090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 30-Jul-2020 21:29
Site No: 1039

Subject No: 10391010
Generated By: (b) (4)

Form: COHORT SELECTION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

eCRF Audit Trail History

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 - 24 JUL 2020
Protocol version
2. | Select appropriate response - What STAGE 3 COHORTS
cohort does the subject belong to?
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Header Text: 4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1039

Subject No: 10391010
Generated By: (b) (4)

Form: MAIN INFORMED CONSENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

eCRF Audit Trail History

Informed Consent

1. | Consent Was.

OBTAINED

Date Written Consent Obtained
Aug/21/2020

Page 2 of 466
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55
Site No: 1039

Subject No: 10391010
Generated By: (b) (4)

Form: DEMOGRAPHY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Demography
1. | Subject ID [10391010]
2. |Birth Date: (b) (6)/1935
3. [ Sex: MALE
4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that apply): WHITE
6. | Racia Designation:
Page 3 of 466
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Header Text: 4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Aug/21/2020
2. | Erroneous Visit
Page 4 of 466
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---

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

Form Comments

Inclusion Criteria Not M et

1 Description of Inclusion Criterion | Not Applicable

Not Met

Exclusion CriteriaMet

2. Description of Exclusion Criterion | Not Applicable

Met

Page 5 of 466
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Header Text: 4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010

Generated By: (b) (4)

Form: DISPOSITION - SCREENING

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Screening

1. | Date of Completion/Discontinuation | Aug/21/2020
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
Page 6 of 466

*** Confidential***
FDA-CBER-2021-5683-0905256




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: 4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

eCRF Audit Trail History

Medical History Details

la

Line/MH Number:

(1

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

[hearing problems]

Start Date: UNK/UNK/2020
Ongoing: YES
1b 1| Line/MH Number: [2]
Disease/Syndrome/Surgery [Hyperopid]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2000
Ongoing: YES
L¢ || Line/MH Number: [3]
Disease/Syndrome/Surgery [cataracts]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2013
Ongoing: NO
End Date:
UNK/UNK/2013

1d

Line/MH Number:

[4]

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

[alergic rhinitis]

Start Date: UNK/UNK/1955
Ongoing: YES
Page 7 of 466
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

1e || Line/MH Number:

(5]

Disease/Syndrome/Surgery [carotid artery stenosis)
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2016
Ongoing: YES

1f || Line/MH Number: (6]
Disease/Syndrome/Surgery [high blood pressure]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1960
Ongoing: YES

19|/ Line/MH Number: (7]
Disease/Syndrome/Surgery [hyperlipidemia]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2000
Ongoing: YES

1h Line/MH Number:

(8]

Disease/Syndrome/Surgery [coronary artery disease]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Jul/UNK/2016
Ongoing: YES

Li || Line/MH Number: [9]
Disease/Syndrome/Surgery [GERD]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2020
Ongoing: YES

Page 8 of 466
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Lj || Line/MH Number: [10]

Disease/Syndrome/Surgery [oseoarthritis, thumbs and fingers]

/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/2010

Ongoing: YES
1k || Line/MH Number: [11]

Disease/Syndrome/Surgery [torn left shoulder rotator cuff]

/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/2010

Ongoing: NO

End Date:
UNK/UNK/2010

L1 LineMH Number: [12]

Disease/Syndrome/Surgery [glasses wearer]

/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/2020

Ongoing: YES

Page 9 of 466
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Header Text: 4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: (b) (4)

Form: VITAL SIGNS- BASELINE

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

eCRF Audit Trail History

Vital Signs
1. | Date: Aug/21/2020
2. | Weight: [88.88]
3. | Unit: kg
4. | Height: [190.2]
5. | Unit: cm
6. | Body Mass Index: [24.6]
Vital Signs Details
7a|| Record Identifier: 1
Temperature: [36.6]
Unit: C
Temperature Location: ORAL CAVITY
Page 10 of 466
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Header Text: 4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010

Generated By: (b) (4)

Form: RANDOMIZATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Disposition
1. | Randomization Date : Aug/21/2020
2. | Randomization Number: [234539]
3. | Randomization Group: [
Page 11 of 466
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Header Text: 4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010

Generated By: (b) (4)

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

Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Aug/21/2020
4. | If no sample was collected or sample |[]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa || sample D [BLOWV1]
5b || sample D [BLOWVZ]
5 || sample ID [BNSTCN]
5d || sample 1D [BNSTCP]
5€ || sampleID [BNSTCR]
Page 12 of 466
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE

2. | Sample Type NASAL_SWAB

3. | Sample Collected? YES
Date of Collection:
Aug/21/2020

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

—

]

Aliquot
Please enter barcode for each aliquot.
5a|| sampleID [BN5TOF]
Page 13 of 466
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Header Text: 4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
Site No: 1039

Subject No: 10391010

Generated By: (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Aug/21/2020 10:59
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: RIGHT
7. | Route: INTRAMUSCULAR
8. | Actua 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?
Page 14 of 466
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1039

Subject No: 10391010
Generated By: (b) (4)

Form: REACTOGENICITY DIARY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

eCRF Audit Trail History

Reactogenicity Diary

1

Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS SUBJECT

*** Confidential***
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Header Text: 4591001

Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:02
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Sep/9/2020
2. | Erroneous Visit
Page 16 of 466
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Header Text: 4591001

Visit: V2_VAX2_ L

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: (b) (4)

Form: VITAL SIGNS- TEMP

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Vital Signs
1. | Date Sep/9/2020
Vital Signs Details
2.2 || Record Identifier: 1
Temperature: [37.0]
Unit: C
Temperature L ocation: ORAL CAVITY
Page 17 of 466
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Header Text: 4591001

Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010

Generated By: (b) (4)

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

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/9/2020
4. | If no sample was collected or sample |[ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sampleID [BN5T3Z]
Page 18 of 466
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Header Text: 4591001

Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:04
Site No: 1039

Subject No: 10391010

Generated By: (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Sep/9/2020 12:54
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: RIGHT
7. | Route: INTRAMUSCULAR
8. | Actua 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?
Page 19 of 466
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Header Text: 4591001

Visit: V3_MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:02
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Oct/8/2020
2. | Erroneous Visit
Page 20 of 466
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject No: 10391010 Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE

2. | Sample Type SERUM

3. | Sample Collected? YES
Date of Collection:
Oct/8/2020

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

Aliquot

Please enter barcode for each aliquot.

Sa || sample D [BPW3CF]
5b || sample D [BPW3CG]
5 || sample ID [BPW3CH]
5d || sample 1D [BRV169]
5€ || sampleID [BRV16T]

Page 21 of 466
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Header Text: 4591001

Visit: V4_MONTH6_L

Form Version: 22-Apr-2020 21:02
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Date of Visit

1. | Date of Visit /!

2. | Erroneous Visit

Page 22 of 466
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Header Text: 4591001

Visit: V4 MONTH®6_L

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010
Generated By: (b) (4)

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

Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Electronic Sample Tracking

1. | Data Origin

Sample Type

2
3. | Sample Collected?
4

was nhot collected according to
protocol, please provide reason:

If no sample was collected or sample

—

]

Aliquot

Please enter barcode for each aliquot.

>. Sample ID

*** Confidential***
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Header Text: 4591001

Visit: V5_MONTH12_L

Form Version: 22-Apr-2020 21:02
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Date of Visit

1. | Date of Visit /!

2. | Erroneous Visit

Page 24 of 466

*** Confidential***
FDA-CBER-2021-5683-0905274




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: 4591001

Visit: V5 MONTH12_L

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010
Generated By: (b) (4)

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

Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Electronic Sample Tracking

1. | Data Origin

Sample Type

2
3. | Sample Collected?
4

was nhot collected according to
protocol, please provide reason:

If no sample was collected or sample

—

]

Aliquot

Please enter barcode for each aliquot.

>. Sample ID

*** Confidential***
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Header Text: 4591001

Visit: V6_MONTH24_L

Form Version: 22-Apr-2020 21:02
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Date of Visit

1. | Date of Visit /!

2. | Erroneous Visit

Page 26 of 466
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Header Text: 4591001

Visit: V6_MONTH24 L

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010
Generated By: (b) (4)

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

Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Electronic Sample Tracking

1. | Data Origin

Sample Type

2
3. | Sample Collected?
4

was nhot collected according to
protocol, please provide reason:

If no sample was collected or sample

—

]

Aliquot

Please enter barcode for each aliquot.

