergies
(US & Canada)
1.x Start Date:
Date L ocation User Value Reason
Sep-08-2020 12:31:16 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Aug/1/2019
(US & Canada)
1.x Ongoing:
Date L ocation User Value Reason
Sep-08-2020 12:31:16 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) YES
(US & Canada)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form Version: 30-Jul-2020 21:28

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

*** Confidential***

1. Date:
Date L ocation User Value Reason
Aug-03-2020 11:54:09 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Aug/3/2020
Time (US & Canada) (b) (6)
2. Weight:
Date L ocation User Value Reason
Aug-03-2020 11:54:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 184.0
Time (US & Canada) (b) (6)
3. Unit;
Date L ocation User Value Reason
Aug-03-2020 11:54:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), LB
Time (US & Canada) (b) (6)
4. Height:
Date L ocation User Value Reason
Aug-03-2020 11:54:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), 62.0
Time (US & Canada) (b) (6)
5. Unit:
Date L ocation User Value Reason
Aug-03-2020 11:54:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), in
Time (US & Canada) (b) (6)
6. Body Mass I ndex:
Date L ocation User Value Reason
Aug-03-2020 11:54:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |33.7
(US & Canada)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

7a
Date L ocation User Value Reason
Aug-03-2020 11:54:09 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(L_JTC-05100) Eastern (4), Record Identifier:: 1
Time (US & Canada) (b) (6) Temperature: 98.2

Temperature Unit: F

TemperatureLoca ORAL CAVI

tion:: TY
7.a Record | dentifier:
Date L ocation User Value Reason
Aug-03-2020 11:54:09 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 1
Time (US & Canada) (b) (6)
7.a Temperature:
Date L ocation User Value Reason
Aug-03-2020 11:54:09 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 98.2
Time (US & Canada) (b) (6)
7.aUnit:
Date L ocation User Value Reason
Aug-03-2020 11:54:09 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), F
Time (US & Canada) (b) (6)
7.a Temperature Location:
Date L ocation User Value Reason
Aug-03-2020 11:54:09 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (@), ORAL CAVITY
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

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

History

Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Lab Pandl:
Date L ocation User Value Reason
Aug-05-2020 07:50:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | URINALYSIS
(US & Canada)
2. Lab Sub-Panel:
Date L ocation User Value Reason
Aug-05-2020 07:50:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | PREGNANCY
(US & Canada)
3. Collection Date:
Date L ocation User Value Reason
Aug-05-2020 07:50:04 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Aug/3/2020
Time (US & Canada) (b) (6)
4. Laboratory Name and Address (Derived)
Date L ocation User Value Reason
Aug-05-2020 07:50:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | STUDY SITE
(US & Canada)
5. Specimen Type:
Date L ocation User Value Reason
Aug-05-2020 07:50:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | URINE
(US & Canada)
6.a
Date Location User Value Reason
Aug-05-2020 07:50:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | sponsor-Define 113
(US& Canada) d Identifier:
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Header Text: c4591001

090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Visit: V1 DAY1 VAX1 L Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trall
History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Test:: Choriogonadotropi

n Beta PX113

Result::

Not Done:: NOT DONE
6.a Sponsor ID:
Date L ocation User Value Reason
Aug-05-2020 07:50:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | 113
(US & Canada)
6.a Test:
Date L ocation User Value Reason
Aug-05-2020 07:50:04 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Choriogonadotropin Beta PX113
Time (US & Canada) (b) (6)
6.a Not Done:
Date L ocation User Value Reason
Aug-05-2020 07:50:04 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NOT DONE
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form: RANDOMIZATION - eCRF Audit Trail History

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Randomization Date :

Date Location User Value Reason
Aug-03-2020 11:54:23 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Aug/3/2020

Time (US & Canada) (b) (6)

2. Randomization Number:

*** Confidential***

Date L ocation User Value Reason
Aug-03-2020 11:54:23 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 221478
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Data Origin

Date L ocation User Value Reason

Aug-03-2020 11:54:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)

2. Sample Type

Date L ocation User Value Reason

Aug-03-2020 11:54:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern Time (autocalc) | SERUM

(US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Aug-04-2020 10:18:15 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Aug-04-2020 04:51:18 ACVOPFEINFP6000 |(b) (4), Query 1: Opened DM Review:

(UTC-05:00) Eastern (b) (6) '‘Sample Collected?

Time (US & Canada) is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.
Thank you.

Aug-03-2020 11:54:31 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?

(UTC-05:00) Eastern (autoquery) is Yes, however no

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

Aug-03-2020 11:54:31 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), YES

Time (US & Canada) (b) (6) Date of Collection:

Aug/3/2020
5a
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111

Generated By:| (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Date L ocation User Value Reason

Aug-04-2020 10:18:15 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), Sample | D: BP3PX9

Time (US & Canada) (b) (6)

5.aSample D

Date L ocation User Value Reason

Aug-04-2020 10:18:15 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry

(UTC-05:00) Eastern 4), BP3PX9

Time (US & Canada) (b) (6)

5.b

Date L ocation User Value Reason

Aug-04-2020 10:18:24 ACVOPFEINFPG000 | (b) Data Entry: [nitia Entry

(UTC-05:00) Eastern (4), Sample |D: BP3PXB

Time (US & Canada) (b) (6

5.b Sample 1D

Date L ocation User Value Reason

Aug-04-2020 10:18:24 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern 4, BP3PXB

Time (US & Canada) (b) (6)

5.c

Date L ocation User Value Reason

Aug-04-2020 10:18:34 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), Sample ID: BP3PXC

Time (US & Canada) (b) (6)

5.c SampleID

Date L ocation User Value Reason

Aug-04-2020 10:18:34 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), BP3PXC

Time (US & Canada) (b) (6)

5d

Date L ocation User Value Reason
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111

Generated By:| (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Aug-04-2020 10:18:44 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), SampleD: BPL6HO
Time (US & Canada) (b) (6)
5.d Sample 1D
Date L ocation User Value Reason
Aug-04-2020 10:18:44 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), BPL6HO
Time (US & Canada) (b) (6)
5e
Date L ocation User Value Reason
Aug-04-2020 10:18:51 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sample |D: BPL6H1
Time (US & Canada) (b) (6)
5.e Sample ID
Date L ocation User Value Reason
Aug-04-2020 10:18:51 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BPL6H1
Time (US & Canada) (b) (6)
5.f
Date L ocation User Value Reason
Aug-04-2020 10:18:58 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sample | D: BPL6H2
Time (US & Canada) (b) (6)
5.f Sample 1D
Date L ocation User Value Reason
Aug-04-2020 10:18:58 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (@), BPL6H2
Time (US & Canada) (b) (6)
59
Date L ocation User Value Reason
Aug-04-2020 10:19:11 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6)
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Header Text: c4591001

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Time (US & Canada)

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

Sample|D: BPL6H3

*** Confidential***

5.9 Sample D
Date Location User Value Reason
Aug-04-2020 10:19:11 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BPL6H3
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Data Origin

Date L ocation User Value Reason

Aug-03-2020 11:54:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)

2. Sample Type

Date L ocation User Value Reason

Aug-03-2020 11:54:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Aug-04-2020 14:00:31 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Aug-04-2020 04:51:18 ACVOPFEINFP6000 |(b) (4), Query 1: Opened DM Review:

(UTC-05:00) Eastern (b) (6) '‘Sample Collected?

Time (US & Canada) is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.
Thank you.

Aug-03-2020 11:54:41 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?

(UTC-05:00) Eastern (autoquery) is Yes, however no

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

Aug-03-2020 11:54:41 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), YES

Time (US & Canada) (b) (6) Date of Collection:

Aug/3/2020
5a
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

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

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

Date L ocation User Value Reason
Aug-04-2020 14:00:31 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sample |D: BP3PXD
Time (US & Canada) (b) (6)
5.aSample D
Date Location User Value Reason
Aug-04-2020 14:00:31 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), BP3PXD
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason
Aug-03-2020 11:54:56 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6)
2. Treatment Name
Date L ocation User Value Reason
Aug-03-2020 11:54:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | BLINDED THERAPY
(US & Canada)
3. Formulation:
Date L ocation User Value Reason
Aug-03-2020 11:54:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |INJECTION
(US & Canada)
4. Dose Date Time:
Date L ocation User Value Reason
Aug-03-2020 11:54:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), Aug/3/2020 11:00
Time (US & Canada) (b) (6)
5. Anatomical Location:
Date L ocation User Value Reason
Aug-03-2020 11:54:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | DELTOID MUSCLE
(US & Canada)
6. Body Side:
Date L ocation User Value Reason
Aug-03-2020 11:54:56 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), LEFT
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04

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

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials; ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

7. Route:

Date L ocation User Value Reason
Aug-03-2020 11:54:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | INTRAMUSCULAR

(US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Aug-03-2020 11:54:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | THE PROTOCOL SPECIFIED OBS

(US & Canada) ERVATION 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 11:54:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), YES
Time (US & Canada) (b) (6)
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Header Text: c4591001

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

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Select appropriate response - Reactogenicity diary collection

090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Date Location User Value Reason
Aug-03-2020 11:55:03 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES- REACTOGENICITY E-DI
Time (US & Canada) (b) (6) ARY COLLECTED FORTHISS
UBJECT
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Aug-23-2020 15:25:38 ACVOPFEINFPGE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time tf4)16 Aug/23/2020
(US& Canada) ®) (
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

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

Date L ocation User Value Reason
Aug-23-2020 15:26:02 ACVOPFEINFPGE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time é“)’ NO
(US& Canada) (6) (6)
2.a
Date L ocation User Value Reason
Aug-23-2020 15:26:02 ACVOPFEINFPGE000 || (b) Data Entry: Initial Entry
UTC-05:00) Eastern Ti @, ..
( ) ime ®) (6 Symptom:: FE
(US & Canada) VE
R

Werefever or systemic symp NO

toms present on the last day t

he Subject Diary was comple

ted?:
2.a Symptom:
Date L ocation User Value Reason
Aug-23-2020 15:26:02 ACVOPFEINFPG000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time IO(4)- FEVER
(US & Canada) (6) (6)
2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Aug-23-2020 15:26:02 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(4)-6 NO
(US & Canada) ®) (
2b
Date L ocation User Value Reason
Aug-23-2020 15:26:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

UTC-05:00) Eastern Ti ), -
( ) Eastern Time ®) (6) Symptom:: FAT
(US & Canada) G
UE
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Header Text: c4591001
Visit: V2_VAX2_L

Form Version: 30-Jul-2020 21:30
SiteNo: 1109

Subject No: 11091111
Generated By:| (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Werefever or systemicsym NO
ptoms present on thelast da
y the Subject Diary was com

pleted?:
2.b Symptom:
Date L ocation User Value Reason
Aug-23-2020 15:26:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time ), FATIGUE

(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
Aug-23-2020 15:26:02 ACVOPFEINFP6E000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time é“)y NO
(US& Canada) (6) (6)
2c
Date L ocation User Value Reason
Aug-23-2020 15:26:02 ACVOPFEINFPGE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time é4)ys Symptom:: HEA
(US& Canada) ®) (¢ DA

CHE

Werefever or systemic sym NO
ptoms present on thelast d

ay the Subject Diary was co
mpleted?:

*** Confidential***
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Header Text: c4591001
Visit: V2_VAX2_L

Form Version: 30-Jul-2020 21:30

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

2.c Symptom:
Date L ocation User Value Reason
Aug-23-2020 15:26:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(4): HEADACHE
(US & Canada) (b) (6)
2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Aug-23-2020 15:26:02 ACVOPFEINFP6000 | (b) Data Entry: Initia Entry
(UTC-05:00) Eastern Time é“): NO
(US & Canada) (b) (6)
2.d
Date L ocation User Value Reason
Aug-23-2020 15:26:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time tf“)' Symptom:: CH
(US & Canada) (e IL
LS

Werefever or systemic symp NO

toms present on the last day

the Subject Diary was compl

eted?:
2.d Symptom:
Date L ocation User Value Reason
Aug-23-2020 15:26:02 ACVOPFEINFPGE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(4)1 CHILLS
(US & Canada) (6) (6)
2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Aug-23-2020 15:26:02 ACVOPFEINFPGE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(4)25 NO
(US& Canada) (6) (6)
2e
Date L ocation User Value Reason
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Header Text: c4591001
Visit: V2_VAX2_L

Form Version: 30-Jul-2020 21:30
SiteNo: 1109

Subject No: 11091111
Generated By: | (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

(US & Canada)

Aug-23-2020 15:26:02 ACVOPFEINFP6E000 || (b) Data Entry: Initial Entry
UTC-05:00) Eastern Time @, .
( ) ®) (6) Symptom:: VO
(US & Canada) MIT
ING
Werefever or systemic sym NO
ptoms present on thelast d
ay the Subject Diary was co
mpleted?:
2.e Symptom:
Date L ocation User Value Reason
Aug-23-2020 15:26:02 ACVOPFEINFPGE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4) VOMITING

(6) (6)

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

Date L ocation User Value Reason
Aug-23-2020 15:26:02 ACVOPFEINFPGE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(4)é NO
(US& Canada) (6) (6)
2f
Date L ocation User Value Reason
Aug-23-2020 15:26:02 ACVOPFEINFPGE000 || (b) Data Entry: Initial Entry
UTC-05:00) Eastern Time @), .

( ) [ ®) (6 Symptom:: DIA
(US & Canada) RR

HE

A

Werefever or systemic sym NO
ptoms present on thelast d

ay the Subject Diary was co
mpleted?:
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Header Text: c4591001
Visit: V2_VAX2_L

Form Version: 30-Jul-2020 21:30

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

Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
2.f Symptom:
Date L ocation User Value Reason
Aug-23-2020 15:26:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(4): DIARRHEA
(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
Aug-23-2020 15:26:02 ACVOPFEINFP6000 | (b) Data Entry: Initia Entry
(UTC-05:00) Eastern Time é“): NO
(US & Canada) (b) (6)
29
Date L ocation User Value Reason
Aug-23-2020 15:26:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(“')' Symptom:: NEW OR
(US & Canada) () 6 WORSEN
ED MUSC
LE PAIN

Werefever or syssemi NO

€ symptoms present o

n the last day the Sub

ject Diary was comple

ted?:
2.g Symptom:
Date L ocation User Value Reason
Aug-23-2020 15:26:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time é4)' NEW OR WORSENED MUSCLE
(US & Canada) (b) (6) PAIN
2.0 Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Aug-23-2020 15:26:02 ACVOPFEINFPGE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time é“)y NO
(US & Canada) (b) (6)
2h
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Header Text: c4591001
Visit: V2_VAX2_L

Form Version: 30-Jul-2020 21:30

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

Form Status: Data Complete, Locked, Frozen, Verified

*** Confidential***

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Date L ocation User Value Reason
Aug-23-2020 15:26:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time é4)’ Symptom:: NEW OR
(US & Canada) ®)© WORSEN
ED JOIN
T PAIN

Werefever or systemic NO

symptoms present on t

helast day the Subject

Diary was completed?
2.h Symptom:
Date L ocation User Value Reason
Aug-23-2020 15:26:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time é“)' NEW OR WORSENED JOINT PAI
(US & Canada) (b) (6) N
2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Aug-23-2020 15:26:02 ACVOPFEINFPGE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time é4): NO
(US & Canada) (b) (6)
3. Injection Site Location:
Date L ocation User Value Reason
Aug-23-2020 15:26:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | DELTOID MUSCLE
(US & Canada)
4. Injection Site Body Side:
Date L ocation User Value Reason
Aug-23-2020 15:26:02 ACVOPFEINFPGE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time é4)y LEFT
(US & Canada) (b) (6
5.a
Date L ocation User Value Reason
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090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Header Text: c4591001
Visit: V2_VAX2_L

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED

DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Aug-23-2020 15:26:02 ACVOPFEINFP6E000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time v Injection Site Reaction::  RE
(US & Canada) DN
ESS

Wereinjection site reactions NO

present on thelast day the S

ubject Diary was completed

?
5.aInjection Site Reaction:
Date L ocation User Value Reason
Aug-23-2020 15:26:02 ACVOPFEINFPGE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(4)- REDNESS
(US & Canada) (6) (6)
5.a Wereinjection site reactions present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Aug-23-2020 15:26:02 ACVOPFEINFPGE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(4)é NO
(US& Canada) (6) (6)
5b
Date L ocation User Value Reason
Aug-23-2020 15:26:02 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b()4)(é Injection Site Reaction:: ~ SWE
(US & Canada) LLI

NG

Wereinjection sitereaction NO

spresent on thelast day th

e Subject Diary was compl

eted?:
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090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Header Text: c4591001
Visit: V2_VAX2_L

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form Version: 30-Jul-2020 21:30

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

5.b Injection Site Reaction:

*** Confidential***

FDA-CBER-2021-5683-0976605

Date L ocation User Value Reason
Aug-23-2020 15:26:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(4): SWELLING
(US & Canada) (b) (6)
5.b Wereinjection site reactions present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Aug-23-2020 15:26:02 ACVOPFEINFP6000 | (b) Data Entry: Initia Entry
(UTC-05:00) Eastern Time é“): NO
(US & Canada) (b) (6)
5.c
Date L ocation User Value Reason
Aug-23-2020 15:26:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time e Injection Site Reaction:: PAIN A
(US & Canadd) T INJE
CTION
SITE

Wereinjection sitereact NO

ions present on the last

day the Subject Diary w

as completed?:
5.c Injection Site Reaction:
Date L ocation User Value Reason
Aug-23-2020 15:26:02 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 13(4)23 PAIN AT INJECTION SITE
(US& Canada) (6) (6)
5.c Wereinjection site reactions present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Aug-23-2020 15:26:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(4)' NO
(US & Canada) 20
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090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:51

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date:
Date L ocation User Value Reason
Aug-23-2020 15:26:42 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time ), Aug/23/2020
(US & Canada) (b) (6
2a
Date L ocation User Value Reason
Aug-23-2020 15:26:42 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time e Record Identifier:: 1
(US& Canada) Temperature: 98.2

Temperature Unit: F

Temperature Locat ORAL CAVI

ion:: TY
2.aRecord I dentifier:
Date L ocation User Value Reason
Aug-23-2020 15:26:42 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(4)- 1
(US & Canada) (b) (6
2.a Temperature:
Date L ocation User Value Reason
Aug-23-2020 15:26:42 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 98.2
(US & Canada) 20
2.aUnit:
Date L ocation User Value Reason
Aug-23-2020 15:26:42 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time ), F
(US & Canada) (b) (6
2.a Temperature Location:
Date L ocation User Value Reason
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Header Text: c4591001
Visit: V2_VAX2_L

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Aug-23-2020 15:26:42 ACVOPFEINFPG000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(4): ORAL CAVITY
(US & Canada) (6) (6)
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:27

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

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

History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Lab Pandl:
Date L ocation User Value Reason
Aug-23-2020 15:26:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | URINALYSIS
(US & Canada)
2. Lab Sub-Panel:
Date L ocation User Value Reason
Aug-23-2020 15:26:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | PREGNANCY
(US & Canada)
3. Collection Date:
Date L ocation User Value Reason
Aug-23-2020 15:26:51 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time é4)'6 Aug/23/2020
(US & Canada) (6) (6)
4. Laboratory Name and Address (Derived)
Date L ocation User Value Reason
Aug-23-2020 15:26:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | STUDY SITE
(US & Canada)
5. Specimen Type:
Date L ocation User Value Reason
Aug-23-2020 15:26:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | URINE
(US & Canada)
6.a
Date Location User Value Reason
Aug-23-2020 15:26:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | sponsor-Define 113
(US & Canada) d Identifier:
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Header Text: c4591001
Visit: V2_VAX2_L

Form Version: 30-Jul-2020 21:27

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

History

Form Status: Data Complete, Locked, Frozen, Verified

*** Confidential***

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Test:: Choriogonadotropi

n Beta PX113

Result::

Not Done:: NOT DONE
6.a Sponsor ID:
Date L ocation User Value Reason
Aug-23-2020 15:26:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | 113
(US & Canada)
6.a Test:
Date L ocation User Value Reason
Aug-23-2020 15:26:51 ACVOPFEINFPGE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(4)é Choriogonadotropin Beta PX113
(US & Canada) ®) (
6.a Not Done:
Date L ocation User Value Reason
Aug-23-2020 15:26:51 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(“)'6 NOT DONE
(US & Canada) (6) (6)
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Header Text: c4591001

Visit: V2 VAX2_L

Form Version: 22-Apr-2020 21:03

SiteNo: 1109
Subject No: 11091111

Generated By:| (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Data Origin

Date L ocation User Value Reason
Aug-23-2020 15:26:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |SITE

(US & Canada)

2. Sample Type

Date L ocation User Value Reason
Aug-23-2020 15:26:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | NASAL_SWAB

(US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Aug-24-2020 08:27:35 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Aug-24-2020 05:03:53
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Opened

'Sample Collected?
is Yes, however no
barcodes are
entered. Please
review and correct

as appropriate.
Aug-23-2020 15:26:59 | ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-05:00) Eastern (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Aug-23-2020 15:26:59 | ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-05:00) Eastern YES
Time (US & Canada) Date of Collection:
Aug/23/2020
5a
Date L ocation User Value Reason
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Header Text: c4591001
Visit: V2_VAX2_L

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

Aug-24-2020 08:27:35 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sample | D: BPXSZM
Time (US & Canada) (b) (6)
5.aSample D
Date L ocation User Value Reason
Aug-24-2020 08:27:35 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), BPXSZM
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason
Aug-23-2020 15:27:23 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time ), NO
(US & Canada) (b) (6
2. Treatment Name
Date Location User Value Reason
Aug-23-2020 15:27:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | BLINDED THERAPY
(US & Canada)
3. Formulation:
Date Location User Value Reason
Aug-23-2020 15:27:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |INJECTION
(US & Canada)
4. Dose Date Time:
Date L ocation User Value Reason
Aug-23-2020 15:27:23 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time é“): Aug/23/2020 10:18
(US & Canada) EIHE
5. Anatomical Location:
Date Location User Value Reason
Aug-23-2020 15:27:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | DELTOID MUSCLE
(US & Canada)
6. Body Side:
Date L ocation User Value Reason
Aug-23-2020 15:27:23 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time é“): LEFT
(US & Canada) I
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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, Locked, Frozen, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials; ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

7. Route:

Date L ocation User Value Reason
Aug-23-2020 15:27:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | INTRAMUSCULAR

(US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Aug-23-2020 15:27:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | THE PROTOCOL SPECIFIED OBS

(US & Canada) ERVATION 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-23-2020 15:27:23 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time ), YES
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: V3_ MONTH1 POSTVAX2 L Form: DATE OF VISIT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091111
Generated By:| (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Oct-02-2020 02:57:56 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Closed per SITE
(UTC-05:00) Eastern (b) (6) response, added to
Time (US & Canada) PD tracker
Oct-01-2020 10:28:10 ACVOPFEINFPG000 |(b) (4), Query 1: Answered PD written and filed.
(UTC-05:00) Eastern (b) (6)

Time (US & Canada)

Sep-30-2020 03:38:04 ACVOPFEINFPG000 |(b) (4), Query 1: Opened PDQ: DOV at this
(UTC-05:00) Eastern (b) (6) visitis out of

Time (US & Canada) window (2 days)

from DOV (23/Aug
/2020) at V2. Please
reconcile and update
accordingly, else
confirm dateis

correct asis.
Sep-29-2020 10:39:59 ACVOPFEINFPS000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sep/29/2020
Time (US & Canada) (6) (6)
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED

DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Form Version: 30-Jul-2020 21:30
SiteNo: 1109
Subject No: 11091111

090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Generated By:| (b) (4)

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Were medicationsto treat fever/pain given on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-29-2020 10:40:35 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 13(4)’ NO
(US& Canada) ) (®)
2.a
Date L ocation User Value Reason
Sep-29-2020 10:40:35 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
UTC-05:00) Eastern Ti 4, .
( ) ime ®) Symptom:: FE
(US & Canada) VE
R

Werefever or systemic symp NO

toms present on thelast day t

he Subject Diary was comple

ted?:
2.a Symptom:
Date L ocation User Value Reason
Sep-29-2020 10:40:35 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(4>- FEVER
(US & Canada) () (®)
2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-29-2020 10:40:35 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(4)'e NO
(US & Canada) ®)(
2b
Date L ocation User Value Reason
Sep-29-2020 10:40:35 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

UTC-05:00) Eastern Ti (4), ..
( ) Eastern Time ®) ©) Symptom:: FAT
(US & Canada) IG
UE
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Header Text: c4591001
Visit: V3 MONTH1_POSTVAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1109
Subject No: 11091111

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated By: | (b) (4)

Generated Time (GMT): 29-Mar-2021 10:49

Werefever or systemicsym NO

ptoms present on thelast da

y the Subject Diary was com

pleted?:
2.b Symptom:
Date L ocation User Value Reason
Sep-29-2020 10:40:35 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time tf4)’ FATIGUE
(US & Canada) (b) ()
2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-29-2020 10:40:35 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(4)’ NO
(US& Canada) ®)(®)
2c
Date L ocation User Value Reason
Sep-29-2020 10:40:35 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 1;(4)'6 Symptom:: HEA
(US& Canada) ®)( DA

CHE

Werefever or systemic sym NO

ptoms present on thelast d

ay the Subject Diary was co

mpleted?:
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED

DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Form Version: 30-Jul-2020 21:30
Site No: 1109
Subject No: 11091111

090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Generated By: | (b) (4)

Generated Time (GMT): 29-Mar-2021 10:49

2.c Symptom:
Date L ocation User Value Reason
Sep-29-2020 10:40:35 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(4)~ HEADACHE
(US & Canada) (b) ()
2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-29-2020 10:40:35 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(4)’ NO
(US & Canada) () ()
2.d
Date L ocation User Value Reason
Sep-29-2020 10:40:35 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
UTC-05:00) Eastern Ti ), -
( ) Eastern Time ) (6 Symptom:: CH
(US & Canada) IL
LS

Werefever or systemic symp NO

toms present on the last day

the Subject Diary was compl

eted?:
2.d Symptom:
Date L ocation User Value Reason
Sep-29-2020 10:40:35 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 13(4)’ CHILLS
(US & Canada) ) (®)
2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-29-2020 10:40:35 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 13(4)6 NO
(US& Canada) ) (®)
2e
Date L ocation User Value Reason
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L

Form Version: 30-Jul-2020 21:30

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Sep-29-2020 10:40:35 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time tf4)’ Symptom:: VO
(US & Canada) (b) (6) MIT
ING

Werefever or systemic sym NO

ptoms present on thelast d

ay the Subject Diary was co

mpleted?:
2.e Symptom:
Date L ocation User Value Reason
Sep-29-2020 10:40:35 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time ) VOMITING

(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
-29- :40: ata Entry: nitial Entry
29-2020 10:40:35 ACVOPFEINFP6000 (b) D E Initial E
(UTC-05:00) Eastern Time é4>é NO
(US& Canada) ) (®)
2f
Date Location User Value Reason
-29- :40: ata Entry: nitial Entry
29-2020 10:40:35 ACVOPFEINFP6000 (b) D E Initial B
(UTC-OSOO) Eastern Time b(4)'6 Symptom:: DIA
(US& Canada) ®) ¢ RR
HE
A

Werefever or systemic sym NO
ptoms present on thelast da

y the Subject Diary was co
mpleted?:
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

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

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091111 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

2.f Symptom:

Date Location User Value Reason

Sep-29-2020 10:40:35 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern Time b(4)~ DIARRHEA

(US & Canada) (b) ()

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

Date L ocation User Value Reason
Sep-29-2020 10:40:35 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(4)’ NO
(US & Canada) () ()
29
Date L ocation User Value Reason
Sep-29-2020 10:40:35 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 1)(4)'6 Symptom:: NEW OR
(US & Canada) ®)( WORSEN

ED MUSC

LE PAIN

Werefever or systemi NO
€ symptoms present o
n the last day the Subj
ect Diary was complet

ed?:
2.g Symptom:
Date L ocation User Value Reason
Sep-29-2020 10:40:35 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time @ NEW OR WORSENED MUSCLE
(US & Canada) (b) (6) PAIN

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

Date L ocation User Value Reason
Sep-29-2020 10:40:35 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(4)’ NO
(US & Canada) (b) (8)
2.h
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Header Text: c4591001
Visit: V3 MONTH1_POSTVAX2 L

Form Version: 30-Jul-2020 21:30

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

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Date L ocation User Value Reason
Sep-29-2020 10:40:35 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
UTC-05:00) Eastern Time 4), .
( ) ®) ©) Symptom:: NEW OR
(US & Canada) WORSEN
ED JOIN
T PAIN

Werefever or systemic NO

symptoms present on t

he last day the Subject

Diary was completed?
2.h Symptom:
Date L ocation User Value Reason
Sep-29-2020 10:40:35 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time tf“)v NEW OR WORSENED JOINT PAI
(US & Canada) (b) (8) N
2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-29-2020 10:40:35 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(4)’ NO
(US & Canada) (b) ()
3. Injection Site Location:
Date L ocation User Value Reason
Sep-29-2020 10:40:35 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | DELTOID MUSCLE
(US & Canada)
4. Injection Site Body Side:
Date L ocation User Value Reason
Sep-29-2020 10:40:35 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 13(4)’ LEFT
(US & Canada) ) (6
5a
Date L ocation User Value Reason
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L

Form Version: 30-Jul-2020

DATES - eCRF Audit Trail History

21:30

Form Status: Data Complete, Locked, Frozen, Verified

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Sep-29-2020 10:40:35 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time A Injection Site Reaction::  RE
(US & Canada) DN
ESS

Wereinjection sitereactions NO

present on thelast day the S

ubject Diary was completed

?.
5.aInjection Site Reaction:
Date L ocation User Value Reason
Sep-29-2020 10:40:35 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(4)’ REDNESS
(US & Canada) ) (®)
5.a Wereinjection site reactions present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-29-2020 10:40:35 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time é4>é NO
(US& Canada) ) (®)
5b
Date L ocation User Value Reason
Sep-29-2020 10:40:35 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (tf)‘l)(és Injection Site Reaction::  SWE
(US & Canada) LLI

NG

Wereinjection sitereaction NO

spresent on thelast day th

e Subject Diary was compl

eted?:
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L

Form Version: 30-Jul-2020
SiteNo: 1109

Subject No: 11091111
Generated By: | (b) (4)

21:30

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

5.b Injection Site Reaction:

Date L ocation User Value Reason
Sep-29-2020 10:40:35 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(4)~ SWELLING
(US & Canada) (b) ()
5.b Wereinjection site reactions present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-29-2020 10:40:35 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(4)’ NO
(US & Canada) () ()
5.c
Date L ocation User Value Reason
Sep-29-2020 10:40:35 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time e Injection Site Reaction:: PAIN A
(US & Canadd) T INJE
CTION
SITE

Wereinjection sitereact NO

ions present on the last

day the Subject Diary w

as completed?:
5.c Injection Site Reaction:
Date L ocation User Value Reason
Sep-29-2020 10:40:35 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(4)'6 PAIN AT INJECTION SITE
(US& Canada) (b))
5.c Wereinjection site reactions present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-29-2020 10:40:35 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(4)- NO
(US & Canada) (b) (6
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Header Text: c4591001

Visit: V3 MONTH1_POSTVAX2_L

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Data Origin

Date L ocation User Value Reason
Sep-29-2020 10:40:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SITE

(US & Canada)

2. Sample Type

Date L ocation User Value Reason
Sep-29-2020 10:40:47 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SERUM

(US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Sep-29-2020 14:39:31 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

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

(autoquery)

Sep-29-2020 10:40:47
(UTC-05:00) Eastern

ACVOPFEINFP6000 | auto query

(autoquery)

Query 1: Candidate

'‘Sample Collected?
is Yes, however no

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

Sep-29-2020 10:40:47 ACVOPFEINFP6000 (b) Data Entry: Initial Entry

(UTC-05:00) Eastern 1)(4)' YES

Time (US & Canada) ®)(© Date of Collection:

Sep/29/2020

5a

Date Location User Value Reason

Sep-29-2020 14:39:31 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), Sample ID: BMNG75
Time (US & Canada) (b) (6)
5.aSampleID
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111

Generated By:| (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Date L ocation User Value Reason
Sep-29-2020 14:39:31 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BMNG75
Time (US & Canada) (b) (6)
5.b
Date L ocation User Value Reason
Sep-29-2020 14:39:42 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sample |D: BMNG76
Time (US & Canada) (b) (6)
5.b Sample 1D
Date L ocation User Value Reason
Sep-29-2020 14:39:42 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BMNG76
Time (US & Canada) (b) (6
5.c
Date L ocation User Value Reason
Sep-29-2020 14:46:26 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sample I D: BPXTKX
Time (US & Canada) (b) (6)
5.c SampleID
Date L ocation User Value Reason
Sep-29-2020 14:46:26 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BPXTKX
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V4_MONTH6_L

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Feb-15-2021 11:56:52 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Feb/15/2021
Time (US & Canada)
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Header Text: c4591001
Visit: V4_MONTH6_L

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Data Origin
Date L ocation User Value Reason
Feb-15-2021 11:57:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Feb-15-2021 11:57:03 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SERUM
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Feb-15-2021 16:27:02 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Feb-15-2021 11:57:03 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected?
(UTC-05:00) Eastern (autoquery) is'Yes, however no
Time (US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Feb-15-2021 11:57:03 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada) Date of Collection:
Feb/15/2021
5a
Date L ocation User Value Reason
Feb-15-2021 16:27:02 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), Sample |D: BRGKKB
Time (US & Canada) (b) (6)
5.aSampleID
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Header Text: c4591001
Visit: V4 MONTH6_L

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111

Generated By:| (b) (4)

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Date L ocation User Value Reason
Feb-15-2021 16:27:02 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BRGKKB
Time (US & Canada) (b) (6)
5.b
Date L ocation User Value Reason
Feb-15-2021 16:27:14 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), Sample D: BS37M2
Time (US & Canada) (b) (6)
5.b Sample 1D
Date L ocation User Value Reason
Feb-15-2021 16:27:14 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BS37M2
Time (US & Canada) (b) (6
5.c
Date L ocation User Value Reason
Feb-15-2021 16:27:24 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sample|D: BS37M3
Time (US & Canada) (b) (6)
5.c SampleID
Date L ocation User Value Reason
Feb-15-2021 16:27:24 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BS37M3
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Aug/29/2020

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111

Generated By:  (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Dec-18-2020 00:40:57 | ACVOPFEINFPGE000 |(b) (4), Query 5: Closed Response satisfies

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

Time (US & Canada)

Dec-17-2020 11:54:51 | ACVOPFEINFPG000 |(b) (4), Query 5: Answered Changed data per

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

Time (US & Canada)

Dec-12-2020 01:22:27 | ACVOPFEINFPE000 |(b) (4), (b) Query 5: Opened DM: Kindly review

(UTC-05:00) Eastern (6) and complete

Time (US & Canada) ‘HOSPITALIZATION
DETAILS form at this
visit. Thank you.

Oct-19-2020 03:37:59 ACVOPFEINFP6000 | (b) Query 4: Closed Response satisfies

(UTC-05:00) Eastern (4), query

Time (US & Canada) (b) (6)

Oct-15-2020 10:33:33 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 4: Answered Subject stated that was

(UTC-05:00) Eastern in error and symptoms

Time (US & Canada) started 27Aug2020.