>. Sample ID

*** Confidential***
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Header Text: c4591001

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

Sep/10/2020

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit

1. | Date of Visit

Sep/10/2020 Comments

2. | Erroneous Visit

ERRONEOQUSVISIT

COVID-19 IlIness Visit

3. | COVID-19 llIness Visit:

COVID_A

Page 28 of 466
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Header Text: c4591001

Sep/10/2020

Form Version: 21-Aug-2020 02:52
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Form Comments
eCRF Audit Trail History

Signsand Symptoms

*** Confidential***

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

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

Sep/10/2020

Form Version: 21-Aug-2020 02:52
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

4h || symptoms: DIARRHEA

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

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

[]
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Site No: 1039
Subject No: 10391010
Generated By: (b) (4)

Form Version: 06-Jul-2020 21:54

Form: MICROBIOLOGY SPECIMEN

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

*** Confidential***

# Date of Collecti | Specimen Ty | Specimen C_ollectlon Loca | Assay Cod(_e and Descrip Device Type | Form Instance
on pe tion tion
1. | Not Applicable | Not Applicabl | Not Applicable Not Applicable Not Applicab Repeating
e le Pages
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Header Text: c4591001

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

Sep/10/2020

Form Version: 06-Jul-2020 21:54
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

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

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
Sep/10/2020

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

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

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Sep/10/2020

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION
Sep/10/2020

Form Version: 21-Aug-2020 02:50
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Form Comments
eCRF Audit Trail History

Health Care Utilization

*** Confidential***

1a || physician or Healthcare SPECIALIST

Professional:

Occurrence of Visits or Contacts: Not Applicable Comments
1b Physician or Heslthcare EMERGENCY ROOM

Professional:

Occurrence of Visits or Contacts: Not Applicable Comments
L¢ || physician or Healthcare PRIMARY CARE PHYSICIAN

Professional:

Occurrence of Visits or Contacts: Not Applicable Comments
Ld || prysician or Healthcare URGENT CARE

Professional:

Occurrence of Visits or Contacts: Not Applicable Comments
1e || physician or Healthcare TELEPHONE CONSULTATION

Professional:

Occurrence of Visits or Contacts: Not Applicable Comments
1f Physician or Healthcare OTHER

Professional:

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

[]
Health Care Utilization
3. | Has the subject been hospitalized due | Not Applicable Comments
to potential COVID-19 ilIness?
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:53
Site No: 1039

Subject No: 10391010
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Treatment | dentif

Con Non-Drug Treatments Pre-spe

# - Treatment Treatment Start Date | Form Instance
ier cified
1. | Not Applicable Not Applicable Not Applicabl | Not Applicabl | Not Applicab Repeating
e e le Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: RESPIRATORY TREATMENT
Sep/10/2020

Form Version: 06-Jul-2020 21:53
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

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 Visiton Form: ILLNESS DETAILS

Sep/10/2020

Form Version: 06-Jul-2020 21.:52
Site No: 1039

Subject No: 10391010
Generated By:  (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Form Comments
eCRF Audit Trail History

IlIness Details
1. | Category of Clinical Event: Not Applicable Comments
2. | Was adiagnosis obtained for Not Applicable Comments
Potential COVID-19 IlIness?
3. | Toxicity Grade: Not Applicable Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 17-Jul-2020 21:55
Site No: 1039

Subject No: 10391010
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

# | Category of Clinical Event:

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

1. | Not Applicable

Not Applicable Not Applicable Not Applicable | Repeating Pages

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ILLNESS DETAILS - SEVERE
Sep/10/2020

Form Version: 17-Jul-2020 21:55
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

I1Iness Details

1. | Category of Clinical Event: Not Applicable Comments

2. | Subcategory of Clinical Event: Not Applicable Comments

3. | Was adiagnosis obtained? Not Applicable Comments

4. | Toxicity Grade: Not Applicable Comments
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Site No: 1039
Subject No: 10391010
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:49

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

*** Confidential***

Category for La | Vendor Na | Collection | Specimen Form Instanc
# b Test me Date: Type Lab Result e
1. | Not Applicable | Not Applic | Not Applica | Not Applic Sponsor-Defined 1d Repeating
able ble able o Test: Result: Pages
entifier rages
Not Applicable Not Do |Not Applic
ne able
Not Applicable Not Do |Not Applic
ne able
Not Applicable Not Do |Not Applic
ne able
Not Applicable Not Do |Not Applic
ne able
Not Applicable Not Do | Not Applic
ne able
Not Applicable Not Do |Not Applic
ne able
Not Applicable Not Do |Not Applic
ne able
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Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

Lab Chemistry Details

1. | Lab Pand: Not Applicable Comments
2. | Laboratory Name and Address Not Applicable Comments
[]
3. | Collection Date: Not Applicable Comments
1
4. | Specimen Type: Not Applicable Comments
Lab Result
5a Sponsor 1D: Not Applicable Comments
[]
Test: C Reactive Protein_PX329
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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*** Confidential***

Header Text: 4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Sep/10/2020
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5b Sponsor 1D: Not Applicable Comments
[]
Test: Alanine Aminotransferase_PX30
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
5c Sponsor 1D: Not Applicable Comments
[]
Test: Aspartate Aminotransferase PX28
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

5d Sponsor 1D: Not Applicable Comments

[]

Test: Alkaline Phosphatase_PX35

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit

Se Sponsor 1D: Not Applicable Comments

[]

Test: Bilirubin_PX21

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

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

Header Text: 4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Sep/10/2020
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
St Sponsor 1D: Not Applicable Comments
[]
Test: Blood Urea Nitrogen_PX47
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
59 Sponsor 1D: Not Applicable Comments
[]
Test: Creatinine_PX48
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1
Form Version: 21-Aug-2020 02:51

Site No: 1039
Subject No: 10391010
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1039) ARC Clinical Research at Wilson Parke

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

Category for L | Vendor Name (D | Collection | Specimen Form Instanc
1 abTest ERIVED) Date: Type Lab Result e
1. | Not Applicable | Not Applicable Not Applic | Not Applic Sponsor-Defined Repeating

able able dentifier | o | Result Pages
Not Applicable Not D |Not Appli
one cable
Not Applicable Not D |Not Appli
one cable
Not Applicable Not D |Not Appli
one cable
Not Applicable Not D | Not Appli
one cable
Not Applicable Not D |Not Appli
one cable
Not Applicable Not D |Not Appli
one cable
Not Applicable Not D |Not Appli
one cable
Not Applicable Not D |Not Appli
one cable
Not Applicable Not D |Not Appli
one cable
Not Applicable Not D |Not Appli
one cable
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Header Text: c4591001

Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

L aboratory Data Hematology

*** Confidential***

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

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

Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

5b Sponsor 1D: Not Applicable Comments

[]

Test: Hematocrit_PX2

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit

5c Sponsor 1D: Not Applicable Comments

[]

Test: Erythrocytes PX3

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

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

Header Text: 4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology
Sep/10/2020
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5d Sponsor 1D: Not Applicable Comments
[]
Test: Platelets PX5
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
Se Sponsor 1D: Not Applicable Comments
[]
Test: Leukocytes PX7
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
Page 49 of 466

FDA-CBER-2021-5683-0905299




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

St Sponsor 1D: Not Applicable Comments
[]
Test: Neutrophils_PX608
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
59 Sponsor 1D: Not Applicable Comments
[]
Test: Eosinophils PX609
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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*** Confidential***

Header Text: 4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology
Sep/10/2020
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5h Sponsor 1D: Not Applicable Comments
[]
Test: Monocytes PX612
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
Si Sponsor 1D: Not Applicable Comments
[]
Test: Basophils PX610
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology
Sep/10/2020

Form Version: 21-Aug-2020 02:51

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

5] Sponsor ID: Not Applicable Comments
[]
Test: Lymphocytes PX611
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: 4591001
Visit: POT_COVID_ILL 1

Form Version: 21-Aug-2020 02:50
Site No: 1039

Subject No: 10391010
Generated By: (b) (4)

Form: VITAL SIGNS- COVID

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

*** Confidential***

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

Sep/10/2020

Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen, Verified

Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

Vital Signs

1. | Date: Not Applicable Comments

1

Vital Signs Details

090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

22| Record Identifier: Not Applicable

1

Systalic: Not Applicable Comments
[]

Diastolic: Not Applicable Comments
[]

Respiratory Ratein Not Applicable Comments

respirations/minute:
[]

Heart Rate in beats/minute; Not Applicable Comments
[]
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Site No: 1039