Oct-15-2020 08:12:12 ACVOPFEINFPE000 | (b) Query 4: Reissued:Opened RQ1: Covid IlIness

(UTC-05:00) Eastern (4), visit completed for

Time (US & Canada) (b) (6 29AUG2020 is not

within 3day window
for the reported Il1ness
eDiary response on
20AUG2020. Please
update or clarify.

Oct-14-2020 07:10:00
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) |Query 4: Answered Yes, the COVID illness
that is report
corresponds with

COVID visit entered

Oct-13-2020 07:49:59
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Query 4: Opened Asper llIness ediary
records, subject
reported "Yes' for the
guestion "Have you
experienced any of the
following?’ for the

COVID-19 symptoms

(b) 4,
(b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Aug/29/2020

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

or diagnosison
20AUG2020. But there
is no corresponding
COVID llInessvisit.
Please clarify.

Sep-11-2020 11:17:06
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

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

Query 3: Closed

Response satisfies
query

Sep-11-2020 07:48:32
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

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

Query 3: Answered

Corrected

Sep-10-2020 20:25:34 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 3: Opened Clinical Query: Per

(UTC-05:00) Eastern CRF CRs Section 8.26,

Time (US & Canada) please complete
SWAB PFE form.

Sep-10-2020 07:24:28 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-10-2020 07:20:41 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-10-2020 07:19:32 ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis

(UTC-05:00) Eastern (autoquery) completed but Date of

Time (US & Canada) Assessment in the
Signs and Symptoms
form is missing. Please
review and update as
appropriate.

Sep-10-2020 07:19:32 ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visitis

(UTC-05:00) Eastern (autoquery) completed but Date of

Time (US & Canada)

Collection in both
Nasal Swab Self and

Nasal Swab are

missing. Please review

and update as

appropriate.
Sep-10-2020 07:19:32 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Aug/29/2020

Time (US & Canada)

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Aug/29/2020

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Date L ocation User Value Reason
Sep-10-2020 07:19:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | COVID_A
(US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Aug/29/2020 Audit Trail History

Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Frozen, Verified

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Sep-10-2020 07:20:41 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Aug/29/2020

(US & Canada)

2. Date of First Symptom Started:

Date L ocation User Value Reason
Sep-10-2020 07:20:41 ACVOPFEINFP6000 |(b) (4), Data Entry: [nitial Entry
(UTC-05:00) Eastern Time (b) (6) Aug/27/2020

(US & Canada)

3. Symptoms Ongoing?

Date L ocation User Value Reason
Sep-10-2020 07:20:41 ACVOPFEINFP6000 |(b) (4), Data Entry: [nitial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada) Date of Last Symptom Resolved:

Sep/4/2020
4a
Date L ocation User Value Reason
Sep-10-2020 07:20:41 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Symptoms: FEVER
(US & Canada) Symptom Present: NO
4.a Symptoms:
Date L ocation User Value Reason
Sep-10-2020 07:20:41 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) FEVER
(US & Canada)
4.a Was symptom present?
Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status. Data Complete, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Aug/29/2020

Form Version: 21-Aug-2020 02:52
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Sep-10-2020 07:20:41 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)
4b
Date L ocation User Value Reason
Sep-10-2020 07:20:41 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Symptoms. NEW OR INCREAS
(US & Canada) ED COUGH

Symptom P YES

resent:
4.b Symptoms:
Date L ocation User Value Reason
Sep-10-2020 07:20:41 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NEW OR INCREASED COUGH
(US & Canada)
4.b Was symptom present?
Date L ocation User Value Reason
Sep-10-2020 07:20:41 ACVOPFEINFP6000 |(b) (4), Data Entry: [nitial Entry
(UTC-05:00) Eastern Time (b) (6) YES
(US & Canada)
4.c
Date L ocation User Value Reason
Sep-10-2020 07:20:41 ACVOPFEINFP6000 |(b) (4), Data Entry: [nitial Entry
(UTC-05:00) Eastern Time (b) (6) Sympto NEW OR INCREASED
(US& Canada) ms: SHORTNESS OF BREA

TH

Sympto NO

m Presen

t:
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Header Text: c4591001

Aug/29/2020

Form Version: 21-Aug-2020 02:52

Audit Trail History
Form Status. Data Complete, Frozen, Verified

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

*** Confidential***

FDA-CBER-2021-5683-0976633

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials; ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
4.c Symptoms:
Date L ocation User Value Reason
Sep-10-2020 07:20:41 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NEW OR INCREASED SHORTNE
(US & Canada) SS OF BREATH
4.c Was symptom present?
Date L ocation User Value Reason
Sep-10-2020 07:20:41 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)
4d
Date L ocation User Value Reason
Sep-10-2020 07:20:41 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Symptoms: CHILLS
(US & Canada) Symptom Present: NO
4.d Symptoms:
Date L ocation User Value Reason
Sep-10-2020 07:20:41 ACVOPFEINFP6000 |(b) (4), Data Entry: [nitial Entry
(UTC-05:00) Eastern Time (b) (6) CHILLS
(US & Canada)
4.d Was symptom present?
Date L ocation User Value Reason
Sep-10-2020 07:20:41 ACVOPFEINFP6000 |(b) (4), Data Entry: [nitial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)
de
Date L ocation User Value Reason
Sep-10-2020 07:20:41 ACVOPFEINFP6000 |(b) (4), Data Entry: [nitial Entry
(UTC-05:00) Eastern Time (b) (6) Symptoms NEW OR INCREASE
(US & Canada) : D MUSCLE PAIN

Symptom NO

Present:
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Header Text: c4591001

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

Aug/29/2020

Form Version: 21-Aug-2020 02:52

Audit Trail History
Form Status. Data Complete, Frozen, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
4.e Symptoms:
Date Location User Value Reason
Sep-10-2020 07:20:41 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NEW OR INCREASED MUSCLE
(US & Canada) PAIN
4.e Was symptom present?
Date Location User Value Reason
Sep-10-2020 07:20:41 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)
4f
Date Location User Value Reason
Sep-10-2020 07:20:41 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Symptoms. NEW LOSS OF TAS
(US & Canada) TE OR SMELL

Symptom NO

Present:
4.f Symptoms:
Date L ocation User Value Reason
Sep-10-2020 07:20:41 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NEW LOSS OF TASTE OR SMEL
(US & Canada) L
4.f Was symptom present?
Date L ocation User Value Reason
Sep-10-2020 07:20:41 ACVOPFEINFPG000 |(b) (4), Data Entry: [nitial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)
49
Date L ocation User Value Reason
Sep-10-2020 07:20:41 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Symptoms NEW OR INCREASE
(US & Canada) : D SORE THROAT
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Header Text: c4591001

Aug/29/2020

Form Version: 21-Aug-2020 02:52

Audit Trail History
Form Status. Data Complete, Frozen, Verified

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

*** Confidential***

FDA-CBER-2021-5683-0976635

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Symptom YES

Present:
4.9 Symptoms:
Date L ocation User Value Reason
Sep-10-2020 07:20:41 ACVOPFEINFP6000 |(b) (4), Data Entry: [nitial Entry
(UTC-05:00) Eastern Time (b) (6) NEW OR INCREASED SORE TH
(US & Canada) ROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Sep-10-2020 07:20:41 ACVOPFEINFP6000 |(b) (4), Data Entry: [nitial Entry
(UTC-05:00) Eastern Time (b) (6) YES
(US & Canada)
4h
Date L ocation User Value Reason
Sep-10-2020 07:20:41 ACVOPFEINFP6000 |(b) (4), Data Entry: [nitial Entry
(UTC-05:00) Eastern Time (b) (6) Symptoms: DIARRHEA
(US& Canada) Symptom Present: NO
4.h Symptoms:
Date L ocation User Value Reason
Sep-10-2020 07:20:41 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) DIARRHEA
(US & Canada)
4.h Was symptom present?
Date L ocation User Value Reason
Sep-10-2020 07:20:41 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)
4.
Date L ocation User Value Reason
Sep-10-2020 07:20:41 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6)

Page 289 of 399




090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Aug/29/2020

Form Version: 21-Aug-2020 02:52

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

(US & Canada) ®) ((‘2)’ ®) | symptoms: VOMITING
Symptom Present: NO

4.i Symptoms:
Date L ocation User Value Reason
Sep-10-2020 07:20:41 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) VOMITING
(US & Canada)
4.i Was symptom present?
Date L ocation User Value Reason
Sep-10-2020 07:20:41 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Audit Trail

Aug/29/2020
Form Version: 06-Jul-2020 21:54 Form Status:
SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Back to Form
Date L ocation User Value Reason
Sep-10-2020 07:22:47 ACVOPFEINFPG000 | (b) (4), Form Created
(UTC-05:00) Eastern Time (b) (6)
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Aug/29/2020

Form Version: 06-Jul-2020 21:54

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Sep-25-2020 10:21:52 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Not Done
(US & Canada)
Sep-25-2020 10:21:21 ACVOPFEINFPG000 |(b) (4), Data Entry: Changed Information
(UTC-05:00) Eastern Time (b) (6)
(US & Canada)
Sep-10-2020 07:22:47 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Aug/29/2020
(US & Canada)
2. Specimen Type:
Date Location User Value Reason
Sep-25-2020 10:21:52 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Not Done
(US & Canada)
Sep-25-2020 10:21:28 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed Information
(UTC-05:00) Eastern Time (b) (6)
(US & Canada)
Sep-10-2020 07:22:47 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) SWABBED MATERIAL
(US & Canada)
3. Specimen Collection Location:
Date L ocation User Value Reason
Sep-25-2020 10:21:52 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Not Done
(US & Canada)
Sep-25-2020 10:21:33 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed Information
(UTC-05:00) Eastern Time (b) (6)
(US & Canada)
Sep-10-2020 07:22:47 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NASOPHARYNX
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Aug/29/2020

Form Version: 06-Jul-2020 21:54

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

4. Assay Code and Description:

Date L ocation User Value Reason

Sep-25-2020 10:21:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern Time (autocalc) | Not Done

(US & Canada)

Sep-25-2020 10:21:21 ACVOPFEINFP6000 |autocalc |DataEntry: Changed Information

(UTC-05:00) Eastern Time (autocalc)

(US & Canada)

Sep-10-2020 07:22:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern Time (autocalc) | SEVERE ACUTE RESP SYNDRO

(US & Canada) ME CORONAVIRUS 2

5. Device Type:

Date L ocation User Value Reason

Sep-25-2020 10:21:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern Time (autocalc) | Not Done

(US & Canada)

Sep-25-2020 10:21:21 ACVOPFEINFP6000 |autocalc |DataEntry: Changed Information

(UTC-05:00) Eastern Time (autocalc)

(US & Canada)

Sep-10-2020 07:22:47 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern Time (autocalc) | SARS-COV-2 DIAGNOSTIC TEST

(US & Canada)

6. Trade Name:

Date L ocation User Value Reason

Sep-15-2020 07:35:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Not Done

Time (US & Canada)

Sep-15-2020 07:34:05 ACVOPFEINFP6000 | auto query Query 3: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-15-2020 07:34:05 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

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

Time (US & Canada)

Sep-15-2020 07:33:31 ACVOPFEINFP6000 | auto query Query 3: Opened Trade Name is Other,

(UTC-05:00) Eastern (autoquery) however Trade Name

Time (US & Canada) Other, Specify is not
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Aug/29/2020

Form Version: 06-Jul-2020 21:54

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

completed. Please
update.

Sep-11-2020 08:48:56 ACVOPFEINFP6000 |(b) (4), Query 2: Closed Related clin query

(UTC-05:00) Eastern (b) (6) present.

Time (US & Canada)

Sep-11-2020 07:47:38 ACVOPFEINFP6000 |(b) (4), Query 2: Answered It was a subject self

(UTC-05:00) Eastern (b) (6) swab provided by

Time (US & Canada) Pfizer

Sep-11-2020 07:46:49 ACVOPFEINFP6000 | auto query Query 2: Opened Trade Name is Other,

(UTC-05:00) Eastern (autoquery) however Trade Name

Time (US & Canada) Other, Specify is not
completed. Please
update.

Sep-10-2020 07:23:20 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-10-2020 07:22:47 ACVOPFEINFP6000 | auto query Query 1: Opened Trade Name is Other,

(UTC-05:00) Eastern (autoquery) however Trade Name

Time (US & Canada) Other, Specify is not
completed. Please
update.

Sep-10-2020 07:22:47 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

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

Time (US & Canada)

7. Test Result:

Date L ocation User Value Reason

Sep-25-2020 10:21:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern Time (b) (6) Not Done

(US & Canada)

Sep-25-2020 10:21:38 ACVOPFEINFPG000 |(b) (4), Data Entry: Changed Information

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

(US & Canada)

Sep-10-2020 07:22:47 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

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

(US & Canada)

8. Commentg/Findings/Details:

Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Aug/29/2020

Form Version: 06-Jul-2020 21:54 Form Status. Data Complete, Frozen, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091111 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Sep-25-2020 10:21:52 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern Time (b) (6) Not Done

(US & Canada)

Sep-25-2020 10:21:45 ACVOPFEINFPG000 |(b) (4), Data Entry: Changed Information

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

(US & Canada)

Sep-10-2020 07:23:49 ACVOPFEINFP6000 |autoquery |Query 1: Closed Close Auto Query

(UTC-05:00) Eastern Time (autoquery)

(US & Canada)

Sep-10-2020 07:23:49 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error

(UTC-05:00) Eastern Time (b) (6) Still have not received any results.

(US & Canada)

Sep-10-2020 07:22:47 ACVOPFEINFP6000 |autoquery | Query 1: Opened Entered text has

(UTC-05:00) Eastern Time (autoquery) either acarriage

(US & Canada) return (line break) or
extra spaces at the
end of the text or
between words.
Please correct by
removing all datain
the field and re-enter
without adding extra
spaces or using enter
or tab keys.

Sep-10-2020 07:22:47 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern Time (b) (6) Still have not received any results

(US & Canada)

9. Trade Name Other, Specify:

Date L ocation User Value Reason

Sep-28-2020 11:03:27 ACVOPFEINFP6000 | (b) Query 1: Closed Response satisfies

(UTC-05:00) Eastern (4), query

Time (US & Canada) (b)

(6)

Sep-25-2020 10:22:07 ACVOPFEINFPG000 |(b) (4), Query 1. Answered Changed data per

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

Time (US & Canada)

Sep-25-2020 10:21:52 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Not Done

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Aug/29/2020

Form Version: 06-Jul-2020 21:54

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Sep-22-2020 10:53:42 ACVOPFEINFP6000 || (b) Query 1: Reissued:Opened Clinical Query:
(UTC-05:00) Eastern (4), Please first remove
Time (US & Canada) (b) all data entered and
(6) item level comments,
then enter aFORM
LEVEL comment of
Not Done.
Sep-21-2020 11:08:11 ACVOPFEINFP6000 |(b) (4), Query 1: Answered Updated
(UTC-05:00) Eastern (b) (6)
Time (US & Canada)
Sep-21-2020 11:07:24 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6)
Time (US & Canada)
Sep-21-2020 10:32:13 ACVOPFEINFPG000 | (b) Query 1: Reissued:Opened Clinical Query: Not
(UTC-05:00) Eastern (4), Done must be entered
Time (US & Canada) (b) asaFORM LEVEL
(6) comment not asitem
level comments.
Please see CRF CRs
Section 4.10 for
details.
Sep-18-2020 17:25:48 ACVOPFEINFP6000 |(b) (4), Query 1: Answered Changed data per
(UTC-05:00) Eastern (b) (6) query
Time (US & Canada)
Sep-17-2020 17:52:51 ACVOPFEINFP6000 | (b) Query 1: Reissued:Opened Clinical Query:
(UTC-05:00) Eastern (4), Please enter as
Time (US & Canada) (b) FORM LEVEL
(6) comment (see
Section 4.10 of CRF
CRs).
Sep-17-2020 08:28:58 ACVOPFEINFPG000 |(b) (4), Query 1: Answered Changed data per
(UTC-05:00) Eastern (b) (6) query
Time (US & Canada)
Sep-17-2020 08:28:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Not Done
Time (US & Canada)
Sep-16-2020 21:22:56 ACVOPFEINFPG000 | (b) Query 1: Reissued:Opened Clinical Query:
(UTC-05:00) Eastern (4), Please remove
Time (US & Canada) (b) information entered
(6) and add form level
comment of Not
Done.
Page 296 of 399

*** Confidential***
FDA-CBER-2021-5683-0976642




090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Aug/29/2020

Form Version: 06-Jul-2020 21:54

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Sep-15-2020 07:33:31
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Transcription Error

Sep-15-2020 07:33:31
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

auto query | Query 1: Answered
(autoquery)

(b) (4), Data Entry:

(b) (6)

Transcription Error

Sep-15-2020 02:34:18
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) | Query 1: Reissued:Opened
(6)

Clinical Query: DM -
Please advise site
how to update CRF
to add aform level
comment of Not
Done.