Header Text: 4591001
Visit: POT_COVID_ILL 1
Form Version: 21-Aug-2020 02:51

Subject No: 10391010
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

*** Confidential***

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

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: VITAL SIGNS - PULSE OX ROOM AIR
Sep/10/2020

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

Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

Vital Signs

1. | Date: Not Applicable Comments

1

Vital Signs Details

090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

22| Record Identifier: Not Applicable
1
SPO2 Pulse Oximetry % Not Applicable Comments
[]
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:52
Site No: 1039

Subject No: 10391010
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

# | Date Time of Assessment

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

1. [ Not Applicable

Not Applicable Not Applicable Repeating Pages

*** Confidential***
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Header Text: c4591001

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

Sep/10/2020

Form Version: 06-Jul-2020 21:52
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

Oxygenation Parameters

1. | Date Time of Assessment: Not Applicable Comments
1
2. | Arterial Blood Gases PaO2 (mmHg): | Not Applicable Comments
[]
3. | FiO2 (Fraction of Inhaled Oxygen): | Not Applicable Comments
[]
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:55
Site No: 1039

Subject No: 10391010
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

*** Confidential***

Sponsor-Defined 1d | Category for Medi | Concomitant Medications Pr | Name of Medic Form Instanc
# o . o . Start Date
entifier cation e-specified ation e
1. | Not Applicable Not Applicable Not Applicable Not Applicable | Not Applic Repeating
able Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Sep/10/2020

Form Version: 06-Jul-2020 21:55
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

Concomitant Medications

1. | What isthe medication identifier? Not Applicable Comments
[]
2. | Category: Not Applicable Comments
3. | Concomitant Medications Not Applicable Comments
Pre-specified:
4. | Medication: Not Applicable Comments
Provide the complete 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. | Start Date: Not Applicable Comments
1
6. | Ongoing? Not Applicable Comments
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Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:53
Site No: 1039

Subject No: 10391010
Generated By: (b) (4)

Form: IMAGING

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

*** Confidential***

# Date of Assessment L ocation of Assessment Imaging M ethod Overall Assessment Form Instance
1. [ Not Applicable Not Applicable Not Applicable Not Applicable Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: IMAGING

Sep/10/2020

Form Version: 06-Jul-2020 21:53
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

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

Visit

Form Version: 22-Apr-2020 21:04
Site No: 1039

Subject No: 10391010

Generated By: (b) (4)

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

Form Status: Not Started

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Date of Visit

1. | Date of Visit

1

2. | Erroneous Visit

COVID-19 IllIness Visit

3. | COVID-19 llIness Visit:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_CONVA - New Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Visit

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form Status: Not Started

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

—

]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

[]
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Dec/09/2020

Form Version: 22-Apr-2020 21:02
Site No: 1039

Subject No: 10391010
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Dec/9/2020
2. | Erroneous Visit
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Dec/09/2020

Form Version: 22-Apr-2020 21:04
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: UNPLANNED VISIT

Form Status. Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

eCRF Audit Trail History

Unplanned Assessments

1. | Assessments

CONTACT OUTCOME
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Dec/09/2020

Form Version: 22-Apr-2020 21:04
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: CONTACT OUTCOME - UNPLANNED

Form Status. Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

eCRF Audit Trail History

Contact Outcome

1. | Contact Type:

TELEPHONE VISIT

2. | Was contact made?

YES

Date of Contact:
Dec/9/2020

Contact Outcome:
VISIT NOT ARRANGED, REACTION NO LONGER PRESENT

3. | Comments:;

[Patient's wife contacted the clinic on 09Dec2020 ti report subject died. SAE
submitted.]

*** Confidential***
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Header Text: 4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: DISPOSITION - TREATMENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Completion/Discontinuation | Oct/8/2020
/Degth :
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: 1039

Subject No: 10391010

Generated By: (b) (4)

Form: DISPOSITION - FOLLOW-UP

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Follow-Up

*** Confidential***

1. | Date of Completion/Discontinuation | Nov/18/2020
/Degth :
2. | Phase of Disposition: FOLLOW-UP
3. | Status: DEATH
4. | Specify Status: []
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form Version: 10-Oct-2020 15:57

Site No: 1039
Subject No: 10391010
Generated By: (b) (4)

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Date of Visit
1. | Date of Visit /!
2. | Erroneous Visit

COVID-19 Repeat Swab

3.

COVID-19 Repeat Swab:
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Header Text: c4591001

Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1039

Subject No: 10391010
Generated By:  (b) (4)

Visit: POT_COVID_REPEAT_SWAB - New

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Status: Not Started

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

—

]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

[]

*** Confidential***
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Header Text: 4591001
Visit: Logs

Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

4 Category AE I_dentl Adverse Event Start Date IstheAdversg Event Still | Form Instanc
fier Ongoing e
1. | ADVERSEEV |1 injection site pain Sep/9/2020 19:00 | NO Repeating
ENT End Date Time: Pages
Sep/11/2020 UNK:UNK
2. |ADVERSEEV |2 right arm bruising Aug/21/2020 11:0 |NO Repeating
ENT 0 End Date Time: Pages
Sep/2/2020 11:00
3.|ADVERSEEV |3 INJECTION SITE PAIN Aug/21/202019:0 |NO Repeating
ENT 0 End Date Time: Pages
Aug/23/2020 12:00
4. | ADVERSEEV |4 FEVER Sep/10/2020 07:00 | NO Repeating
ENT End Date Time: Pages
Sep/10/2020 19:00
5.|ADVERSEEV |5 arthroscloratic cardiovascul | Nov/18/2020 UN | NO Repeating
ENT ar disease K:UNK End Date Time: Pages
Nov/18/2020 UNK:UN
K
6. | ADVERSEEV |6 hypertensive cardiovascula | Nov/18/2020 UN | NO Repeating
ENT r disease K:UNK End Date Time: Pages
Nov/18/2020 UNK:UN
K
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [1]
3. | Adverse Event: [injection site pain]

(If possible specify diagnosis, not
individual symptoms)

4. | Start Date Time: Sep/9/2020 19:00

5. | Isthe adverse event still ongoing? NO
End Date Time:
Sep/11/2020 UNK:UNK

6. | Toxicity Grade: 2

7. | Isthe adverse event serious? NO

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;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

8. | Isthis adverse event the result of a NO
study Medication Error?

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

9. | Isthisevent related to study RELATED
treatment:

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:

11. | Was a Concomitant Medication NO
given?

12. | Was aNon-Drug Treatment given? NO

13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?:
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Header Text: 4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Locked, Frozen

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

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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*** Confidential***

Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. | AEID: [2]
3. | Adverse Event: [right arm bruising]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Aug/21/2020 11:00
5. | Isthe adverse event still ongoing? NO
End Date Time:
Sep/2/2020 11:00
6. | Toxicity Grade: 1
7. | Isthe adverse event serious? NO
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;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).
8. | Isthis adverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. | Isthisevent related to study RELATED
treatment:
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication NO
given?
12. | Was aNon-Drug Treatment given? NO
Page 75 of 466

FDA-CBER-2021-5683-0905325




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: 4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

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

RECOVERED/RESOLVED

14. | Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. | Serious Adverse Event Number: For

Pfizer Use Only
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*** Confidential***

Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. | AEID: [3]
3. | Adverse Event: [INJECTION SITE PAIN]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Aug/21/2020 19:00
5. | Isthe adverse event still ongoing? NO
End Date Time:
Aug/23/2020 12:00
6. | Toxicity Grade: 1
7. | Isthe adverse event serious? NO
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;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).
8. | Isthis adverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. | Isthisevent related to study RELATED
treatment:
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication NO
given?
12. | Was aNon-Drug Treatment given? NO
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Header Text: 4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Locked, Frozen
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

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

RECOVERED/RESOLVED

14. | Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. | Serious Adverse Event Number: For

Pfizer Use Only
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*** Confidential***

Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. | AEID: [4]
3. | Adverse Event: [FEVER]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Sep/10/2020 07:00
5. | Isthe adverse event still ongoing? NO
End Date Time:
Sep/10/2020 19:00
6. | Toxicity Grade: 1
7. | Isthe adverse event serious? NO
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;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).
8. | Isthis adverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. | Isthisevent related to study RELATED
treatment:
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication YES
given?
12. | Was aNon-Drug Treatment given? NO
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Header Text: 4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

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

RECOVERED/RESOLVED

14. | Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. | Serious Adverse Event Number: For

Pfizer Use Only
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*** Confidential***

Header Text: 4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. | AEID: [5]
3. | Adverse Event: [arthroscloratic cardiovascular disease]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Nov/18/2020 UNK:UNK
5. | Isthe adverse event still ongoing? NO
End Date Time:
Nov/18/2020 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; I npatient YES
hospitalization or prolongation of
g)gilf?gaz?fj?g: ﬁ?;[/l /(i):;cazear;;;ent or Egj this serious event require or prolong hospitalization?
Congenital anomaly/birth defect;
Important medical event (i.e. may id thi ) it . anifi disabilitv/i o
jeopardize subject and may require ﬁl this serious event result in persistent or significant disability/incapacity?
medical/surgical intervention to o
prevent above outcomes).
Isthis serious event life threatening?
NO
Other medically important serious event
NO
8. | Isthis adverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. |Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[cardiovascular disease]
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Header Text: 4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

10. | Latest Action Taken with Study

NOT APPLICABLE

Treatment:
11. | Was a Concomitant Medication NO
given?
12. | Was aNon-Drug Treatment given? NO
13. | What was the outcome of this FATAL
adverse event?:
14. | Did the adverse event cause the YES
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For | [2020490602]
Pfizer Use Only
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Header Text: 4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. | AEID: [6]
3. | Adverse Event: [hypertensive cardiovascular disease]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Nov/18/2020 UNK:UNK
5. | Isthe adverse event still ongoing? NO
End Date Time:
Nov/18/2020 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; I npatient YES
hospitalization or prolongation of
existing hospitalization; Persistent or A . . P,
significant disability/incapacity: Egj this serious event require or prolong hospitalization?
Congenital anomaly/birth defect;
Important medical event (i.e. may id thi ) it . anifi disabilitv/i o
jeopardize subject and may require ﬁl this serious event result in persistent or significant disability/incapacity?
medical/surgical intervention to o
prevent above outcomes).
Isthis serious event life threatening?
NO
Other medically important serious event
NO
8. | Isthis adverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. |Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[cardiovascular disease]
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Header Text: 4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

10. | Latest Action Taken with Study

NOT APPLICABLE

Treatment:
11. | Was a Concomitant Medication NO
given?
12. | Was aNon-Drug Treatment given? NO
13. | What was the outcome of this FATAL
adverse event?:
14. | Did the adverse event cause the YES
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For | [2020490602]
Pfizer Use Only
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Header Text: c4591001
Visit: Logs
Form Version: 17-Jul-2020 21:54
Site No: 1039

Subject No: 10391010
Generated By: (b) (4)

Form: MEDICATION ERROR

Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

*** Confidential***

Categor | Medication Err | Start Da | Isthe medication error Still On | Study Medication ErrorsAc
# . - Form Instance
y or te going tion
1. Repeating
Pages
Page 85 of 466

FDA-CBER-2021-5683-0905335




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
Site No: 1039

Subject No: 10391010
Generated By:  (b) (4)

Form: MEDICATION ERROR
Form Status: Not Started

Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Medication Error

1. | Category:

2. | Medication Error (Type of [1
Medication Error):

3. | Start Date: I

4. | Isthe medication error still ongoing?

5. | Latest Action Taken with Study
Treatment:

6. | Was a Concomitant Medication
given?

7. | WasaNon-Drug Treatment given?

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

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

10. | Serious Adverse Event Number: For |[]

Pfizer Use Only
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Header Text: c4591001
Visit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010
Generated By:  (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS

Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

*** Confidential***

# Sponsor-Defined Ide | Category for Medi | Concomitant MedicationsPre | Name of Medic | Start D | Form Instanc
ntifier 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: 1039

Subject No: 10391010

Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Not Started

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Back to Form

Concomitant Medications

1

What is the medication identifier?

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

Date:

1
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Header Text: 4591001
Visit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

*** Confidential***

# Sponsor-Defined 1d | Category for Med | Concomitant Medications Pr | Nameof Medi | Dose Descri | Form Instanc
entifier ication e-specified cation ption e
1. Repeating
Pages
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Header Text: 4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Status: Not Started

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Back to Form

Concomitant Medications

1. | What isthe medication identifier? [

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. | Medication: [1
Provide the compl ete generic drug
name (including salt form, where
applicable). Where generic nameis
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

5. | Dose: [1

6. | Dose Unit:

7. | Dose Frequency:

8. | Route:

9. | Start Date: 1

10. | Ongoing?
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Header Text: 4591001

Visit: Logs

Form Version: 22-Apr-2020 21:02
Site No: 1039

Subject No: 10391010

Generated By: (b) (4)

Form: RADIATION TREATMENT

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

# | Category | Treatment | dentifier

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

1

Repeating Pages

*** Confidential***
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Header Text: 4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: RADIATION TREATMENT
Form Status: Not Started

Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Radiation Treatment

1

Category:

2.

What is the treatment |dentifier?

Concomitant Non-drug Treatment
Pre-specified:

Treatment:

Start Date:

1

Ongoing?
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Visit: Logs

Site No: 1039

Header Text: c4591001

Form Version: 22-Apr-2020 21:03

Subject No: 10391010
Generated By: (b) (4)

Form: TRANSFUSIONS

Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

#

Transfusion Type

Date of Transfusion

Form Instance

Repeating Pages

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:03

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Back to Form

1

Transfusion Type:

2.

Date of Transfusion:

1
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Visit: Unplanned Vaccination - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Date of Visit

1. | Date of Visit /!

2. | Erroneous Visit

*** Confidential***
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Header Text: 4591001
Visit: Unplanned Vaccination - Unscheduled

Form Version: 20-Feb-2021 02:16

Site No: 1039
Subject No: 10391010
Generated By: (b) (4)

Form: VITAL SIGNS- TEMP
Form Status: Not Started

Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Vital Signs

1

Date:

1

Vital Signs Details

2.

Record Identifier:

Temperature:

Unit:

Temperature Location:
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Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Dec-2020 02:26
Site No: 1039

Subject No: 10391010

Generated By: (b) (4)

Form: VACCINATION

Form Status: Not Started

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Vaccination

1

Was there atemporary delay of
vaccination?

Treatment Name

Formulation:

Dose Date Time:

1

Anatomical Location:

Body Side:

Route:

Actual Dose:

|| Nl M~ w|DN

Unit:

=
©

Timeframe Subject Was Observed

Ay
=

Was the subject observed for at |east
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: 1039

Subject No: 10391010

Generated By: (b) (4)

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [
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Header Text: c4591001

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

Site No: 1039

Subject No: 10391010

Generated By: (b) (4)

Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [

*** Confidential***
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02

Site No: 1039

Subject No: 10391010
Generated By:  (b) (4)

Form Status: Not Started

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

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

Form Version: 14-Jan-2021 02:29
Site No: 1039

Subject No: 10391010
Generated By: (b) (4)

Visit: V201_SURVEIL_CONSENT - Unscheduled Form: INFORMED CONSENT - ASY MPTOMATIC SURVEILLANCE

Form Status: Not Started

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Informed Consent - Asymptomatic Surveillance

1. | Consent Was.
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Visit: V201_SURVEIL_CONSENT - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010

Generated By: (b) (4)

Form Status: Not Started

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Electronic Sample Tracking

1

Data Origin

Sample Type

Sample Collected?

2
3.
4

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

—

]

Aliquot

Please enter barcode for each aliquot.

5.

SampleID
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Header Text: c4591001

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010
Generated By: (b) (4)

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

Form Status: Not Started

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Electronic Sample Tracking

1. | Data Origin

Sample Type

2
3. | Sample Collected?
4

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

—

]

Aliquot

Please enter barcode for each aliquot.