Sep-14-2020 14:25:57 ACVOPFEINFPG000 | (b) Query 1: Reissued:Candidate Clinical Query: DM -
(UTC-05:00) Eastern (4), Please advise site
Time (US & Canada) (b) how to update CRF
(6) to add aform level
comment of Not
Done.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Aug/29/2020

Form Version: 06-Jul-2020 21:54

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

9. Trade Name Other, Specify:

Date

L ocation

Sep-11-2020 14:36:47
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

Sep-11-2020 14:36:47
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Sep-11-2020 13:44:27
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

User Value Reason
auto query | Query 1: Answered Changed Information
(autoquery)
(b) (4), Data Entry: Changed Information
(b) (6) Not Done
(b) Query 1: Reissued:Opened Clinical Query: Only
(4), swabs tested
(b) elsewhere (locally
(6) performed tests) are

documented on this
CRF. Asthis swab
was sent to Pfizer for
testing, please enter
form level comment

of Not Done.
Sep-11-2020 12:23:59 ACVOPFEINFPE000 |(b) (4), Query 1: Answered Set to Pfizer lab
(UTC-05:00) Eastern (b) (6)
Time (US & Canada)
Sep-11-2020 11:51:26 ACVOPFEINFPG000 || (b) Query 1: Reissued:Opened Clinical Query: To
(UTC-05:00) Eastern (4), clarify, was this swab
Time (US & Canada) (b) sent to the Pfizer lab
(6) for testing or wasit a
test performed
elsewhere?
Sep-11-2020 11:20:17 ACVOPFEINFPG000 |(b) (4), Query 1: Answered Subject used self
(UTC-05:00) Eastern (b) (6) swab provided by
Time (US & Canada) Pfizer, please advise
how to correct.
Sep-11-2020 11:16:24 ACVOPFEINFPG000 | (b) Query 1: Reissued:Opened Clinical Query: If
(UTC-05:00) Eastern (4), this test was not
Time (US & Canada) (b) performed locally,
(6) please complete CRF
with aform level
comment of Not
Done.
Sep-11-2020 07:46:49 ACVOPFEINFP6000 |autoquery | Query 1: Answered Transcription Error
Page 298 of 399

*** Confidential***
FDA-CBER-2021-5683-0976644




090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Aug/29/2020

Form Version: 06-Jul-2020 21:54 Form Status. Data Complete, Frozen, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091111 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-11-2020 07:46:49 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error

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

Time (US & Canada)

Sep-10-2020 20:16:14 ACVOPFEINFP6000 | (b) Query 1: Opened Clinical Query: Was

(UTC-05:00) Eastern (4), thisalocally

Time (US & Canada) (b) performed test or

(6) study testing? If this

refersto study
testing, please
remove asthisis
already captured on
the SELF SWAB
CRF.

Sep-10-2020 07:23:20 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Patient Self Swab provided by Pfiz

Time (US & Canada) er
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Header Text: c4591001

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

Aug/29/2020

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Data Origin

Date L ocation User Value Reason

Sep-10-2020 07:24:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)

2. Sample Type

Date L ocation User Value Reason

Sep-10-2020 07:24:28 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern Time (autocalc) | NASAL_SWAB_SELF

(US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Sep-28-2020 14:31:51 ACVOPFEINFP6000 |autoquery | Query 1: Closed Close Auto Query

(UTC-05:00) Eastern Time (autoquery)

(US & Canada)

Sep-11-2020 05:31:54 ACVOPFEINFPG000 |(b) (4), (b) |Query 1: Opened 'Sample Collected?

(UTC-05:00) Eastern Time (6) is Yes, however no

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

Sep-10-2020 07:24:28 ACVOPFEINFP6000 |autoquery | Query 1: Candidate 'Sample Collected?

(UTC-05:00) Eastern Time (autoquery) is Yes, however no

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

Sep-10-2020 07:24:28 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

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

(US & Canada) Date of Collection:

Aug/29/2020
5a
Date L ocation User Value Reason
Page 300 of 399

*** Confidential***
FDA-CBER-2021-5683-0976646




090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Header Text: c4591001

Aug/29/2020

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form Version: 22-Apr-2020 21:03

eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

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

*** Confidential***

Sep-28-2020 14:31:51 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Sample | D: CV02694
(US & Canada)
5.aSample D
Date L ocation User Value Reason
Sep-28-2020 14:31:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) CVv02694
(US & Canada)
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Header Text: c4591001

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

Aug/29/2020

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Data Origin
Date L ocation User Value Reason
Nov-06-2020 12:53:17 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SITE
(US & Canada)
Nov-06-2020 12:53:07 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc)
(US & Canada)
Sep-28-2020 14:33:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Not Done
(US & Canada)
Sep-28-2020 14:33:35 ACVOPFEINFP6000 |[autocalc |DataEntry: Changed Information
(UTC-05:00) Eastern Time (autocalc)
(US & Canada)
Sep-11-2020 07:48:13 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Nov-06-2020 12:53:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | NASAL_SWAB
(US & Canada)
Nov-06-2020 12:53:07 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc)
(US & Canada)
Sep-28-2020 14:33:43 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Not Done
(US & Canada)
Sep-28-2020 14:33:35 ACVOPFEINFP6000 |autocalc |DataEntry: Changed Information
(UTC-05:00) Eastern Time (autocalc)
(US & Canada)
Sep-11-2020 07:48:13 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | NASAL_SWAB
(US & Canada)
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Header Text: c4591001

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

Aug/29/2020 Audit Trail History

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

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091111 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

3. Sample Collected?

Date L ocation User Value Reason

Nov-06-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 3: | Auto closed by

16:01:03 (b) (4) Closed | Validation Check:

(UTC-05:00) VC_BEETRKO001_07

Eastern Time

Us&

Canada)

Nov-06-2020 | ACVOPFEINFP6000 auto query Query 3: | Initia Entry

12:53:17 (autoquery) Answer

(UTC-05:00) ed

Eastern Time

Us&

Canada)

Nov-06-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data En | Initial Entry

12:53:17 try:

(UTC-05:00) NO

Eastern Time

Us&

Canada)

Nov-06-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data En | Initial Entry

12:53.07 try:

(UTC-05:00)

Eastern Time

(Us&

Canada)

Nov-06-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 3: | DM: Sample Collected

11:29:21 Reissue |isnot expected to be

(UTC-05:00) d:Opene | Not Done. If the

Eastern Time d sample was not

(Us& collected 'Please mark

Canada) '‘Sample collected' as
‘NO' and provide the
reason sample was not
donein Field #4.
Thank you.

Nov-06-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 3: | A self swab was done

08:12:56 Answer | and not asite swab,

(UTC-05:00) ed per DM "Not Done"

Eastern Time should be entered

(US& since it was not done

Canada) per protocol.
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Header Text: c4591001

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

Aug/29/2020

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Audit Trail History

Form Status. Data Complete, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Nov-05-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 3: | DM: Sample Collected

20:03:27 Opened | isnot expected to be

(UTC-05:00) Not Done. If the

Eastern Time sample was not

(Us& collected 'Please mark

Canada) '‘Sample collected' as
‘NO' and provide the
reason sample was not
donein Field #4.
Thank you.

Nov-05-2020 | ACVOPFEINFPE000.InFormAdapter.Discrepancy | DMW QUERY Query 3: | DMW5244345;Sample

08:57:39 (b) (4) Candida | Collected is not

(UTC-05:00) te expected to be Not

Eastern Time Done. Please review

(US& and update

Canada) appropriately or clarify

Sep-28-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data En | Initia Entry

14:33:43 try:

(UTC-05:00) Not Don

Eastern Time e

(US&

Canada)

Sep-28-2020 | ACVOPFEINFP6000 auto query Query 2: | Close Auto Query

14:33:35 (autoquery) Deleted

(UTC-05:00)

Eastern Time

(US&

Canada)

Sep-28-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Data En | Changed Information

14:33:35 try:

(UTC-05:00)

Eastern Time

(UsS&

Canada)

Sep-28-2020 | ACVOPFEINFP6000 auto query Query 2: | 'Sample Collected? is

14:32:08 (autoquery) Candida | Yes, however no

(UTC-05:00) te barcodes are entered.

Eastern Time Please review and

(Us& correct as appropriate.

Canada)

Sep-28-2020 | ACVOPFEINFP6000 auto query Query 1: | Close Auto Query

14:31:35 (autoquery) Closed

(UTC-05:00)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Aug/29/2020

Form Version: 22-Apr-2020 21:03

Form Status. Data Complete, Frozen, Verified

*** Confidential***

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Eastern Time
(Us&
Canada)
Sep-11-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: | DM: 'Sample
08:16:03 Opened | Collected? is Yes,
(UTC-05:00) however no barcodes
Eastern Time are entered. Please
(US& review and correct as
Canada) appropriate.
Sep-11-2020 | ACVOPFEINFP6000 auto query Query 1: | 'Sample Collected? is
07:48:13 (autoquery) Candida | Yes, however no
(UTC-05:00) te barcodes are entered.
Eastern Time Please review and
(US& correct as appropriate.
Canada)
Sep-11-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data En | Initia Entry
07:48:13 try:
(UTC-05:00) YES
Eastern Time Date o
(US& f Colle
Canada) ction:

Aug/

29/20

20
4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:
Date L ocation User Value Reason
Nov-06-2020 12:53:17 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Not done per protocol
(US & Canada)
Nov-06-2020 12:53:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6)
(US & Canada)
Sep-28-2020 14:33:43 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Not Done
(US & Canada)
5a
Date L ocation User Value Reason
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Header Text: c4591001

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

Aug/29/2020 Audit Trail History

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

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091111 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Nov-06-2020 12:53:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern Time (b) (6) Sample ID: Not Done

(US & Canada)

Sep-28-2020 14:32:08 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error

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

(US & Canada)

Sep-28-2020 14:31:35 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern Time (b) (6) Sample |D: CV02694

(US & Canada)

5.aSampleID

Date L ocation User Value Reason

Nov-06-2020 12:53:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern Time (b) (6) Not Done

(US & Canada)

Sep-28-2020 14:32:08 ACVOPFEINFP6000 |autoquery |Query 1: Closed Close Auto Query

(UTC-05:00) Eastern Time (autoquery)

(US & Canada)

Sep-28-2020 14:32:08 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error

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

(US & Canada)

Sep-28-2020 14:31:35 ACVOPFEINFP6000 |autoquery |Query 1: Opened Barcodeisnot 6

(UTC-05:00) Eastern Time (autoquery) charactersin length.

(US & Canada) Please review and
correct as
appropriate.

Sep-28-2020 14:31:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern Time (b) (6) CV02694

(US & Canada)

Page 306 of 399

*** Confidential***
FDA-CBER-2021-5683-0976652




090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Header Text: c4591001

Aug/29/2020

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form Version: 21-Aug-2020 02:50

Form Status: Data Complete, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Back to Form

*** Confidential***

FDA-CBER-2021-5683-0976653

la
Date L ocation User Value Reason
Sep-10-2020 07:25:12 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Typeof Practitioner:  SPECIAL
(US & Canada) IST

Occurrenceof Visitsor NO

Contacts:
1l.aPhysician or Healthcare Professional:
Date L ocation User Value Reason
Sep-10-2020 07:25:12 ACVOPFEINFP6000 |(b) (4), Data Entry: [nitial Entry
(UTC-05:00) Eastern Time (b) (6) SPECIALIST
(US & Canada)
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-10-2020 07:25:12 ACVOPFEINFP6000 |(b) (4), Data Entry: [nitial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)
1b
Date L ocation User Value Reason
Sep-10-2020 07:25:12 ACVOPFEINFP6000 |(b) (4), Data Entry: [nitial Entry
(UTC-05:00) Eastern Time (b) (6) Type of Practitione EMERGENC
(US & Canada) r: Y ROOM

Occurrenceof Visit NO

sor Contacts:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Aug/29/2020

Form Version: 21-Aug-2020 02:50

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

1.b Physician or Healthcare Professional:

Date Location User Value Reason
Sep-10-2020 07:25:12 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) EMERGENCY ROOM
(US & Canada)
1.b Occurrence of Visits or Contacts:
Date Location User Value Reason
Sep-10-2020 07:25:12 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)
1.c
Date Location User Value Reason
Sep-10-2020 07:25:12 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Typeof Practiti PRIMARY CAR
(US & Canada) oner: E PHYSICIAN

Occurrenceof V YES

isitsor Contacts Number of Visit

: sor Contacts:

1
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Sep-10-2020 07:25:12 ACVOPFEINFP6000 |(b) (4), Data Entry: [nitial Entry
(UTC-05:00) Eastern Time (b) (6) PRIMARY CARE PHYSICIAN
(US & Canada)
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-10-2020 07:25:12 ACVOPFEINFP6000 |(b) (4), Data Entry: [nitial Entry
(UTC-05:00) Eastern Time (b) (6) YES
(US & Canada) Number of Visits or Contacts:
1
1d
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Header Text: c4591001

Aug/29/2020

Form Version: 21-Aug-2020 02:50

Form Status. Data Complete, Frozen, Verified

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

*** Confidential***

FDA-CBER-2021-5683-0976655

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Date L ocation User Value Reason
Sep-10-2020 07:25:12 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Typeof Practitioner: URGENT
(US & Canada) CARE

Occurrence of Visits NO

or Contacts:
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Sep-10-2020 07:25:12 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) URGENT CARE
(US & Canada)
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-10-2020 07:25:12 ACVOPFEINFPG000 |(b) (4), Data Entry: [nitial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)
le
Date L ocation User Value Reason
Sep-10-2020 07:25:12 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Type of Practitio TELEPHONE C
(US & Canada) ner: ONSULTATION

Occurrenceof V. NO

isitsor Contacts:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Aug/29/2020

Form Version: 21-Aug-2020 02:50

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

1l.e Physician or Healthcare Professional:

Date Location User Value Reason
Sep-10-2020 07:25:12 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) TELEPHONE CONSULTATION
(US & Canada)
1.e Occurrence of Visits or Contacts:
Date Location User Value Reason
Sep-10-2020 07:25:12 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)
1f
Date Location User Value Reason
Sep-10-2020 07:25:12 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Type of Practitioner: OTHE
(US & Canada) R

Occurrenceof Visitsor Co NO

ntacts:
1.f Physician or Healthcare Professional:
Date L ocation User Value Reason
Sep-10-2020 07:25:12 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) OTHER
(US & Canada)
1.f Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-10-2020 07:25:12 ACVOPFEINFPG000 |(b) (4), Data Entry: [nitial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)
2. Other Type of Practitioner Specify:
Date L ocation User Value Reason
Nov-06-2020 13:16:04 ACVOPFEINFPG000 | (b) (4), (b) (6) Query 1: Closed Response setisfies

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

query
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Aug/29/2020

Form Version: 21-Aug-2020 02:50

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Nov-06-2020 08:11:37 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Nov-06-2020 08:11:37 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-05:00) Eastern
Time (US & Canada)
Nov-06-2020 03:00:11 ACVOPFEINFPE000 | Sandip Query 1: Opened Other Type of
(UTC-05:00) Eastern Namdeorao Practitioner
Time (US & Canada) Suryawanshi Specify” is expected
(b) (4) to be completed
only when the “ Type
of Practioner” is
OTHER and
response for
“QOccurrence of
Visits or Contacts’
isanswered as Yes.
Hence, please verify
and remove the
specification
comment if not
relevant
Sep-10-2020 07:25:12 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-05:00) Eastern N/A
Time (US & Canada)
3. Has the subject been hospitalized due to potential COVID-19 illness?
Date L ocation User Value Reason
Jan-22-2021 12:44:53 ACVOPFEINFPG000 | (b) Query 1: Closed Created in error
(UTC-05:00) Eastern (4),
Time (US & Canada) (b)
(6)
Jan-22-2021 12:41:55 ACVOPFEINFPG000 | (b) Query 1: Opened Clin: Please confirm
(UTC-05:00) Eastern (4), as Hospitalization
Time (US & Canada) (b) Status CRF is
(6) compl eted.
Sep-10-2020 07:25:12 ACVOPFEINFPG000 ((b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - Audit Trail

Aug/29/2020

Form Version: 22-Apr-2020 21:02

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form Status:

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Date Location User Value Reason
Dec-17-2020 11:29:35 ACVOPFEINFPE000 |(b) (4), Form Created
(UTC-05:00) Eastern Time (b) (6)
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

Aug/29/2020

Form Version: 22-Apr-2020 21:02

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form Status: Data Complete, Frozen
Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Hospitalization Category:

Date L ocation User Value Reason
Jan-29-2021 18:14:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Not Done

(US & Canada)

Jan-29-2021 18:14:36 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-05:00) Eastern Time (autocalc)

(US & Canada)

Dec-17-2020 11:29:35 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | HOSPITALIZATION STATUS

(US & Canada)

2. Hospitalization Term:

Date L ocation User Value Reason
Jan-29-2021 18:14:58 ACVOPFEINFPG000 |(b) (4), Data Entry: Initia Entry
(UTC-05:00) Eastern (b) (6) Not Done

Time (US & Canada)

Jan-29-2021 18:14:36 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error
(UTC-05:00) Eastern (b) (6)

Time (US & Canada)

Dec-17-2020 11:29:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) HOSPITAL

Time (US & Canada)

3. Admission Date:

Date L ocation User Value Reason
Feb-01-2021 09:42:11 ACVOPFEINFPE000 | (b) (4), (b) (6) Query 1: Closed Response satisfies
(UTC-05:00) Eastern query

Time (US & Canada)

Jan-29-2021 18:14:58 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-05:00) Eastern Not Done

Time (US & Canada)

Jan-29-2021 18:14:43 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History
Aug/29/2020

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091111 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Jan-29-2021 18:14:43 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error

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

Jan-25-2021 14:46:08 ACVOPFEINFPE000 |(b) (4), (b) (6) Query 1: Reissued:Opened Clin: This
(UTC-05:00) Eastern hospitalizationisa
Time (US & Canada) duplicate of
hospitalization
recorded in
COVID_B. Please
update.
Jan-25-2021 08:46:52 ACVOPFEINFPE000 |(b) (4), (b) (6) Query 1. Reissued:Candidate Clin: This
(UTC-05:00) Eastern hospitalizationisa
Time (US & Canada) duplicate of
hospitalization
recorded in
COVID_B. Please
update.
Jan-25-2021 07:37:09 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answered Changed data per
(UTC-05:00) Eastern query
Time (US & Canada)
Jan-22-2021 12:46:48 ACVOPFEINFPE000 |(b) (4), (b) (6) Query 1: Opened Clin: This
(UTC-05:00) Eastern hospitalizationisa
Time (US & Canada) duplicate of
hospitalization
recorded in
COVID_B. Please
confirm.
Dec-17-2020 11:29:35 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Nov/8/2020

Time (US & Canada)

4. Ongoing?
Date L ocation User Value Reason
Jan-29-2021 18:14:58 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Not Done
Time (US & Canada)
Jan-29-2021 18:14:50 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-05:00) Eastern (b) (6)
Time (US & Canada)
Dec-17-2020 11:29:35 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
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Header Text: c4591001

Aug/29/2020

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091111

Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Time (US & Canada)

(b) (4), (b) (6) | Discharge Date:

Nov/12/2020

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Aug/29/2020

Form Version: 06-Jul-2020 21:53

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. What isthe treatment | dentifier?