>. Sample ID

*** Confidential***
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1039

Subject No: 10391010

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Date of Visit

1. | Date of Visit

1

2. | Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: FURTHER VACCINATION CONFIRMATION

Form Status: Not Started

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Further Vaccination Confirmation

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

*** Confidential***
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: TREATMENT UNBLINDED
Form Status: Not Started

Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Treatment Unblinded

1. | Date Treatment Unblinded :

1

2. | Primary Reason for Unblinding:
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Header Text: 4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010

Generated By: (b) (4)

Form: WITHDRAWAL OF CONSENT
Form Status: Not Started

Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Withdrawal Of Consent

1. | Withdrawal of Consent Date : 1

*** Confidential***
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Header Text: 4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010

Generated By: (b) (4)

Form: DEATH DETAILS CODED

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

eCRF Audit Trail History
Death Details
1. | Date of Collection/ Notification of Dec/9/2020
Death:
Cause of Death
22| | Cause of Desth Status: PRIMARY CAUSE OF DEATH
Cause of Degth: [Arthrosclorative cardiovascular disease]
2b || cause of Desth Status: SECONDARY CAUSE OF DEATH
Cause of Dezth: [hypertensive cardiovascular disease]
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Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010
Generated By: (b) (4)

Form: SUBJECT STATUS

Form Status: Data Complete, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Subject Status
1. | Subject Status DISCONTINUED
2. | Subject Status Date Nov/18/2020
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Header Text: c4591001

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

Site No: 1039

Subject No: 10391010

Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM

Form Status: Data Complete, Signed, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature

Click Hereto Enable
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Header Text: 4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

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

Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject No: 10391010 Subject Initials: ---

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

Audit Trail

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

e CRF_Sign

Name Signature Date Type Action
Meaning

Gretchen Crook | Approved Jan-21-2021 15:03:34 (UTC-06:00) Central Time |BOOK Signed

(US & Canada)
Affidavit:

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

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

To this| do attest by supplying my user name and password and clicking the button marked Submit below.
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

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

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item

Date

User

Comment

Form

Aug-21-2020 12:15:29 (UTC-06:00) Central Time |(b) (@); (b) (6)

(US & Canada)

Not Applicable
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: 4591001

Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

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

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item

Date

User

Comment

1

Sep-17-2020 14:41:51 (UTC-06:00) Central Time
(US & Canada)

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

Entered in error. no covid illness performed
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:52
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

Form | Sep-21-2020 14:58:47 (UTC-06:00) Central Time |(b) (4), (b) (6)

(US & Canada)

Entered in error, no COVID llIness Visit
performed.

Not Applicable
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: 4591001

Visit: POT_COVID_ILL 1

Form Version: 21-Aug-2020 02:52
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - Comments
Form Status. Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

*** Confidential***

Item | Date User Comment
1 Sep-21-2020 14:58:47 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 21-Aug-2020 02:52
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - Comments
Form Status. Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
2 Sep-21-2020 14:58:47 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: 4591001

Visit: POT_COVID_ILL 1

Form Version: 21-Aug-2020 02:52
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - Comments
Form Status. Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

*** Confidential***

Item | Date User Comment
3 Sep-21-2020 14:58:47 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - Comments
Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Frozen, Verified

Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject No: 10391010 Subject Initials: ---

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

Back to Form

090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Item | Date User Comment
4a | Sep-21-2020 14:58:47 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - Comments
Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Frozen, Verified

Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject No: 10391010 Subject Initials: ---

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

Back to Form

Item | Date User Comment
4b | Sep-21-2020 14:58:47 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - Comments
Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Frozen, Verified

Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject No: 10391010 Subject Initials: ---

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

Back to Form

090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Item | Date User Comment
4.c | Sep-21-2020 14:58:47 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - Comments
Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Frozen, Verified

Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject No: 10391010 Subject Initials: ---

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

Back to Form

Item | Date User Comment
4.d | Sep-21-2020 14:58:47 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - Comments
Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Frozen, Verified

Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject No: 10391010 Subject Initials: ---

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

Back to Form

090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Item | Date User Comment
4.e | Sep-21-2020 14:58:47 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: 4591001

Visit: POT_COVID_ILL 1

Form Version: 21-Aug-2020 02:52
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - Comments
Form Status. Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

*** Confidential***

Item | Date User Comment
4f | Sep-21-2020 14:58:47 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - Comments
Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Frozen, Verified

Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject No: 10391010 Subject Initials: ---

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

Back to Form

090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Item | Date User Comment
4.9 | Sep-21-2020 14:58:47 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - Comments
Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Frozen, Verified

Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject No: 10391010 Subject Initials: ---

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

Back to Form

Item | Date User Comment
4.h | Sep-21-2020 14:58:47 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 21-Aug-2020 02:52
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - Comments
Form Status. Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
4. Sep-21-2020 14:58:47 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - Comments
Sep/10/2020

Form Version: 06-Jul-2020 21:54
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
Form | Sep-21-2020 14:59:02 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
Form | Sep-17-2020 13:03:48 (UTC-06:00) Centra Time |/(b) (4), (b) (6)
(US & Canada)
Form | Sep-11-2020 12:34:06 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Applicable
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - Comments
Sep/10/2020

Form Version: 06-Jul-2020 21:54
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
1 Sep-21-2020 14:59:02 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
1 Sep-17-2020 13:03:48 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
1 Sep-11-2020 12:34:06 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Applicable

(US & Canada)
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - Comments
Sep/10/2020

Form Version: 06-Jul-2020 21:54
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
2 Sep-21-2020 14:59:02 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
2 Sep-17-2020 13:03:48 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
2 Sep-11-2020 12:34:06 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Applicable
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - Comments
Sep/10/2020

Form Version: 06-Jul-2020 21:54
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
3 Sep-21-2020 14:59:02 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
3 Sep-17-2020 13:03:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
3 Sep-11-2020 12:34:06 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Applicable

(US & Canada)

Page 130 of 466

*** Confidential***
FDA-CBER-2021-5683-0905380




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - Comments
Sep/10/2020

Form Version: 06-Jul-2020 21:54
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
4 Sep-21-2020 14:59:02 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
4 Sep-17-2020 13:03:48 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
4 Sep-11-2020 12:34:06 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Applicable
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - Comments
Sep/10/2020

Form Version: 06-Jul-2020 21:54
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
5 Sep-21-2020 14:59:02 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5 Sep-17-2020 13:03:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5 Sep-11-2020 12:34:06 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Applicable

(US & Canada)
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - Comments
Sep/10/2020

Form Version: 06-Jul-2020 21:54
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
6 Sep-21-2020 14:59:02 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
6 Sep-17-2020 13:03:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
6 Sep-11-2020 12:34:06 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Applicable
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FDA-CBER-2021-5683-0905383




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - Comments
Sep/10/2020

Form Version: 06-Jul-2020 21:54
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
7 Sep-21-2020 14:59:02 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
7 Sep-17-2020 13:03:48 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
7 Sep-11-2020 12:34:06 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Applicable

(US & Canada)
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - Comments
Sep/10/2020

Form Version: 06-Jul-2020 21:54
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
8 Sep-21-2020 14:59:02 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
8 Sep-17-2020 13:03:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
8 Sep-11-2020 12:34:06 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - Comments
Sep/10/2020

Form Version: 06-Jul-2020 21:54
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
9 Sep-21-2020 14:59:02 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
9 Sep-17-2020 13:03:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
9 Sep-11-2020 12:34:06 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Applicable

(US & Canada)
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Header Text: c4591001

Sep/10/2020

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

(US & Canada)

Form | Sep-21-2020 14:59:18 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit
performed.

Not Applicable

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
1 Sep-21-2020 14:59:18 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
Page 138 of 466

*** Confidential***
FDA-CBER-2021-5683-0905388




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Header Text: c4591001
Visit: POT_COVID_ILL 1

Comments

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

*** Confidential***

Item | Date User Comment
2 Sep-21-2020 14:59:18 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
Page 139 of 466

FDA-CBER-2021-5683-0905389




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
3 Sep-21-2020 14:59:18 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
Page 140 of 466
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FDA-CBER-2021-5683-0905390




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Header Text: c4591001
Visit: POT_COVID_ILL 1

Comments

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

*** Confidential***

Item | Date User Comment
4 Sep-21-2020 14:59:18 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
Page 141 of 466

FDA-CBER-2021-5683-0905391




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - Comments
Sep/10/2020

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
Form | Sep-21-2020 14:59:30 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
Form | Sep-17-2020 13:04:12 (UTC-06:00) Centra Time |/(b) (4), (b) (6)
(US & Canada)
Form | Sep-14-2020 09:11:28 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done
(US & Canada)
Form | Sep-11-2020 12:34:22 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Applicable

(US & Canada)

Page 142 of 466

*** Confidential***
FDA-CBER-2021-5683-0905392




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: 4591001

Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

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

Site Name: (1039) ARC Clinical Research at Wilson Parke

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

Back to Form

(US & Canada)

Item | Date User Comment
1 Sep-21-2020 14:59:30 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
1 Sep-17-2020 13:04:12 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
1 Sep-14-2020 09:11:28 (UTC-06:00) Centra Time  |(b) (4), (b) (6) Not Done
(US & Canada)
1 Sep-11-2020 12:34:22 (UTC-06:00) Central Time | (b) (4), (b) (6) Not Applicable
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*** Confidential***