Date L ocation User Value Reason
Dec-17-2020 11:35:25 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Not Applicable
Time (US & Canada)
2. Concomitant Non-drug Treatment Pre-specified:
Date L ocation User Value Reason
Dec-17-2020 11:35:25 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Not Applicable
Time (US & Canada)
3. Treatment:
Date L ocation User Value Reason
Dec-17-2020 11:35:25 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Not Applicable
Time (US & Canada)
4. Treatment:
Date L ocation User Value Reason
Dec-17-2020 11:35:25 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Not Applicable
Time (US & Canada)
5. Start Date:
Date L ocation User Value Reason
Dec-17-2020 11:35:25 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Not Applicable
Time (US & Canada)
6. Ongoing?
Date L ocation User Value Reason
Dec-17-2020 11:35:25 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Not Applicable
Time (US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ILLNESS DETAILS - eCRF Audit Trail History

Aug/29/2020

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Sep-10-2020 07:30:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | POTENTIAL COVID-19 ILLNESS

(US & Canada)

2. Was a diagnosis obtained for Potential COVID-19 IlIness?

Date L ocation User Value Reason
Sep-10-2020 07:30:51 ACVOPFEINFP6000 |(b) (4), Data Entry: [nitial Entry
(UTC-05:00) Eastern Time (b) (6) NO

(US & Canada)

3. Toxicity Grade:

Date L ocation User Value Reason
Sep-10-2020 07:30:51 ACVOPFEINFP6000 |(b) (4), Data Entry: [nitial Entry
(UTC-05:00) Eastern Time (b) (6) 2
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Nov/17/2020

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111
Generated By:  (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Nov-17-2020 13:24:32 ACVOPFEINFPE000 |auto query | Query 3: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)

Nov-17-2020 13:23:59 ACVOPFEINFP6000 |autoquery |Query 3: Candidate Date of Visitis

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

(autoquery)

completed but Date
of Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as

appropriate.
Nov-17-2020 13:23:39 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
Nov-17-2020 12:49:42 ACVOPFEINFPE000 | auto query | Query 2: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
Nov-17-2020 12:48:16 ACVOPFEINFP6000 |autoquery | Query 2: Candidate Date of Visitis

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

(autoquery)

completed but Date
of Assessment in the
Signs and Symptoms
form ismissing.
Please review and
update as

appropriate.

Nov-17-2020 12:48:16

ACVOPFEINFP6000

auto query | Query 1: Candidate

Date of Visitis

(UTC-05:00) Eastern Time (autoquery) completed but Date

(US & Canada) of Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Nov-17-2020 12:48:16 ACVOPFEINFPS000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern Time (b) (6) Nov/17/2020

(US & Canada)
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Header Text: c4591001

Nov/17/2020

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form Version: 22-Apr-2020 21:03

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

3. COVID-19 llIness Visit:

*** Confidential***

Date Location User Value Reason
Nov-17-2020 12:48:16 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |COVID_B
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Nov/17/2020

Form Version: 10-Oct-2020 16:02

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Nov-17-2020 12:49:42 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Nov/17/2020
(US & Canada)
2. Date of First Symptom Started:
Date L ocation User Value Reason
Nov-17-2020 12:49:42 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Nov/8/2020
(US & Canada)
3. Symptoms Ongoing?
Date L ocation User Value Reason
Nov-17-2020 12:49:42 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada) Date of Last Symptom Resolved:
Nov/13/2020

4.a
Date L ocation User Value Reason
Nov-17-2020 12:49:42 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Symptoms: FEVER
(US & Canada) Symptom Present: NO
4.a Symptoms:
Date L ocation User Value Reason
Nov-17-2020 12:49:42 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) FEVER
(US & Canada)
4.a Was symptom present?
Date L ocation User Value Reason
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Nov/17/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status. Data Complete, Frozen, Verified
SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Nov-17-2020 12:49:42 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)
4b
Date L ocation User Value Reason
Nov-17-2020 12:49:42 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Symptoms: NEW OR INCREAS
(US & Canada) ED COUGH

Symptom P NO

resent:
4.b Symptoms:
Date L ocation User Value Reason
Nov-17-2020 12:49:42 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NEW OR INCREASED COUGH
(US & Canada)
4.b Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 12:49:42 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)
4.c
Date L ocation User Value Reason
Nov-17-2020 12:49:42 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Sympto NEW OR INCREASED
(US& Canada) ms: SHORTNESS OF BREA

TH

Sympto NO

m Presen

t:
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Nov/17/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status. Data Complete, Frozen, Verified
SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials; ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
4.c Symptoms:
Date L ocation User Value Reason
Nov-17-2020 12:49:42 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NEW OR INCREASED SHORTNE
(US & Canada) SS OF BREATH
4.c Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 12:49:42 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)
4d
Date L ocation User Value Reason
Nov-17-2020 12:49:42 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Symptoms: CHILLS
(US& Canada) Symptom Present: YES
4.d Symptoms:
Date L ocation User Value Reason
Nov-17-2020 12:49:42 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) CHILLS
(US & Canada)
4.d Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 12:49:42 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) YES
(US & Canada)
de
Date L ocation User Value Reason
Nov-17-2020 12:49:42 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Symptoms NEW OR INCREASE
(US & Canada) : D MUSCLE PAIN

Symptom NO

Present:
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Nov/17/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status. Data Complete, Frozen, Verified
SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
4.e Symptoms:
Date L ocation User Value Reason
Nov-17-2020 12:49:42 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NEW OR INCREASED MUSCLE
(US & Canada) PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 12:49:42 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)
4f
Date L ocation User Value Reason
Nov-17-2020 12:49:42 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Symptoms. NEW LOSS OF TAS
(US& Canada) TE OR SMELL

Symptom NO

Present:
4.f Symptoms:
Date L ocation User Value Reason
Nov-17-2020 12:49:42 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NEW LOSS OF TASTE OR SMEL
(US & Canada) L
4.f Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 12:49:42 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)
49
Date L ocation User Value Reason
Nov-17-2020 12:49:42 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Symptoms NEW OR INCREASE
(US & Canada) ; D SORE THROAT
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Nov/17/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status. Data Complete, Frozen, Verified
SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Symptom NO

Present:
4.9 Symptoms:
Date L ocation User Value Reason
Nov-17-2020 12:49:42 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NEW OR INCREASED SORE TH
(US & Canada) ROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 12:49:42 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)
4h
Date L ocation User Value Reason
Nov-17-2020 12:49:42 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Symptoms: DIARRHEA
(US& Canada) Symptom Present: YES
4.h Symptoms:
Date L ocation User Value Reason
Nov-17-2020 12:49:42 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) DIARRHEA
(US & Canada)
4.h Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 12:49:42 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) YES
(US & Canada)
4.
Date L ocation User Value Reason
Nov-17-2020 12:49:42 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time () (6)
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Header Text: c4591001

Nov/17/2020

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form Version: 10-Oct-2020 16:02

Audit Trail History

Form Status. Data Complete, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

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

*** Confidential***

(US& Canada) () ((‘é))' ®) | symptoms: VOMITING
Symptom Present: NO

4.i Symptoms:
Date L ocation User Value Reason
Nov-17-2020 12:49:42 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) VOMITING
(US & Canada)
4.i Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 12:49:42 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Audit Trail
Nov/17/2020

090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Form Version: 06-Jul-2020 21:54 Form Status:
SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Back to Form
Date L ocation User Value Reason
Nov-17-2020 13:23:25 ACVOPFEINFPG000 | (b) (4), Form Created
(UTC-05:00) Eastern Time (b) (6)
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Nov/17/2020

Form Version: 06-Jul-2020 21:54

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Nov-17-2020 13:23:25 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Nov/8/2020
(US & Canada)
2. Specimen Type:
Date L ocation User Value Reason
Nov-17-2020 13:23:25 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) SWABBED MATERIAL
(US & Canada)
3. Specimen Collection Location:
Date L ocation User Value Reason
Nov-17-2020 13:23:25 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NASOPHARY NX
(US & Canada)
4. Assay Code and Description:
Date Location User Value Reason
Nov-17-2020 13:23:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SEVERE ACUTE RESP SYNDRO
(US & Canada) ME CORONAVIRUS 2
5. Device Type:
Date Location User Value Reason
Nov-17-2020 13:23:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SARS-COV-2 DIAGNOSTIC TEST
(US & Canada)
6. Trade Name:
Date Location User Value Reason
Nov-17-2020 13:23:25 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) OTHER
(US & Canada)
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090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Nov/17/2020

Form Version: 06-Jul-2020 21:54

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

7. Test Result:
Date L ocation User Value Reason
Nov-17-2020 13:23:25 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NEGATIVE
(US & Canada)
9. Trade Name Other, Specify:
Date L ocation User Value Reason
Nov-17-2020 13:23:25 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NALT Unknown
(US & Canada)
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090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Header Text: c4591001

Nov/17/2020

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form Version: 22-Apr-2020 21:03

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Back to Form

*** Confidential***

1. Data Origin
Date L ocation User Value Reason
Nov-17-2020 13:24:13 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SITE
(US & Canada)
Nov-17-2020 13:23:59 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-05:00) Eastern Time (autocalc)
(US & Canada)
Nov-17-2020 13:23:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Nov-17-2020 13:24:13 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | NASAL_SWAB_SELF
(US & Canada)
Nov-17-2020 13:23:59 ACVOPFEINFP6000 |[autocalc |DataEntry: Transcription Error
(UTC-05:00) Eastern Time (autocalc)
(US & Canada)
Nov-17-2020 13:23:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | NASAL_SWAB_SELF
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Nov-17-2020 13:24:13 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)
Nov-17-2020 13:23:59 ACVOPFEINFP6000 |autoquery |Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
Nov-17-2020 13:23:59 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error
(UTC-05:00) Eastern Time (b) (6)
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Nov/17/2020

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Nov-17-2020 13:23:39 ACVOPFEINFPE000 |auto query | Query 1: Candidate 'Sample Collected?
(UTC-05:00) Eastern Time (autoquery) is Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Nov-17-2020 13:23:39 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) YES
(US & Canada) Date of Collection:
Nov/17/2020
4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:
Date L ocation User Value Reason
Nov-17-2020 13:24:13 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Not done per protocol
(US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Nov/17/2020 Audit Trail History

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

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091111 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Data Origin

Date L ocation User Value Reason

Nov-17-2020 13:24:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)

2. Sample Type

Date L ocation User Value Reason

Nov-17-2020 13:24:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Nov-17-2020 13:25:35 ACVOPFEINFP6000 |autoquery |Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern Time (autoquery)

(US & Canada)

Nov-17-2020 13:24:32 ACVOPFEINFPE000 |auto query |Query 1: Candidate '‘Sample Collected?

(UTC-05:00) Eastern Time (autoquery) is Yes, however no

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

Nov-17-2020 13:24:32 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

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

(US & Canada) Date of Collection:

Nov/17/2020

5a

Date L ocation User Value Reason

Nov-17-2020 16:14:08 ACVOPFEINFPG000 | (b) Data Entry: Transcription Error

(UTC-05:00) Eastern 4), Sample |D: BR7YBJ

Time (US & Canada) (b) (6)

Nov-17-2020 13:25:35 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Sample ID: BR7YCM
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Nov/17/2020

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Time (US & Canada) (b) (4), (b) (6)
5.aSampleID
Date L ocation User Value Reason
Nov-17-2020 16:14:08 ACVOPFEINFPG000 | (b) Data Entry: Transcription Error
(UTC-05:00) Eastern (4), BR7YBJ
Time (US & Canada) (b) (6)
Nov-17-2020 13:25:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) BR7YCM
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Nov/17/2020

Form Version: 10-Oct-2020 15:59

Form Status: Data Complete, Frozen, Verified

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

la
Date L ocation User Value Reason
Nov-17-2020 13:26:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Typeof Practitioner:  SPECIA
(US & Canada) LIST

Occurrenceof Visitsor NO

Contacts:
1l.aPhysician or Healthcare Professional:
Date L ocation User Value Reason
Nov-17-2020 13:26:04 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) SPECIALIST
(US & Canada)
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-17-2020 13:26:04 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)
1b
Date L ocation User Value Reason
Nov-17-2020 13:26:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Type of Practitio EMERGENCY
(US & Canada) ner: ROOM

Occurrenceof V YES

isitsor Contacts:. Number of Visit

sor Contacts.
1
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Nov/17/2020

Form Version: 10-Oct-2020 15:59

Form Status. Data Complete, Frozen, Verified

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

1.b Physician or Healthcare Professional:

Date Location User Value Reason
Nov-17-2020 13:26:04 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) EMERGENCY ROOM
(US & Canada)
1.b Occurrence of Visits or Contacts:
Date Location User Value Reason
Nov-17-2020 13:26:04 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) YES
(US & Canada) Number of Visits or Contacts:
1
1.c
Date Location User Value Reason
Nov-17-2020 13:26:04 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Type of Practitio PRIMARY CA
(US & Canada) ner: RE PHYSICIA
N
Occurrenceof Vi NO
sitsor Contacts:
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-17-2020 13:26:04 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) PRIMARY CARE PHYSICIAN
(US & Canada)
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-17-2020 13:26:04 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)
1d
Date L ocation User Value Reason
Page 334 of 399

*** Confidential***
FDA-CBER-2021-5683-0976680



090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

*** Confidential***

FDA-CBER-2021-5683-0976681

Nov/17/2020
Form Version: 10-Oct-2020 15:59 Form Status. Data Complete, Frozen, Verified
SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Nov-17-2020 13:26:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Type of Practitioner: URGENT
(US & Canada) CARE

Occurrence of Visits NO

or Contacts:
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-17-2020 13:26:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) URGENT CARE
(US & Canada)
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-17-2020 13:26:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)
le
Date L ocation User Value Reason
Nov-17-2020 13:26:04 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Type of Practitio TELEPHONE C
(US & Canada) ner: ONSULTATION

Occurrenceof V. NO

isitsor Contacts:
1.e Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-17-2020 13:26:04 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) TELEPHONE CONSULTATION
(US & Canada)
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-17-2020 13:26:04 ACVOPFEINFPG000 |(b) (4), Data Entry: [nitial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Nov/17/2020

Form Version: 10-Oct-2020 15:59

Form Status. Data Complete, Frozen, Verified

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
1f
Date L ocation User Value Reason
Nov-17-2020 13:26:04 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Type of Practitioner: OTHE
(US & Canada) R
Occurrenceof Visitsor C NO
ontacts:
1.f Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-17-2020 13:26:04 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) OTHER
(US & Canada)
1.f Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Nov-17-2020 13:26:04 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)
3. Has the subject been hospitalized due to potential COVID-19 iliness?
Date L ocation User Value Reason
Dec-07-2020 11:44:57 ACVOPFEINFPG000 || (b) Query 1: Closed Response satisfies
(UTC-05:00) Eastern (4), query
Time (US & Canada) (b)
(6)
Dec-02-2020 15:53:56 ACVOPFEINFPG000 |(b) (4), Query 1: Answered Changed data per
(UTC-05:00) Eastern (b) (6) query
Time (US & Canada)
Nov-24-2020 20:52:53 ACVOPFEINFPG000 | (b) Query 1: Reissued:Opened Clin; Please enter on
(UTC-05:00) Eastern (4), the CRF forms any
Time (US & Canada) (b) available information
(6) (vital signs, pulse
OXymet, respiratory
treatment, |ab results,
imaging...). Please
make every effort to
obtain these
information.
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

*** Confidential***

Nov/17/2020
Form Version: 10-Oct-2020 15:59 Form Status. Data Complete, Frozen, Verified
SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials; ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Nov-24-2020 11:12:34 ACVOPFEINFPE000 |(b) (4), Query 1: Answered Changed data per
(UTC-05:00) Eastern (b) (6) query
Time (US & Canada)
Nov-24-2020 08:08:04 ACVOPFEINFPG000 | (b) Query 1: Reissued:Opened Clin: No new data
(UTC-05:00) Eastern (4), visible, please
Time (US & Canada) (b) confirm.
(6)
Nov-23-2020 14:05:28 ACVOPFEINFP6000 |(b) (4), Query 1. Answered Changed data per
(UTC-05:00) Eastern (b) (6) query
Time (US & Canada)
Nov-20-2020 13:27:02 ACVOPFEINFP6000 | (b) Query 1: Opened Clinical Query: As
(UTC-05:00) Eastern (4), this subject was
Time (US & Canada) (b) hospitalized, please
(6) enter on the CRF
form any available
information (vital
signs, pulse oxymet,
respiratory treatment,
lab results,
imaging...). Please
make every effort to
obtain these
information.
Nov-17-2020 13:26:04 ACVOPFEINFPG000 |(b) (4), Data Entry: [nitial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada) Has the subject been in intensive
care due to potential COVID-191i
lIness?
NO
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - Audit Trail
Nov/17/2020

090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Form Version: 22-Apr-2020 21:02 Form Status:
SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Back to Form
Date L ocation User Value Reason
Nov-17-2020 13:29:44 ACVOPFEINFPG000 | (b) (4), Form Created
(UTC-05:00) Eastern Time (b) (6)
(US & Canada)
Page 338 of 399

*** Confidential***
FDA-CBER-2021-5683-0976684




090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

Nov/17/2020

Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Frozen, Verified

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Hospitalization Category:

Date L ocation User Value Reason
Nov-17-2020 13:29:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | HOSPITALIZATION STATUS

(US & Canada)

2. Hospitalization Term:

Date L ocation User Value Reason
Nov-17-2020 13:29:44 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) HOSPITAL
(US & Canada)
3. Admission Date:
Date L ocation User Value Reason
Nov-17-2020 13:29:44 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Nov/8/2020
(US & Canada)
4. Ongoing?
Date L ocation User Value Reason
Nov-17-2020 13:29:44 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada) Discharge Date:
Nov/12/2020
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ILLNESS DETAILS - eCRF Audit Trail History

Nov/17/2020

Form Version: 06-Jul-2020 21:52

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Nov-17-2020 13:30:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | POTENTIAL COVID-19 ILLNESS
(US & Canada)
2. Was a diagnosis obtained for Potential COVID-19 IlIness?
Date L ocation User Value Reason
Nov-17-2020 13:30:25 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) YES
(US & Canada) Respiratory Illness Diagnosis:

Diverticulitisflair-up

Date of Diagnosis:

Nov/12/2020
3. Toxicity Grade:
Date L ocation User Value Reason
Nov-17-2020 13:30:25 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) 4
(US & Canada)
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Header Text: c4591001

Nov/17/2020

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form Version: 30-Jul-2020 21:27

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

Audit Tralil

Form Status:

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

*** Confidential***

Date Location User Value Reason
Dec-02-2020 15:25:58 ACVOPFEINFPE000 |(b) (4), Form Created
(UTC-05:00) Eastern Time (b) (6)
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Nov/17/2020

Form Version: 30-Jul-2020 21:27

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Lab Pandl:
Date L ocation User Value Reason
Dec-02-2020 15:29:07 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | CLINICAL CHEMISTRY
(US & Canada)
2. Laboratory Name and Address
Date L ocation User Value Reason
Dec-11-2020 08:45:31 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response satisfies
(UTC-05:00) Eastern (b) (6) query
Time (US & Canada)
Dec-09-2020 13:48:12 ACVOPFEINFP6000 | auto query Query 1. Answered Changed Information
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Dec-09-2020 13:48:12 ACVOPFEINFPG000 |(b) (4), Data Entry: Changed Information
(UTC-05:00) Eastern (b) (6) ADVENTHEALTH DELAND,7
Time (US & Canada) 01 WEST PLYMOUTH AVE DE
LAND,FL 32720
Dec-09-2020 07:43:55 ACVOPFEINFP6000 | (b) (4), Query 1: Reissued:Opened DM2: Please do not
(UTC-05:00) Eastern (b) (6) press enter key, just
Time (US & Canada) type lab nameall in
singleline with
comma separated.
Dec-08-2020 07:52:09 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Dec-08-2020 07:52:09 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-05:00) Eastern (b) (6) ADVENTHEALTH DELAND
Time (US & Canada) 701 WEST PLYMOUTH AVE
DELAND, FL 32720
Dec-08-2020 00:26:20 ACVOPFEINFP6000 |/(b) (4), (b) | Query 1: Reissued:Opened DM1: A carriage
(UTC-05:00) Eastern (6) return is identified,
Time (US & Canada) please re-enter lab
address al insingle
line separated by
comma without hitting
extra space. Thank
you.
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Nov/17/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status. Data Complete, Frozen, Verified
SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Dec-07-2020 07:36:15 ACVOPFEINFP6000 |(b) (4), Query 1: Answered RESULT
(UTC-05:00) Eastern (b) (6) REPORTING, TEST
Time (US & Canada) METHODOLOGY,
RANGES,
REQUIREMENTS,
DELTA AND
CRITICAL
Dec-06-2020 14:35:57 ACVOPFEINFP6000 | (b) (4), Query 1: Opened DM :A carriage return
(UTC-05:00) Eastern (b) (6) isidentified, please do
Time (US & Canada) not press enter key,
just type lab name all
insingle line with
comma separated.
Dec-02-2020 15:29:07 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) ADVENTHEALTH DELAND
Time (US & Canada) 701 WEST PLYMOUTH AVE
DELAND, FL 32720
3. Collection Date:
Date L ocation User Value Reason
Dec-02-2020 15:29:07 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Nov/9/2020
Time (US & Canada)
4. Specimen Type:
Date L ocation User Value Reason
Dec-02-2020 15:29:07 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | BLOOD
(US & Canada)
5a
Date L ocation User Value Reason
Dec-02-2020 15:25:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | sponsor-Defined 329
(US & Canada) Identifier:
Test:: C Reactive Prote
in_PX329
Result:: 0.50
Not Done::
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Nov/17/2020

Form Version: 30-Jul-2020 21:27

Form Status. Data Complete, Frozen, Verified

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Lab Normal Ran

ge:
5.a Sponsor ID:
Date L ocation User Value Reason
Dec-02-2020 15:25:58 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | 329
(US & Canada)
5.a Test:
Date L ocation User Value Reason
Dec-02-2020 15:25:58 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) C Reactive Protein_PX329
Time (US & Canada)
5.a Resault:
Date L ocation User Value Reason
Dec-02-2020 16:00:24 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Closed Response satisfies

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

query

Dec-02-2020 15:26:10
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Original valueis
correct

Dec-02-2020 15:25:58 ACVOPFEINFP6000 |auto query Query 1: Opened Result is present,

(UTC-05:00) Eastern (autoquery) but 1ab normal

Time (US & Canada) range (Low, high or
Unit) ismissing.
Please correct or
confirm.

Dec-02-2020 15:25:58 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Initial Entry

(UTC-05:00) Eastern 0.50

Time (US & Canada)

5b

Date L ocation User Value Reason

Dec-02-2020 15:25:58 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(l_JTC—OS:OO) Eastern (b) (6) Sponsor -Defin

Time (US & Canada) ed ldentifier:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Nov/17/2020

Form Version: 30-Jul-2020 21:27

Form Status. Data Complete, Frozen, Verified

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Test:: Alanine Aminotra

nsferase_PX30

Result::

Not Done::

Lab Normal R

ange:
5.b Test:
Date L ocation User Value Reason
Dec-02-2020 15:25:58 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Alanine Aminotransferase PX30
Time (US & Canada)
5.c
Date L ocation User Value Reason
Dec-02-2020 15:25:58 ACVOPFEINFPG0O00 |(b) (4), Data Entry: Initial Entry
(QTC-OS:OO) Eastern (b) (6) Sponsor -Defin
Time (US & Canada) ed I dentifier:

Test:: Aspartate Aminot

ransferase_PX28

Result::

Not Done::

Lab Normal R

ange:
5.c Test:
Date L ocation User Value Reason
Dec-02-2020 15:25:58 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Aspartate Aminotransferase_PX28
Time (US & Canada)
5.d
Date L ocation User Value Reason
Dec-03-2020 10:37:10 ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry
(l_JTC-OS:OO) Eastern (b) (6) Sponsor-Define 35
Time (US & Canada) d Identifier:

Test:: Alkaline Phosph

atase PX35
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Nov/17/2020

Form Version: 30-Jul-2020 21:27

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Result:: 84
Not Done::
Lab Normal Ra Low
nge: 35
High
105
Unit
uU/L
Dec-02-2020 15:25:58 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) Sponsor-Define 35
Time (US & Canada) d Identifier:
Test:: Alkaline Phosph
atase PX35
Result:: 84
Not Done::
Lab Normal Ra
nge:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Nov/17/2020

Form Version: 30-Jul-2020 21:27

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

5.d Sponsor 1D:

Date L ocation User Value Reason

Dec-02-2020 15:25:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern Time (autocalc) |35

(US & Canada)

5.d Test:

Date L ocation User Value Reason

Dec-02-2020 15:25:58 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Alkaline Phosphatase PX35

Time (US & Canada)

5.d Result:

Date L ocation User Value Reason

Dec-04-2020 03:48:49 ACVOPFEINFPG000 | (b) (4), (b) | Query 1: Closed Response satisfies

(UTC-05:00) Eastern (6) query

Time (US & Canada)

Dec-03-2020 10:37:10 ACVOPFEINFP6000 | auto query Query 1: Answered Answer Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Dec-03-2020 08:19:38 ACVOPFEINFP6000 | (b) (4), Query 1: Reissued:Opened DM: Please consider

(UTC-05:00) Eastern (b) (6) to update the ranges

Time (US & Canada) with available unit
from the CRF
options. Kindly
connect with your
CRA for any further
assistance if needed.

Dec-02-2020 15:27:40 ACVOPFEINFP6000 |(b) (4), Query 1: Answered NO KNOWN

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

Time (US & Canada)

Dec-02-2020 15:25:58 ACVOPFEINFP6000 |auto query Query 1: Opened Result is present,

(UTC-05:00) Eastern (autoquery) but 1ab normal range

Time (US & Canada) (Low, high or Unit)
ismissing. Please
correct or confirm.

Dec-02-2020 15:25:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry

(UTC-05:00) Eastern (b) (6) 84

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Nov/17/2020

Form Version: 30-Jul-2020 21:27

Form Status. Data Complete, Frozen, Verified

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
5.dLNMT
Date L ocation User Value Reason
Dec-03-2020 10:37:10 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Low
Time (US & Canada) 35
High
105
Unit
U/L
5e
Date L ocation User Value Reason
Dec-03-2020 10:39:08 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sponsor-Defined 1de 21
Time (US & Canada) ntifier:
Test:: Bilirubin_P
X21
Result:: 04
Not Done::
Lab Normal Range: Low
0.1
High
05
Unit
mg/dL
Dec-02-2020 15:25:58 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) Sponsor-Defined Ide 21
Time (US& Canada) ntifier:
Test:: Bilirubin_P
X21
Result:: 04
Not Done::
Lab Normal Range:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Nov/17/2020

Form Version: 30-Jul-2020 21:27

Form Status. Data Complete, Frozen, Verified

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091111 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

5.e Sponsor 1D:

Date L ocation User Value Reason

Dec-02-2020 15:25:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern Time (autocalc) |21

(US & Canada)

5.eTest:

Date L ocation User Value Reason

Dec-02-2020 15:25:58 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Bilirubin_PX21

Time (US & Canada)

5.e Result:

Date L ocation User Value Reason

Dec-07-2020 02:35:47 ACVOPFEINFPG000 | (b) (4), (b) | Query 1: Closed Response satisfies

(UTC-05:00) Eastern (6) query

Time (US & Canada)

Dec-03-2020 10:39:08 ACVOPFEINFP6000 | auto query Query 1: Answered Answer Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Dec-03-2020 08:20:15 ACVOPFEINFP6000 | (b) (4), Query 1: Reissued:Opened DM: Please consider

(UTC-05:00) Eastern (b) (6) to update the ranges

Time (US & Canada) with available unit
from the CRF
options. Kindly
connect with your
CRA for any further
assistance if needed.

Dec-02-2020 15:27:57 ACVOPFEINFP6000 |(b) (4), Query 1: Answered NO KNOWN

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

Time (US & Canada)

Dec-02-2020 15:25:58 ACVOPFEINFP6000 |auto query Query 1: Opened Result is present,

(UTC-05:00) Eastern (autoquery) but 1ab normal range

Time (US & Canada) (Low, high or Unit)
ismissing. Please
correct or confirm.

Dec-02-2020 15:25:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry

(UTC-05:00) Eastern (b) (6) 04

Time (US & Canada)

Page 349 of 399

*** Confidential***

FDA-CBER-2021-5683-0976695




090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Nov/17/2020

Form Version: 30-Jul-2020 21:27

Form Status. Data Complete, Frozen, Verified

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
5.eLNMT
Date L ocation User Value Reason
Dec-03-2020 10:39:08 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Low
Time (US & Canada) 0.1

High

05
Unit
mg/dL

5.f
Date L ocation User Value Reason
Dec-02-2020 15:25:58 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(L_JTC-OS:OO) Eastern (b) (6) Sponsor -Define
Time (US & Canada) d Identifier:

Test:: Blood Urea Nitr

ogen PX47

Result::

Not Done::

Lab Normal Ra

nge:
5.f Test:
Date Location User Value Reason
Dec-02-2020 15:25:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Blood Urea Nitrogen PX47
Time (US & Canada)
50
Date L ocation User Value Reason
Dec-02-2020 15:31:55 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) Sponsor-Defined |d 48
Time (US & Canada) entifier:

Test:: Creatinine _

PX48
Result:: 0.62
Not Done::
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Header Text: c4591001

Nov/17/2020

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form Version: 30-Jul-2020 21:27

eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Lab Normal Range:

Dec-02-2020 15:25:58
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 |(b) (4), Data Entry:

(b) (6) Sponsor -Defined Id

entifier:

Test:: Creatinine_
PX48

Result::

Not Done::

Lab Normal Range:

Initial Entry

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Nov/17/2020

Form Version: 30-Jul-2020 21:27

Form Status. Data Complete, Frozen, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091111 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

5.9 Sponsor ID:

Date L ocation User Value Reason

Dec-02-2020 15:31:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern Time (autocalc) |48

(US & Canada)

5.9 Test:

Date L ocation User Value Reason

Dec-02-2020 15:25:58 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Creatinine_PX48

Time (US & Canada)

5.9 Result:

Date L ocation User Value Reason

Dec-02-2020 23:30:49 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

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

Time (US & Canada)

Dec-02-2020 15:32:15 ACVOPFEINFPE000 |(b) (4), Query 1: Answered NO KNOWN

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

Time (US & Canada)

Dec-02-2020 15:31:55 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,

(UTC-05:00) Eastern (autoquery) but 1ab normal

Time (US & Canada) range (Low, high or
Unit) ismissing.
Please correct or
confirm.

Dec-02-2020 15:31:55 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) 0.62

Time (US & Canada)
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Header Text: c4591001

Nov/17/2020

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form Version: 30-Jul-2020 21:28

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

Trail

Form Status:

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

*** Confidential***

Date Location User Value Reason
Dec-02-2020 15:06:15 ACVOPFEINFPE000 |(b) (4), Form Created
(UTC-05:00) Eastern Time (b) (6)
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Nov/17/2020

Form Version: 30-Jul-2020 21:28

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Lab Pandl:
Date L ocation User Value Reason
Dec-02-2020 15:12:57 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | HEMATOLOGY
(US & Canada)
2. Laboratory Name and Address
Date L ocation User Value Reason
Dec-11-2020 05:04:57 ACVOPFEINFP6000 ((b) (4), (b) (6) | Query 1: Closed Response satisfies
(UTC-05:00) Eastern query
Time (US & Canada)
Dec-09-2020 13:51:23 ACVOPFEINFP6000 | auto query Query 1. Answered Changed Information
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Dec-09-2020 13:51:23 ACVOPFEINFPG000 |(b) (4), Data Entry: Changed Information
(UTC-05:00) Eastern (b) (6) ADVENT HEALTH 701 W. PLY
Time (US & Canada) MOUTH AVE DELAND,FL327
20
Dec-09-2020 03:36:51 ACVOPFEINFP6000 | (b) (4), Query 1: Reissued:Opened DM2: A carriage
(UTC-05:00) Eastern (b) (6) return is still present.
Time (US & Canada) Please remove entire
text and enter again
without line break and
without using copy
paste function. Thanks
Dec-08-2020 07:55:32 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Dec-08-2020 07:55:32 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error
(UTC-05:00) Eastern (b) (6) ADVENT HEALTH,701 W. PLY
Time (US & Canada) MOUTH AVE DELAND,FL,327
20
Dec-08-2020 00:26:55 ACVOPFEINFPG000 | (b) (4), (b) |Query 1: Reissued:Opened DM1: A carriage
(UTC-05:00) Eastern (6) return isidentified,
Time (US & Canada) please re-enter lab
addressal in single
line separated by
commawithout hitting
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Nov/17/2020 Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status. Data Complete, Frozen, Verified
SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
extra space. Thank
you.
Dec-07-2020 07:36:41 ACVOPFEINFPG000 |(b) (4), Query 1: Answered RESULT
(UTC-05:00) Eastern (b) (6) REPORTING, TEST
Time (US & Canada) METHODOLOGY,
RANGES,
REQUIREMENTS,
DELTA AND
CRITICAL
Dec-06-2020 14:36:17 ACVOPFEINFPG000 | (b) (4), Query 1: Opened DM :A carriage return
(UTC-05:00) Eastern (b) (6) isidentified, please do
Time (US & Canada) not press enter key,
just type lab name all
in single line with
comma separated.
Dec-02-2020 15:12:57 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) ADVENTHEALTH
Time (US & Canada) 701 W. PLYMOUTH AVE
DELAND, FL. 32720
3. Collection Date:
Date Location User Value Reason
Dec-02-2020 15:12:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Nov/9/2020
Time (US & Canada)
4. Specimen Type:
Date L ocation User Value Reason
Dec-02-2020 15:12:57 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | BLOOD
(US & Canada)
5.a
Date L ocation User Value Reason
Dec-03-2020 10:44:45 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sponsor -Defined Id 1
Time (US & Canada) entifier:
Test:: Hemaoglobin
_PX1
Result:: 14.9
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Header Text: c4591001

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

Nov/17/2020 Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status. Data Complete, Frozen, Verified
SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Not Done::
Lab Normal Range Low
: 12
High
16
Unit
g/dL
Dec-02-2020 15:06:15 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) Sponsor-Defined Id 1
Time (US & Canada) entifier:
Test:: Hemoglobin
_PX1
Result:: 14.9
Not Done::
Lab Normal Range
5.a Sponsor ID:
Date L ocation User Value Reason
Dec-02-2020 15:06:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |1
(US & Canada)
5.a Test:
Date L ocation User Value Reason
Dec-02-2020 15:06:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Hemoglobin_PX1
Time (US & Canada)
5.a Result:
Date L ocation User Value Reason
Dec-04-2020 03:12:40 ACVOPFEINFP6000 |/ (b) (4), Query 1: Closed Response satisfies
(UTC-05:00) Eastern (b) (6) query
Time (US & Canada)
Dec-03-2020 10:44:45 ACVOPFEINFP6000 | auto query Query 1: Answered Answer Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
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Header Text: c4591001

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

Nov/17/2020 Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status. Data Complete, Frozen, Verified
SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Dec-03-2020 00:19:57 ACVOPFEINFPG000 |/(b) (4), (b) | Query 1: Reissued:Opened DM: Please consider
(UTC-05:00) Eastern (6) to update the lab
Time (US & Canada) normal ranges with
available unit from
the CRF options.
Kindly connect with
CRA for any further
assistance if needed.
Dec-02-2020 15:10:45 ACVOPFEINFP6000 |(b) (4), Query 1: Answered NORMAL VALUES
(UTC-05:00) Eastern (b) (6) NOT KNOWN
Time (US & Canada)
Dec-02-2020 15:06:15 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present, but
(UTC-05:00) Eastern (autoquery) lab normal range
Time (US & Canada) (Low, high or Unit)
ismissing. Please
correct or confirm.
Dec-02-2020 15:06:15 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 14.9
Time (US & Canada)
5aLNMT
Date Location User Value Reason
Dec-03-2020 10:44:45 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Low
Time (US & Canada) 12
High
16
Unit
g/dL
5b
Date L ocation User Value Reason
Dec-03-2020 11:05:20 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sponsor-Defined Id 2
Time (US & Canada) entifier:
Test:: Hematocrit_
PX2
Result:: 46.1
Not Done::
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Nov/17/2020 Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status. Data Complete, Frozen, Verified
SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Lab Normal Range: Low
36
High
47
Unit
%
Dec-02-2020 15:06:15 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) Sponsor -Defined I1d 2
Time (US & Canada) entifier:
Test:: Hematocrit_
PX2
Result:: 46.1
Not Done::
Lab Normal Range:
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Header Text: c4591001

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

Nov/17/2020 Audit Trail History

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

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091111 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

5.b Sponsor 1D:

Date L ocation User Value Reason

Dec-02-2020 15:06:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern Time (autocalc) |2

(US & Canada)

5.b Test:

Date L ocation User Value Reason

Dec-02-2020 15:06:15 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Hematocrit_PX2

Time (US & Canada)

5.b Result:

Date L ocation User Value Reason

Dec-04-2020 03:51:42 ACVOPFEINFPG000 |(b) (4), (b) |Query 1: Closed Response satisfies

(UTC-05:00) Eastern (6) query

Time (US & Canada)

Dec-03-2020 11:05:20 ACVOPFEINFP6000 | auto query Query 1: Answered Answer Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Dec-03-2020 00:21:26 ACVOPFEINFP6000 |/(b) (4), (b) | Query 1: Reissued:Opened DM: Please consider

(UTC-05:00) Eastern (6) to update the lab

Time (US & Canada) normal ranges with
available unit from
the CRF options.
Kindly connect with
CRA for any further
assistance if needed.

Dec-02-2020 15:11:29 ACVOPFEINFP6000 |(b) (4), Query 1: Answered NORMAL

(UTC-05:00) Eastern (b) (6) RANGES NOT

Time (US & Canada) KNOWN

Dec-02-2020 15:06:15 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present, but

(UTC-05:00) Eastern (autoquery) lab normal range

Time (US & Canada) (Low, high or Unit)
ismissing. Please
correct or confirm.

Dec-02-2020 15:06:15 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) 46.1

Time (US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
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Nov/17/2020 Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status. Data Complete, Frozen, Verified
SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
5bLNMT
Date L ocation User Value Reason
Dec-03-2020 11:05:20 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Low
Time (US & Canada) 36

High

47
Unit
%

5.c
Date L ocation User Value Reason
Dec-02-2020 15:06:15 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sponsor -Defined 1d
Time (US & Canada) entifier:

Test:: Erythrocytes

_PX3

Result::

Not Done::

Lab Normal Range
5.c Test:
Date Location User Value Reason
Dec-02-2020 15:06:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Erythrocytes PX3
Time (US & Canada)
5d
Date L ocation User Value Reason
Dec-02-2020 15:06:15 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sponsor-Defined | de
Time (US & Canada) ntifier:

Test:: Platelets P

X5
Result::
Not Done::
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Header Text: c4591001

Nov/17/2020

Form Version: 30-Jul-2020 21:28

Audit Trail History
Form Status. Data Complete, Frozen, Verified

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

*** Confidential***

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Lab Normal Range:
5.d Test:
Date L ocation User Value Reason
Dec-02-2020 15:06:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Platelets PX5
Time (US & Canada)
5e
Date L ocation User Value Reason
Dec-02-2020 15:06:15 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sponsor -Defined Id
Time (US & Canada) entifier:

Test:: Leukocytes

PX7

Result::

Not Done::

Lab Normal Range:
5.eTest:
Date L ocation User Value Reason
Dec-02-2020 15:06:15 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Leukocytes PX7
Time (US & Canada)
5.f
Date L ocation User Value Reason
Dec-02-2020 15:06:15 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sponsor -Defined |
Time (US & Canada) dentifier:

Test:: Neutrophils_

PX608

Result::

Not Done::

Lab Normal Rang

e
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Nov/17/2020 Audit Trail History

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

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

5.f Test:

Date L ocation User Value Reason
Dec-02-2020 15:06:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Neutrophils PX608

Time (US & Canada)

509
Date L ocation User Value Reason
Dec-02-2020 15:06:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | sponsor-Defined Id 609
(US & Canada) entifier:

Test:: Eosinophils P

X609
Result:: 0.0
Not Done::

Lab Normal Range:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Nov/17/2020

Form Version: 30-Jul-2020 21:28

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

5.9 Sponsor ID:

Date L ocation User Value Reason
Dec-02-2020 15:06:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | 609

(US & Canada)

5.9 Test:

Date L ocation User Value Reason
Dec-02-2020 15:06:15 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Eosinophils_PX609

Time (US & Canada)

5.9 Result:

Date L ocation User Value Reason
Dec-02-2020 16:09:20 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Closed Response satisfies

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

query

Dec-02-2020 15:18:38
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

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

Query 1: Answered

Origina valueis
correct

Dec-02-2020 15:06:15 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,
(UTC-05:00) Eastern (autoquery) but l1ab normal
Time (US & Canada) range (Low, high or
Unit) ismissing.
Please correct or
confirm.
Dec-02-2020 15:06:15 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern 0.0
Time (US & Canada)
5.h
Date L ocation User Value Reason
Dec-02-2020 15:06:15 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sponsor-Defined |
Time (US & Canada) dentifier:
Test:: Monocytes P
X612
Result::
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Nov/17/2020 Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status. Data Complete, Frozen, Verified
SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Not Done::
Lab Normal Range
5.h Test:
Date L ocation User Value Reason
Dec-02-2020 15:06:15 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Monocytes PX612
Time (US & Canada)
5.
Date L ocation User Value Reason
Dec-03-2020 11:05:20 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sponsor-Defined 1d 610
Time (US & Canada) entifier:
Test:: Basophils P
X610
Result:: 0.1
Not Done::
Lab Normal Range Low
: 0
High
15
Unit
%
Dec-02-2020 15:06:15 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) Sponsor-Defined Id 610
Time (US & Canada) entifier:
Test:: Basophils_P
X610
Result:: 0.1
Not Done::
Lab Normal Range
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Nov/17/2020

Form Version: 30-Jul-2020 21:28

Form Status. Data Complete, Frozen, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091111 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

5.i Sponsor ID:

Date L ocation User Value Reason

Dec-02-2020 15:06:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern Time (autocalc) | 610

(US & Canada)

5. Test:

Date L ocation User Value Reason

Dec-02-2020 15:06:15 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Basophils_PX610

Time (US & Canada)

5.i Result:

Date L ocation User Value Reason

Dec-04-2020 01:07:44 ACVOPFEINFPG000 | (b) (4), (b) | Query 1. Closed Response satisfies

(UTC-05:00) Eastern (6) query

Time (US & Canada)

Dec-03-2020 11:05:20 ACVOPFEINFP6000 | auto query Query 1: Answered Answer Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Dec-03-2020 01:38:56 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Reissued:Opened Response doesn't

(UTC-05:00) Eastern satisfy query. Please

Time (US & Canada) add lab normal
ranges. Refer to
CRA for assistance.

Dec-02-2020 15:18:52 ACVOPFEINFPG000 |(b) (4), Query 1: Answered Criginal vaueis

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

Time (US & Canada)

Dec-02-2020 15:06:15 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present, but

(UTC-05:00) Eastern (autoquery) lab normal range

Time (US & Canada) (Low, high or Unit)
ismissing. Please
correct or confirm.

Dec-02-2020 15:06:15 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) 0.1

Time (US & Canada)

5i LNMT
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
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Nov/17/2020 Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status. Data Complete, Frozen, Verified
SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Date L ocation User Value Reason
Dec-03-2020 11:05:20 ACVOPFEINFPG0O00 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Low
Time (US & Canada) 0
High
15
Unit
%
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Nov/17/2020 Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status. Data Complete, Frozen, Verified
SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Back to Form
5
Date L ocation User Value Reason
Dec-03-2020 11:05:20 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sponsor-Defined 611
Time (US & Canada) Identifier:
Test:: Lymphocytes
PX611
Result:: 7.0
Not Done::
Lab Normal Ran Low
ge 14
High
40
Unit
%
Dec-02-2020 15:06:15 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) Sponsor-Defined | 611
Time (US & Canada) dentifier:
Test:: Lymphocytes
_PX611
Result:: 7.0
Not Done::
Lab Normal Rang
e
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Nov/17/2020

Form Version: 30-Jul-2020 21:28

Form Status. Data Complete, Frozen, Verified

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

5.j Sponsor ID:

Date L ocation User Value Reason
Dec-02-2020 15:06:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |611

(US & Canada)

5. Test:

Date L ocation User Value Reason
Dec-02-2020 15:06:15 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Lymphocytes PX611

Time (US & Canada)

5.j Result:

Date L ocation User Value Reason
Dec-04-2020 03:51:32 ACVOPFEINFPG000 |(b) (4), (b) Query 1: Closed Response satisfies
(UTC-05:00) Eastern (6) query

Time (US & Canada)

Dec-03-2020 11:05:20 ACVOPFEINFP6000 | auto query Query 1: Answered Answer Auto Query
(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Dec-03-2020 01:39:22
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Reissued:Opened

Response doesn't
satisfy query. Please
add lab normal
ranges. Refer to
CRA for assistance.

Dec-02-2020 15:19:04 ACVOPFEINFP6000 |(b) (4), Query 1: Answered Origina vaueis

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

Time (US & Canada)

Dec-02-2020 15:06:15 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,

(UTC-05:00) Eastern (autoquery) but 1ab normal range

Time (US & Canada) (Low, high or Unit)
ismissing. Please
correct or confirm.

Dec-02-2020 15:06:15 ACVOPFEINFPS000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) 7.0

Time (US & Canada)

5j LNMT
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Nov/17/2020 Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status. Data Complete, Frozen, Verified
SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Date L ocation User Value Reason
Dec-03-2020 11:05:20 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Low
Time (US & Canada) 14
High
40
Unit
%
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: VITAL SIGNS- COVID - Audit Trail

Nov/17/2020

Form Version: 30-Jul-2020 21:27

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form Status:

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Date Location User Value Reason
Dec-02-2020 15:51:16 ACVOPFEINFPE000 |(b) (4), Form Created
(UTC-05:00) Eastern Time (b) (6)
(US & Canada)
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Header Text: c4591001

Nov/17/2020

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form Version: 30-Jul-2020 21:27

Form Status. Data Complete, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Back to Form

*** Confidential***

1. Date:
Date L ocation User Value Reason
Dec-02-2020 15:51:54 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Nov/9/2020
Time (US & Canada)
2a
Date L ocation User Value Reason
Dec-02-2020 15:51:16 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Record I dentifier:: 1
Time (US & Canada) systolic:: 16
4
Diastolic:: 70
Respiratory Ratein respirati 16
ong/minute:
Heart Ratein beatsminute: 59
2.a Record I dentifier:
Date L ocation User Value Reason
Dec-02-2020 15:51:16 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 1
Time (US & Canada)
2.a Systalic:
Date L ocation User Value Reason
Dec-04-2020 03:52:20 ACVOPFEINFPG000 |(b) (4), (b) |Query 1: Closed Response satisfies
(UTC-05:00) Eastern (6) query
Time (US & Canada)
Dec-03-2020 08:59:03 ACVOPFEINFPG000 |(b) (4), Query 1: Answered PER PT NOT
(UTC-05:00) Eastern (b) (6) CLINICALLY
Time (US & Canada) SIGNIFICANT
Dec-03-2020 01:10:41 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Reissued:Opened DM: Systolic BP 164
(UTC-05:00) Eastern (6) is outside of Normal
Time (US & Canada) Range 90 - 140.
Please confirm if
Systolic BPis
Clinicaly significant
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Nov/17/2020
Form Version: 30-Jul-2020 21:27 Form Status. Data Complete, Frozen, Verified
SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
or no.

Dec-02-2020 15:51:38 ACVOPFEINFPG000 |(b) (4), Query 1: Answered Original valueis
(UTC-05:00) Eastern (b) (6) correct
Time (US & Canada)
Dec-02-2020 15:51:16 ACVOPFEINFP6000 |auto query Query 1: Opened Systolic BP 164 is
(UTC-05:00) Eastern (autoquery) outside of Normal
Time (US & Canada) Range 90 - 140.
Dec-02-2020 15:51:16 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 164
Time (US & Canada)
2.aDiastolic:
Date L ocation User Value Reason
Dec-02-2020 15:51:16 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 70
Time (US & Canada)
2.a Respiratory Ratein respirations/minute:
Date L ocation User Value Reason
Dec-02-2020 15:51:16 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 16
Time (US & Canada)
2.aHeart Ratein beatsminute:
Date L ocation User Value Reason
Dec-02-2020 15:51:16 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 59
Time (US & Canada)
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Header Text: c4591001

Nov/17/2020

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

Form Version: 30-Jul-2020 21:28

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

Form Status:

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

*** Confidential***

Date Location User Value Reason
Dec-02-2020 15:52:29 ACVOPFEINFPE000 |(b) (4), Form Created
(UTC-05:00) Eastern Time (b) (6)
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail

Nov/17/2020

Form Version: 30-Jul-2020 21:28

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

History

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date:
Date L ocation User Value Reason
Dec-02-2020 15:52:29 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Nov/9/2020
Time (US & Canada)
2a
Date L ocation User Value Reason
Dec-02-2020 15:52:29 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(L_JTC-OS:OO) Eastern (b) (6) Record Identifier:: 1
Time (US & Canada) Oxygen Saturation: 96.0
2.a Record | dentifier:
Date Location User Value Reason
Dec-02-2020 15:52:29 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 1
Time (US & Canada)
2.a SPO2 Pulse Oximetry %
Date Location User Value Reason
Dec-02-2020 15:52:29 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 96.0
Time (US & Canada)
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Visit on Oct/06/2020

Site No: 1109
Subject No: 11091111

Header Text: c4591001
Visit: POT_COVID_CONVA 1 - Unscheduled

Generated By:  (b) (4)

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: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Visit

*** Confidential***

Date L ocation User Value Reason

Nov-16-2020 18:32:20 | ACVOPFEINFPE000 | (b) (4), Query 1: Closed AE form updated

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

Time (US & Canada)

Nov-16-2020 16:24:29 | ACVOPFEINFP6000 |(b) (4), Query 1: Answered Changed data per query

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

Time (US & Canada)

Nov-16-2020 14:59:26 | ACVOPFEINFP6000 |(b) (4), Query 2: Closed Efficacy team is aware and

(UTC-05:00) Eastern (b) (6) following up for this

Time (US & Canada) COVID illness visit

Nov-15-2020 17:44:28 | ACVOPFEINFP6000 |(b) (4), Query 2: Opened CLINICAL - Presenting

(UTC-05:00) Eastern (b) (6) symptoms for diverticulitis

Time (US & Canada) SAE (#2020450950) of
nausea, vomiting, chills
require acurrent COVID
illnessvisit.

Nov-14-2020 11:18:17 | ACVOPFEINFPE000 || (b) (4), Query 1: Opened SAE

(UTC-05:00) Eastern (b) (6) RECON:AER#2020450950

Time (US & Canada) diverticulitis(onset
date:08Nov2020)was
reported as seriousin
Safety database but missing
in AE CRF. Please confirm
and update CRF. If safety
update is required, submit a
follow-up SAE Form.

Oct-07-2020 09:25:55 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Oct/6/2020

Time (US & Canada)

3. COVID-19 llIness Visit:

Date L ocation User Value Reason

Oct-07-2020 09:25:55 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern Time (b) (6) COVID_A1

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled

Visit on Oct/06/2020

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Data Origin

Date L ocation User Value Reason

Oct-07-2020 09:26:16 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)

2. Sample Type

Date L ocation User Value Reason

Oct-07-2020 09:26:16 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern Time (autocalc) | SERUM

(US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Jan-15-2021 15:58:03 ACVOPFEINFPG000 (b) Query 2: Closed Response setisfies

(UTC-05:00) Eastern (4), query

Time (US & Canada) (b) (6)

Jan-13-2021 15:36:03 ACVOPFEINFPG000 |(b) (4), Query 2: Answered Changed data per

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

Time (US & Canada)

Jan-08-2021 13:37:08 ACVOPFEINFP6000 (b) Query 2: Opened HOLDS: For

(UTC-05:00) Eastern (4), Convalescent Visit,

Time (US & Canada) (b) (6) the lab has received
serum barcode
BR7Y 22; however,
the barcode is not
recorded for this
visit. Please review
and update as
appropriate.
Otherwise please
clarify.