FDA-CBER-2021-5683-0905393




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

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

Site Name: (1039) ARC Clinical Research at Wilson Parke

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

Back to Form

Item | Date User Comment
2 Sep-21-2020 14:59:30 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
2 Sep-17-2020 13:04:12 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
2 Sep-14-2020 09:11:28 (UTC-06:00) Centra Time  |(b) (4), (b) (6) Not Done
(US & Canada)
2 Sep-11-2020 12:34:22 (UTC-06:00) Central Time | (b) (4), (b) (6) Not Applicable

(US & Canada)

Page 144 of 466

*** Confidential***
FDA-CBER-2021-5683-0905394




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: 4591001

Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

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

Site Name: (1039) ARC Clinical Research at Wilson Parke

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

Back to Form

(US & Canada)

Item | Date User Comment
3 Sep-21-2020 14:59:30 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
3 Sep-17-2020 13:04:12 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
3 Sep-14-2020 09:11:28 (UTC-06:00) Centra Time  |(b) (4), (b) (6) Not Done
(US & Canada)
3 Sep-11-2020 12:34:22 (UTC-06:00) Central Time | (b) (4), (b) (6) Not Applicable
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*** Confidential***

FDA-CBER-2021-5683-0905395




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

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

Site Name: (1039) ARC Clinical Research at Wilson Parke

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

Back to Form

Item | Date User Comment
4 Sep-21-2020 14:59:30 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
4 Sep-17-2020 13:04:12 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
4 Sep-14-2020 09:11:28 (UTC-06:00) Centra Time  |(b) (4), (b) (6) Not Done
(US & Canada)
4 Sep-11-2020 12:34:22 (UTC-06:00) Central Time | (b) (4), (b) (6) Not Applicable

(US & Canada)
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FDA-CBER-2021-5683-0905396




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Sep/10/2020

Form Version: 21-Aug-2020 02:50
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

(US & Canada)

Form | Sep-21-2020 15:00:10 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit
performed.

Not Applicable

*** Confidential***

Page 147 of 466
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 21-Aug-2020 02:50
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status. Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

la |Sep-21-2020 15:00:10 (UTC-06:00) Central Time |(b) (4), (b) (6)

(US & Canada)

Entered in error, no COVID llIness Visit
performed.

Not Applicable

Page 148 of 466

*** Confidential***
FDA-CBER-2021-5683-0905398




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 21-Aug-2020 02:50
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status. Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

(US & Canada)

1b |Sep-21-2020 15:00:10 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit
performed.

Not Applicable

*** Confidential***
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FDA-CBER-2021-5683-0905399




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 21-Aug-2020 02:50
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status. Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

lc |Sep-21-2020 15:00:10 (UTC-06:00) Central Time |(b) (4), (b) (6)

(US & Canada)

Entered in error, no COVID llIness Visit
performed.

Not Applicable

Page 150 of 466

*** Confidential***
FDA-CBER-2021-5683-0905400




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 21-Aug-2020 02:50
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status. Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

(US & Canada)

1.d |Sep-21-2020 15:00:10 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit
performed.

Not Applicable

*** Confidential***
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 21-Aug-2020 02:50
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status. Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

le |Sep-21-2020 15:00:10 (UTC-06:00) Central Time |(b) (4), (b) (6)

(US & Canada)

Entered in error, no COVID llIness Visit
performed.

Not Applicable

Page 152 of 466

*** Confidential***
FDA-CBER-2021-5683-0905402




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 21-Aug-2020 02:50
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status. Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item

Date

User

Comment

1f

Sep-21-2020 15:00:10 (UTC-06:00) Central Time
(US & Canada)

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

Entered in error, no COVID llIness Visit
performed.

Not Applicable
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FDA-CBER-2021-5683-0905403




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 21-Aug-2020 02:50
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status. Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
2 Sep-21-2020 15:00:10 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 21-Aug-2020 02:50
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status. Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

*** Confidential***

Item | Date User Comment
3 Sep-21-2020 15:00:10 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Sep/10/2020

Form Version: 06-Jul-2020 21:53
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
Form | Sep-21-2020 15:00:26 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
Form | Sep-17-2020 13:06:36 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
Form | Sep-11-2020 12:34:40 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Applicable

(US & Canada)

Page 156 of 466

*** Confidential***
FDA-CBER-2021-5683-0905406




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Sep/10/2020

Form Version: 06-Jul-2020 21:53
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
1 Sep-21-2020 15:00:26 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
1 Sep-17-2020 13:06:36 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
1 Sep-11-2020 12:34:40 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Applicable

Page 157 of 466

*** Confidential***

FDA-CBER-2021-5683-0905407




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Sep/10/2020

Form Version: 06-Jul-2020 21:53
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
2 Sep-21-2020 15:00:26 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
2 Sep-17-2020 13:06:36 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
2 Sep-11-2020 12:34:40 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Applicable

(US & Canada)

Page 158 of 466

*** Confidential***
FDA-CBER-2021-5683-0905408




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Sep/10/2020

Form Version: 06-Jul-2020 21:53
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
3 Sep-21-2020 15:00:26 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
3 Sep-17-2020 13:06:36 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
3 Sep-11-2020 12:34:40 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Applicable

Page 159 of 466

*** Confidential***

FDA-CBER-2021-5683-0905409




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Sep/10/2020

Form Version: 06-Jul-2020 21:53
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
4 Sep-21-2020 15:00:26 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
4 Sep-17-2020 13:06:36 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
4 Sep-11-2020 12:34:40 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Applicable

(US & Canada)
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FDA-CBER-2021-5683-0905410




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Sep/10/2020

Form Version: 06-Jul-2020 21:53
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
5 Sep-21-2020 15:00:26 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5 Sep-17-2020 13:06:36 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5 Sep-11-2020 12:34:40 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Applicable
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*** Confidential***

FDA-CBER-2021-5683-0905411




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Sep/10/2020

Form Version: 06-Jul-2020 21:53
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
6 Sep-21-2020 15:00:26 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
6 Sep-17-2020 13:06:36 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
6 Sep-11-2020 12:34:40 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Applicable

(US & Canada)
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Sep/10/2020

Form Version: 06-Jul-2020 21:52
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ILLNESS DETAILS - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

(US & Canada)

Form | Sep-21-2020 15:01:28 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit
performed.

Not Applicable

*** Confidential***
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:52
Site No: 1039

Subject No: 10391010
Generated By:  (b) (4)

Form: ILLNESS DETAILS - Comments

Form Status. Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item

Date

User

Comment

1

Sep-21-2020 15:01:28 (UTC-06:00) Central Time
(US & Canada)

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

Entered in error, no COVID llIness Visit
performed.

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:52
Site No: 1039

Subject No: 10391010
Generated By:  (b) (4)

Form: ILLNESS DETAILS - Comments

Form Status. Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

*** Confidential***

Item | Date User Comment
2 Sep-21-2020 15:01:28 (UTC-06:00) Central Time | (b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:52
Site No: 1039

Subject No: 10391010
Generated By:  (b) (4)

Form: ILLNESS DETAILS - Comments

Form Status. Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
3 Sep-21-2020 15:01:28 (UTC-06:00) Central Time | (b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
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Header Text: c4591001

Sep/10/2020

Form Version: 17-Jul-2020 21:55
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

Form | Sep-21-2020 15:01:45 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada)

(US & Canada) performed.
Not Applicable
Form | Sep-17-2020 13:06:02 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
Form | Sep-11-2020 12:34:53 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Applicable

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE - Comments
Sep/10/2020

Form Version: 17-Jul-2020 21:55
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
1 Sep-21-2020 15:01:45 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
1 Sep-17-2020 13:06:02 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
1 Sep-11-2020 12:34:53 (UTC-06:00) Centra 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: ILLNESS DETAILS - SEVERE - Comments
Sep/10/2020

Form Version: 17-Jul-2020 21:55
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
2 Sep-21-2020 15:01:45 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
2 Sep-17-2020 13:06:02 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
2 Sep-11-2020 12:34:53 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE - Comments
Sep/10/2020

Form Version: 17-Jul-2020 21:55
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
3 Sep-21-2020 15:01:45 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
3 Sep-17-2020 13:06:02 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
3 Sep-11-2020 12:34:53 (UTC-06:00) Centra 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: ILLNESS DETAILS - SEVERE - Comments
Sep/10/2020

Form Version: 17-Jul-2020 21:55
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
4 Sep-21-2020 15:01:45 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
4 Sep-17-2020 13:06:02 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
4 Sep-11-2020 12:34:53 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Applicable

Page 171 of 466

*** Confidential***

FDA-CBER-2021-5683-0905421
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Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

Form | Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada) performed.
Not Applicable
Form | Sep-17-2020 13:05:35 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
Form | Sep-11-2020 12:35:09 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
1 Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
1 Sep-17-2020 13:05:35 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
1 Sep-11-2020 12:35:09 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
2 Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
2 Sep-17-2020 13:05:35 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
2 Sep-11-2020 12:35:09 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
3 Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
3 Sep-17-2020 13:05:35 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
3 Sep-11-2020 12:35:09 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
4 Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
4 Sep-17-2020 13:05:35 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
4 Sep-11-2020 12:35:09 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

5.a |Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada)

(US & Canada) performed.
Not Applicable
5.a |Sep-17-2020 13:05:35 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.a |Sep-11-2020 12:35:09 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

*** Confidential***
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Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

5.a |Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada) performed.
Not Applicable
5.a |Sep-17-2020 13:05:35 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.a |Sep-11-2020 12:35:09 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

5.a |Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada)

(US & Canada) performed.
Not Applicable
5.a |Sep-17-2020 13:05:35 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.a |Sep-11-2020 12:35:09 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

*** Confidential***
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Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

5.a |Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada) performed.
Not Applicable
5.a |Sep-17-2020 13:05:35 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.a |Sep-11-2020 12:35:09 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

5.b | Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada)

(US & Canada) performed.
Not Applicable
5b | Sep-17-2020 13:05:35 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
5b | Sep-11-2020 12:35:09 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

*** Confidential***
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Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

5.b | Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada) performed.
Not Applicable
5b | Sep-17-2020 13:05:35 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
5b | Sep-11-2020 12:35:09 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

5.b | Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada)

(US & Canada) performed.
Not Applicable
5b | Sep-17-2020 13:05:35 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
5b | Sep-11-2020 12:35:09 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

*** Confidential***
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Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

5.b | Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada) performed.
Not Applicable
5b | Sep-17-2020 13:05:35 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
5b | Sep-11-2020 12:35:09 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
5.c | Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5.c |Sep-17-2020 13:05:35 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.c | Sep-11-2020 12:35:09 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
5.c | Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5.c |Sep-17-2020 13:05:35 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.c | Sep-11-2020 12:35:09 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
5.c | Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5.c |Sep-17-2020 13:05:35 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.c | Sep-11-2020 12:35:09 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
5.c | Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5.c |Sep-17-2020 13:05:35 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.c | Sep-11-2020 12:35:09 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
5.d | Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5.d |Sep-17-2020 13:05:35 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.d | Sep-11-2020 12:35:09 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
5.d | Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5.d |Sep-17-2020 13:05:35 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.d | Sep-11-2020 12:35:09 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
5.d | Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5.d |Sep-17-2020 13:05:35 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.d | Sep-11-2020 12:35:09 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
5.d | Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5.d |Sep-17-2020 13:05:35 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.d | Sep-11-2020 12:35:09 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

5.e | Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada)

(US & Canada) performed.
Not Applicable
5.6 | Sep-17-2020 13:05:35 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.e | Sep-11-2020 12:35:09 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

*** Confidential***
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Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

5.e | Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada) performed.
Not Applicable
5.6 | Sep-17-2020 13:05:35 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.e | Sep-11-2020 12:35:09 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

5.e | Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada)

(US & Canada) performed.
Not Applicable
5.6 | Sep-17-2020 13:05:35 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.e | Sep-11-2020 12:35:09 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

*** Confidential***
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Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

5.e | Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada) performed.
Not Applicable
5.6 | Sep-17-2020 13:05:35 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.e | Sep-11-2020 12:35:09 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
5f | Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5f | Sep-17-2020 13:05:35 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5f | Sep-11-2020 12:35:09 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
5f | Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5f | Sep-17-2020 13:05:35 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5f | Sep-11-2020 12:35:09 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
5f | Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5f | Sep-17-2020 13:05:35 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5f | Sep-11-2020 12:35:09 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
5f | Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5f | Sep-17-2020 13:05:35 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5f | Sep-11-2020 12:35:09 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
5.9 |Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5.9 |Sep-17-2020 13:05:35 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.9 |Sep-11-2020 12:35:09 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

Page 201 of 466

*** Confidential***

FDA-CBER-2021-5683-0905451




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
5.9 |Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5.9 |Sep-17-2020 13:05:35 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.9 |Sep-11-2020 12:35:09 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
5.9 |Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5.9 |Sep-17-2020 13:05:35 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.9 |Sep-11-2020 12:35:09 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
5.9 |Sep-21-2020 15:01:59 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5.9 |Sep-17-2020 13:05:35 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.9 |Sep-11-2020 12:35:09 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

Form | Sep-21-2020 15:03:11 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada)

(US & Canada) performed.
Not Applicable
Form | Sep-17-2020 13:05:48 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
Form | Sep-11-2020 12:35:21 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
1 Sep-21-2020 15:03:11 (UTC-06:00) Centra Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
1 Sep-17-2020 13:05:48 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
1 Sep-11-2020 12:35:21 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done

(US & Canada)

Page 206 of 466

*** Confidential***
FDA-CBER-2021-5683-0905456




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
2 Sep-21-2020 15:03:11 (UTC-06:00) Centra Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
2 Sep-17-2020 13:05:48 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
2 Sep-11-2020 12:35:21 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
3 Sep-21-2020 15:03:11 (UTC-06:00) Centra Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
3 Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
3 Sep-11-2020 12:35:21 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done

(US & Canada)

Page 208 of 466

*** Confidential***
FDA-CBER-2021-5683-0905458




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
4 Sep-21-2020 15:03:11 (UTC-06:00) Centra Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
4 Sep-17-2020 13:05:48 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
4 Sep-11-2020 12:35:21 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done
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Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

5.a |Sep-21-2020 15:03:11 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada) performed.
Not Applicable
5.a |Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.a |Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

5.a |Sep-21-2020 15:03:11 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada)

(US & Canada) performed.
Not Applicable
5.a |Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.a |Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

*** Confidential***
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Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

5.a |Sep-21-2020 15:03:11 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada) performed.
Not Applicable
5.a |Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.a |Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

5.a |Sep-21-2020 15:03:11 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada)

(US & Canada) performed.
Not Applicable
5.a |Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.a |Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

*** Confidential***
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Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

5.b | Sep-21-2020 15:03:11 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada) performed.
Not Applicable
5b | Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5b | Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

5.b | Sep-21-2020 15:03:11 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada)

(US & Canada) performed.
Not Applicable
5b | Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5b | Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

*** Confidential***
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Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

5.b | Sep-21-2020 15:03:11 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada) performed.
Not Applicable
5b | Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5b | Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

5.b | Sep-21-2020 15:03:11 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada)

(US & Canada) performed.
Not Applicable
5b | Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5b | Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
5.c | Sep-21-2020 15:03:11 (UTC-06:00) Centra Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5.c |Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.c | Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
5.c | Sep-21-2020 15:03:11 (UTC-06:00) Centra Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5.c |Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.c | Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
5.c | Sep-21-2020 15:03:11 (UTC-06:00) Centra Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5.c |Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.c | Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
5.c | Sep-21-2020 15:03:11 (UTC-06:00) Centra Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5.c |Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.c | Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
5.d | Sep-21-2020 15:03:11 (UTC-06:00) Centra Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5.d |Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.d | Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
5.d | Sep-21-2020 15:03:11 (UTC-06:00) Centra Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5.d |Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.d | Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

Page 223 of 466

*** Confidential***

FDA-CBER-2021-5683-0905473




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
5.d | Sep-21-2020 15:03:11 (UTC-06:00) Centra Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5.d |Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.d | Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
5.d | Sep-21-2020 15:03:11 (UTC-06:00) Centra Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5.d |Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.d | Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done
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Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

5.e | Sep-21-2020 15:03:11 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada) performed.
Not Applicable
5. | Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.e |Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

5.e | Sep-21-2020 15:03:11 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada)

(US & Canada) performed.
Not Applicable
5. | Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.e |Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done
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Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

5.e | Sep-21-2020 15:03:11 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada) performed.
Not Applicable
5. | Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.e |Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

5.e | Sep-21-2020 15:03:11 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada)