Oct-08-2020 13:14:41 ACVOPFEINFP6000 |autoquery | Query 1: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Oct-07-2020 09:31:37 ACVOPFEINFPGE000 |(b) (4), (b) | Query 1: Opened ‘Sample Collected?

(UTC-05:00) Eastern (6) is Yes, however no
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Visit on Oct/06/2020 eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status. Data Complete, Frozen, Verified
SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091111
Generated By: | (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

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

Oct-07-2020 09:26:16 ACVOPFEINFP6000 |autoquery | Query 1: Candidate '‘Sample Collected?

(UTC-05:00) Eastern (autoquery) is Yes, however no

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

Oct-07-2020 09:26:16 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

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

Time (US & Canada) Date of Collection:

Oct/6/2020

5a

Date L ocation User Value Reason

Oct-08-2020 13:14:41 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), Sample | D: BR84KP

Time (US & Canada) (b) (6)

5.aSample 1D

Date L ocation User Value Reason

Oct-08-2020 13:14:41 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), BR84KP

Time (US & Canada) (b) (6)

5.b

Date L ocation User Value Reason

Oct-08-2020 13:15:26 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern 4), Sample |D: BSGWDV

Time (US & Canada) (b) (6

5.b Sample 1D

Date L ocation User Value Reason

Oct-08-2020 13:15:26 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), BSGWDV

Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: POT_COVID_CONVA 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Visit on Oct/06/2020 eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status. Data Complete, Frozen, Verified
SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
5.c
Date L ocation User Value Reason
Oct-08-2020 13:15:35 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), Sample | D: BSGWDW
Time (US & Canada) (b) (6)
5.c Sample D
Date L ocation User Value Reason
Oct-08-2020 13:15:35 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BSGWDW
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled
Visit on Dec/15/2020

Form Version: 22-Apr-2020 21:04
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit Trail

History

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Visit
Date Location User Value Reason
Jan-13-2021 15:34:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Dec/15/2020
(US & Canada)
3. COVID-19 llIness Visit:
Date Location User Value Reason
Jan-13-2021 15:34:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) CoviD_B1
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled
Visit on Dec/15/2020

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Data Origin
Date L ocation User Value Reason
Jan-13-2021 15:35:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Jan-13-2021 15:35:08 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SERUM
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Jan-13-2021 15:35:43 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
Jan-13-2021 15:35:08 ACVOPFEINFP6000 |auto query | Query 1: Candidate '‘Sample Collected?
(UTC-05:00) Eastern Time (autoquery) is Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Jan-13-2021 15:35:08 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) YES
(US & Canada) Date of Collection:
Dec/15/2020
5a
Date L ocation User Value Reason
Jan-13-2021 15:35:43 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) SampleID: BR7Y22
(US & Canada)
5.aSampleID
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled
Visit on Dec/15/2020

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091111

Generated By:| (b) (4)

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Date L ocation User Value Reason
Jan-13-2021 15:35:43 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) BR7Y22
(US & Canada)
5.b
Date L ocation User Value Reason
Feb-09-2021 15:04:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sample | D: BSGWSB
Time (US & Canada) (b) (6)
5.b Sample 1D
Date L ocation User Value Reason
Feb-09-2021 15:04:09 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BSGWSB
Time (US & Canada) (b) (6
5.c
Date L ocation User Value Reason
Feb-09-2021 15:04:21 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sample|D: BSGWSC
Time (US & Canada) (b) (6)
5.c SampleID
Date L ocation User Value Reason
Feb-09-2021 15:04:21 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BSGWSC
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55

Site No: 1109
Subject No: 11091111
Generated By:| (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Sep-29-2020 10:41:04 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 1;(4)25 Sep/29/2020
(US& Canada) ®)(
2. Phase of Disposition:
Date L ocation User Value Reason
Sep-29-2020 10:41:04 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | VACCINATION
(US & Canada)
3. Status:
Date L ocation User Value Reason
Sep-29-2020 10:41:04 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(4)- COMPLETED
(US & Canada) ) (®)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trall

Form Version: 22-Apr-2020 21:02 Form Status:

SiteNo: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Date L ocation User Value Reason
Aug-23-2020 15:29:25 ACVOPFEINFP6000 || (b) Form Created
(UTC-05:00) Eastern Time b(4)25
(US & Canada) () ()
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Header Text: c4591001

090177e196ae3ee3\Final\Final On: 01-Apr-2021 05:04 (GMT)

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trall
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091111 Subject Initials; ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Back to Form
Date L ocation User Value Reason
Nov-16-2020 15:58:46 ACVOPFEINFP6000 |(b) (4), Form Created
(UTC-05:00) Eastern Time (b) (6)
(US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1109
Subject No: 11091111
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Category:

Date L ocation User Value Reason

Aug-23-2020 15:29:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern Time (autocalc) | ADVERSE EVENT

(US & Canada)

2. AEID:

Date L ocation User Value Reason

Aug-23-2020 15:29:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern Time (autocalc) |1

(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Sep-08-2020 20:56:47 ACVOPFEINFPE000 |/(b) (4), (b) | Query 1: Closed A new query raised

(UTC-05:00) Eastern (6) in medhx

Time (US & Canada)

Sep-04-2020 19:00:27 ACVOPFEINFPE000 |(b) (4), Query 1: Answered Please unfreeze

(UTC-05:00) Eastern (b) (6) medhx to update

Time (US & Canada)

Sep-02-2020 09:40:45 ACVOPFEINFP6000 |(b) (4), (b) Query 1. Reissued:Opened ClinQuery: there are

(UTC-05:00) Eastern (6) no querieslisted in

Time (US & Canada) medhx. Would you
please update the
medhx to indicate
that the site have
said subject has a
history of alergies?
thank you. TO DM,
please unfreeze the
Medhx.

Sep-01-2020 19:13:14 ACVOPFEINFPG000 |(b) (4), (b) |Query 1: Reissued:Candidate ClinQuery: there are

(UTC-05:00) Eastern (6) no querieslisted in

Time (US & Canada) medhx. Would you
please update the
medhx to indicate
that the site have
said subject hasa
history of allergies?
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thank you. TO DM,
please unfreeze the
Medhx.
Aug-28-2020 18:11:53 ACVOPFEINFP6000 |(b) (4), Query 1: Answered No, per subject and
(UTC-05:00) Eastern (b) (6) Sub-1 subject has
Time (US & Canada) history of post nasal
drip and alergies.
Aug-24-2020 21:38:46 | ACVOPFEINFPG000 |/(b) (4), (b) |Query 1: Opened ClinQuery:
(UTC-05:00) Eastern (6) COUGH: Please can
Time (US & Canada) you confirm a
COVID-19illness
visit will occur asa
result of this AE?
Aug-23-2020 15:29:25 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern COUGH
Time (US & Canada)
4, Start Date Time:
Date L ocation User Value Reason
Aug-23-2020 15:29:25 ACVOPFEINFPG000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(4)é3 Aug/20/2020 08:00
(US & Canada) ®) (
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Sep-13-2020 20:52:00 ACVOPFEINFPG000 | (b) (4), Query 2: Closed Response satisfies
(UTC-05:00) Eastern (b) (6) query
Time (US & Canada)
Sep-13-2020 20:52:00 ACVOPFEINFPE000 || (b) (4), Query 1: Closed Response satisfies
(UTC-05:00) Eastern (b) (6) query
Time (US & Canada)
Sep-12-2020 07:13:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed Information
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada) End Date Time:
Sep/4/2020 UNK:UNK
Sep-10-2020 07:41:07 ACVOPFEINFP6000 |(b) (4), Query 2: Answered | can confirm they
(UTC-05:00) Eastern (b) (6) did not
Time (US & Canada)
Sep-10-2020 07:31:35 ACVOPFEINFPe000 | () ((‘é))’ (B) | Query 1: Answered I can confirm
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(UTC-05:00) Eastern (b) (4), (b)

Time (US & Canada) (6)

Sep-09-2020 20:30:47 ACVOPFEINFPE000 || (b) (4), Query 2: Opened ClinQuery: COUGH:

(UTC-05:00) Eastern (b) (6) Subject had a

Time (US & Canada) ongoing cough at
timeat V2. Please
can you confirm that
subject did not meet
TDV criteria?
Thanks

Sep-09-2020 20:29:39 ACVOPFEINFP6000 | (b) (4), Query 1: Opened ClinQuery: COUGH:

(UTC-05:00) Eastern (b) (6) Per protocol, this AE

Time (US & Canada) should trigger a
potential covid-19
illnessvisit. Please
can you confirm this
will be conducted if
the AE is till
ongoing? If not,
please can you
confirm aPD will be
written? Thanks

Aug-23-2020 15:29:25 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern ), YES

Time (US & Canada) (®) (6

6. Toxicity Grade:

Date L ocation User Value Reason

Aug-23-2020 15:29:25 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern Time ), 1

(US & Canada) I

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).

*** Confidential***

Date L ocation User Value Reason
Aug-23-2020 15:29:25 ACVOPFEINFPG000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time |O(4)é5 NO
(US & Canada) (6) (6)
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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
Aug-23-2020 15:29:25 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(4): NO
(US & Canada) (b) (6)
9. Isthisevent related to study treatment:
Date L ocation User Value Reason
Aug-24-2020 06:14:21 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time é“)f NOT RELATED
(US & Canada) (Bhie If Not Related to study treatment(s
), thisevent is due to:
OTHER
If Other, specify:
POST NASAL DRIP
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Aug-23-2020 15:29:25 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 1)(4)'6 NOT APPLICABLE
(US & Canada) ®) (¢
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Aug-23-2020 15:29:25 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(4): NO
(US & Canada) (b) (6
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Aug-23-2020 15:29:25 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(4): NO
(US & Canada) (S
13. What was the outcome of this adverse event?:
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Date L ocation User Value Reason

Sep-12-2020 08:00:26 ACVOPFEINFPG000 | (b) (4), Query 2: Closed Response setisfies

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

Time (US & Canada)

Sep-12-2020 07:14:04 ACVOPFEINFPG000 |(b) (4), Query 2: Answered Updated

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

Time (US & Canada)

Sep-12-2020 00:12:59 ACVOPFEINFP6000 |EricaWeaver | Query 2: Opened Response to "What

(UTC-05:00) Eastern (b) (4) was the outcome of

Time (US & Canada) this adverse event?' is
'Recovered/Resol ved'
but AE is marked as
ONGOING. Please
update outcome and or
Ongoing/end date.
Thank you.

Sep-09-2020 04:51:57 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Changed Information

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

Time (US & Canada)

Sep-08-2020 12:37:59 ACVOPFEINFP6000 | auto query Query 1: Answered Changed Information

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-08-2020 12:37:59 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed Information

(UTC-05:00) Eastern (b) (6) RECOVERED/RESOLVED

Time (US & Canada)

Aug-25-2020 05:19:40 | ACVOPFEINFPG000 |/(b) (4), (b) | Query 1: Opened DM: Please review

(UTC-05:00) Eastern (6) and consider to update

Time (US & Canada)

the missing data.

Thank you.
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Aug-23-2020 15:29:25 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time b(4)-6 NO
(US & Canada) ®) (
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Back to Form

1. Category:

Date Location User Value Reason

Nov-16-2020 15:58:46 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern Time (autocalc) | ADVERSE EVENT

(US & Canada)

2. AEID:

Date L ocation User Value Reason

Nov-16-2020 15:58:46 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern Time (autocalc) |2

(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Nov-21-2020 17:38:14 ACVOPFEINFPG000 |(b) (4), Query 3: Closed site has performed

(UTC-05:00) Eastern (b) (6) 2nd COVID illness

Time (US & Canada) visit

Nov-21-2020 17:05:59 ACVOPFEINFP6000 |(b) (4), Query 3: Reissued: Opened CLINICAL - the

(UTC-05:00) Eastern (b) (6) previous COVID

Time (US & Canada) illnessvisitin 8/29 is
separate; subject
requires anew
COVID illness visit
for Gl symptoms
starting now on
08Nov20

Nov-20-2020 06:38:04 ACVOPFEINFP6000 |(b) (4), Query 3: Answered COVID visit was

(UTC-05:00) Eastern (b) (6) completed already

Time (US & Canada)

Nov-19-2020 15:44:15 ACVOPFEINFP6000 |(b) (4), Query 3: Opened Clinical - Subjectis

(UTC-05:00) Eastern (b) (6) required to have a

Time (US & Canada) new COVID illness
visit due to Sx
(08Nov2020) of
vomiting/diarrhea
/[chills; regardless of
previous COID illness
visit and current
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in-Hospital COVID
testing.

Nov-19-2020 15:40:54 ACVOPFEINFPG000 |(b) (4), Query 1: Closed harmonized reporting

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

Time (US & Canada)

Nov-19-2020 15:40:03 ACVOPFEINFP6000 |(b) (4), Query 2: Closed update received

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

Time (US & Canada)

Nov-19-2020 15:36:03 ACVOPFEINFPG000 |(b) (4), Query 2: Opened Clinical SAE report

(UTC-05:00) Eastern (b) (6) states that Con Med

Time (US & Canada) venlafaxine [Effexor]
isindicated for
hypertension;
however, HTN is not
an approved
indication. Please
review, and update if
appropriatein a SAE
safety update.

Nov-19-2020 15:34:01 ACVOPFEINFPG000 |(b) (4), Query 1: Opened Clinical - event of

(UTC-05:00) Eastern (b) (6) Diverticulitis Flair-up

Time (US & Canada) isreported in SAE as
Diverticulitis. Please
harmonize event term
reporting, and update
in the appropriate
location.

Nov-16-2020 15:58:46 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Diverticulitis flair-up

Time (US & Canada)

4. Start Date Time:

Date L ocation User Value Reason

Nov-16-2020 15:58:46 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern Time (b) (6) Nov/8/2020 18:00

(US & Canada)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason

Nov-16-2020 15:58:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern Time (b) (6) NO

(US & Canada) End Date Time:
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Nov/13/2020 UNK:UNK

6. Toxicity Grade:

Date L ocation User Value Reason
Nov-16-2020 15:58:46 ACVOPFEINFPG000 |(b) (4), Data Entry: [nitial Entry
(UTC-05:00) Eastern Time (b) (6) 4

(US & Canada)

7. |sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Nov-16-2020 16:50:19 ACVOPFEINFP6000 |autoquery |Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
Nov-16-2020 15:58:46 ACVOPFEINFP6000 |autoquery |Query 1: Candidate For AE Diverticulitis
(UTC-05:00) Eastern Time (autoquery) flair-up : Response to
(US & Canada) "Isthe adverse event
serious?’ is'Yes but
"Serious Adverse
Event Number" is
blank.
Nov-16-2020 15:58:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) YES
(US & Canada) Isthis serious event associated wit
h congenital anomaly or birth defe
ct?
NO
Did this serious event result in dea
th?
NO
Did this serious event require or p
rolong hospitalization?
YES
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Did this serious event result in per
sistent or significant disability/inc
apacity?

NO

Isthis serious event life threatenin
g?

NO

Other medically important serious
event

NO

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

(US & Canada)

Date L ocation User Value Reason
Nov-16-2020 15:58:46 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Nov-16-2020 15:58:46 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NOT RELATED
(US & Canada) If Not Related to study treatment(s
), thisevent isdue to:
OTHER
If Other, specify:

Previous medical history of di

verticulosis
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Nov-16-2020 15:58:46 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NOT APPLICABLE
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11. Was a Concomitant Medication given?

Date Location User Value Reason
Nov-16-2020 15:58:46 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) YES
(US & Canada)
12. Was a Non-Drug Treatment given?
Date Location User Value Reason
Nov-16-2020 15:58:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)
13. What was the outcome of this adverse event?:
Date Location User Value Reason
Nov-16-2020 15:58:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) RECOVERED/RESOLVED
(US & Canada)
14. Did the adverse event cause the subject to be discontinued from the study?
Date Location User Value Reason
Nov-16-2020 15:58:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)
15. Serious Adverse Event Number: For Pfizer Use Only
Date Location User Value Reason
Nov-16-2020 16:50:19 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), 2020450950
(US & Canada) (b) (6)
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Back to Form

1. Date of Visit

Date Location User Value Reason
Feb-05-2021 14:47:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Jan/4/2021
Time (US & Canada)
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Back to Form

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

Date L ocation User Value Reason
Feb-15-2021 11:56:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed
(UTC-05:00) Eastern (b) (6) Participant iswilling to returnfor | Information
Time (US & Canada) Vaccination 3
Participant is:

eligible and NOT confirmed to

have received only placebo at V

accination 1/2
Feb-05-2021 14:48:05 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Participant is NOT willing to retur
Time (US & Canada) n for Vaccination 3 OR otherwisen

ot eligible
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Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Feb-05-2021 14:47:35 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Jan/4/2021

Time (US & Canada)

2. Primary Reason for Unblinding:

Date L ocation User Value Reason
Feb-05-2021 14:47:35 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) ASSESSELIGIBILITY FOR ADD
Time (US & Canada) ITIONAL VACCINATION
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Back to Form

1. Subject Status

Date L ocation User Value Reason
Sep-29-2020 10:41:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | FOLLOW-UP
(US & Canada)
Aug-03-2020 11:54:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | ENROLLED/RANDOMIZED
(US & Canada)
Aug-03-2020 11:42:15 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SCREENED
(US & Canada)
2. Subject Status Date
Date L ocation User Value Reason
Sep-29-2020 10:41:04 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Sep/29/2020
(US & Canada)
Aug-03-2020 11:54:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Aug/3/2020
(US & Canada)
Aug-03-2020 11:42:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Aug/3/2020
(US & Canada)
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1. Casebook Signature
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Date L ocation User Value Reason
Sep-14-2020 14:01:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Click Here to Enable
Time (US & Canada) (b) (6)

Page 399 of 399

FDA-CBER-2021-5683-0976745