(US & Canada) performed.
Not Applicable
5. | Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.e |Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done
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Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
5f | Sep-21-2020 15:03:11 (UTC-06:00) Centra Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5f | Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5f | Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
5f | Sep-21-2020 15:03:11 (UTC-06:00) Centra Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5f | Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5f | Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done
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Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
5f | Sep-21-2020 15:03:11 (UTC-06:00) Centra Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5f | Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5f | Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
5f | Sep-21-2020 15:03:11 (UTC-06:00) Centra Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5f | Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5f | Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done
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Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
5.9 |Sep-21-2020 15:03:11 (UTC-06:00) Centra Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5.9 |Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.9 |Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
5.9 |Sep-21-2020 15:03:11 (UTC-06:00) Centra Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5.9 |Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.9 |Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done
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Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
5.9 |Sep-21-2020 15:03:11 (UTC-06:00) Centra Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5.9 |Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.9 |Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
5.9 |Sep-21-2020 15:03:11 (UTC-06:00) Centra Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5.9 |Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.9 |Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done
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Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
5.h | Sep-21-2020 15:03:11 (UTC-06:00) Centra Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5.h | Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.h | Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
5.h | Sep-21-2020 15:03:11 (UTC-06:00) Centra Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5.h | Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.h | Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done
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Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
5.h | Sep-21-2020 15:03:11 (UTC-06:00) Centra Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5.h | Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.h | Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
5.h | Sep-21-2020 15:03:11 (UTC-06:00) Centra Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5.h | Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.h | Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done
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Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
5.0 | Sep-21-2020 15:03:11 (UTC-06:00) Centra Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5i | Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.0 | Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Site No: 1039
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Generated By: | (b) (4)
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Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
5.0 | Sep-21-2020 15:03:11 (UTC-06:00) Centra Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5i | Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.0 | Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done
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Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
5.0 | Sep-21-2020 15:03:11 (UTC-06:00) Centra Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5i | Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.0 | Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Generated By: | (b) (4)
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Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
5.0 | Sep-21-2020 15:03:11 (UTC-06:00) Centra Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5i | Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5.0 | Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done
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Site No: 1039
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Generated By: | (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
5) | Sep-21-2020 15:03:11 (UTC-06:00) Centra Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5) | Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5) | Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
5) | Sep-21-2020 15:03:11 (UTC-06:00) Centra Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5) | Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5) | Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done
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Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
5) | Sep-21-2020 15:03:11 (UTC-06:00) Centra Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5) | Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5) | Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)

Page 248 of 466

*** Confidential***
FDA-CBER-2021-5683-0905498




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

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

Back to Form

(US & Canada)

Item | Date User Comment
5) | Sep-21-2020 15:03:11 (UTC-06:00) Centra Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5) | Sep-17-2020 13:05:48 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5) | Sep-11-2020 12:35:21 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done
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Subject Initials: ---
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Back to Form

Item | Date

User

Comment

Form | Sep-21-2020 15:03:38 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada) performed.
Not Applicable
Form | Sep-17-2020 13:05:26 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
Form | Sep-11-2020 12:35:36 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done
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Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
1 Sep-21-2020 15:03:38 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
1 Sep-17-2020 13:05:26 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
1 Sep-11-2020 12:35:36 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done

Page 251 of 466

*** Confidential***

FDA-CBER-2021-5683-0905501




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:50
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

2.a | Sep-21-2020 15:03:38 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada) performed.
Not Applicable
2.a | Sep-17-2020 13:05:26 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
2.a | Sep-11-2020 12:35:36 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Sep/10/2020

Form Version: 21-Aug-2020 02:50
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

2.a | Sep-21-2020 15:03:38 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada)

(US & Canada) performed.
Not Applicable
2.a | Sep-17-2020 13:05:26 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
2.a | Sep-11-2020 12:35:36 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

*** Confidential***

Page 253 of 466

FDA-CBER-2021-5683-0905503




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:50
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

2.a | Sep-21-2020 15:03:38 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada) performed.
Not Applicable
2.a | Sep-17-2020 13:05:26 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
2.a | Sep-11-2020 12:35:36 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Sep/10/2020

Form Version: 21-Aug-2020 02:50
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

2.a | Sep-21-2020 15:03:38 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada)

(US & Canada) performed.
Not Applicable
2.a | Sep-17-2020 13:05:26 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
2.a | Sep-11-2020 12:35:36 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: VITAL SIGNS - PULSE OX ROOM AIR - Comments
Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
Form | Sep-21-2020 15:04:14 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
Form | Sep-17-2020 13:05:14 (UTC-06:00) Centra Time |/(b) (4), (b) (6)
(US & Canada)
Form | Sep-11-2020 12:37:14 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: VITAL SIGNS - PULSE OX ROOM AIR - Comments
Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
1 Sep-21-2020 15:04:14 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
1 |Sep-17-2020 13:05:14 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
1 Sep-11-2020 12:37:14 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: VITAL SIGNS - PULSE OX ROOM AIR - Comments
Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
2.a |Sep-21-2020 15:04:14 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
2.a |Sep-17-2020 13:05:14 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
2.a |Sep-11-2020 12:37:14 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Sep/10/2020

Form Version: 06-Jul-2020 21:52
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

Form | Sep-21-2020 15:04:28 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada)

(US & Canada) performed.
Not Applicable
Form | Sep-17-2020 13:04:44 (UTC-06:00) Central Time |/ (b) (4), (b) (6)
(US & Canada)
Form | Sep-11-2020 12:37:28 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: OXY GENATION PARAMETERS - Comments
Sep/10/2020

Form Version: 06-Jul-2020 21:52
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
1 Sep-21-2020 15:04:28 (UTC-06:00) Central Time  |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
1 |Sep-17-2020 13:04:44 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
1 Sep-11-2020 12:37:28 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: OXY GENATION PARAMETERS - Comments
Sep/10/2020

Form Version: 06-Jul-2020 21:52
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
2 Sep-21-2020 15:04:28 (UTC-06:00) Central Time  |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
2 | Sep-17-2020 13:04:44 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
2 Sep-11-2020 12:37:28 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: OXY GENATION PARAMETERS - Comments
Sep/10/2020

Form Version: 06-Jul-2020 21:52
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
3 Sep-21-2020 15:04:28 (UTC-06:00) Central Time  |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
3 Sep-17-2020 13:04:44 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
3 Sep-11-2020 12:37:28 (UTC-06:00) Centra Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Sep/10/2020

Form Version: 06-Jul-2020 21:55
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

Form | Sep-21-2020 15:05:10 (UTC-06:00) Central Time |(b) (4), (b) (6)

Entered in error, no COVID llIness Visit

(US & Canada)

(US & Canada) performed.
Not Applicable
Form | Sep-17-2020 13:04:29 (UTC-06:00) Central Time |/ (b) (4), (b) (6)
(US & Canada)
Form | Sep-11-2020 12:37:37 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments
Sep/10/2020

Form Version: 06-Jul-2020 21:55
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
1 Sep-21-2020 15:05:10 (UTC-06:00) Central Time  |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
1 Sep-17-2020 13:04:29 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
1 Sep-11-2020 12:37:37 (UTC-06:00) Central 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: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments
Sep/10/2020

Form Version: 06-Jul-2020 21:55
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
2 Sep-21-2020 15:05:10 (UTC-06:00) Central Time  |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
2 Sep-17-2020 13:04:29 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
2 Sep-11-2020 12:37:37 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments
Sep/10/2020

Form Version: 06-Jul-2020 21:55
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
3 Sep-21-2020 15:05:10 (UTC-06:00) Central Time  |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
3 Sep-17-2020 13:04:29 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
3 Sep-11-2020 12:37:37 (UTC-06:00) Central 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: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments
Sep/10/2020

Form Version: 06-Jul-2020 21:55
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
4 Sep-21-2020 15:05:10 (UTC-06:00) Central Time  |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
4 Sep-17-2020 13:04:29 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
4 Sep-11-2020 12:37:37 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments
Sep/10/2020

Form Version: 06-Jul-2020 21:55
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
5 Sep-21-2020 15:05:10 (UTC-06:00) Central Time  |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
5 Sep-17-2020 13:04:29 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
5 Sep-11-2020 12:37:37 (UTC-06:00) Central 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: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments
Sep/10/2020

Form Version: 06-Jul-2020 21:55
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
6 Sep-21-2020 15:05:10 (UTC-06:00) Central Time  |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
6 Sep-17-2020 13:04:29 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
6 Sep-11-2020 12:37:37 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: IMAGING - Comments
Sep/10/2020

Form Version: 06-Jul-2020 21:53
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
Form | Sep-21-2020 15:05:22 (UTC-06:00) Central Time |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
Form | Sep-17-2020 13:01:11 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
Form | Sep-11-2020 12:40:50 (UTC-06:00) Central 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: IMAGING - Comments
Sep/10/2020

Form Version: 06-Jul-2020 21:53
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
1 Sep-21-2020 15:05:22 (UTC-06:00) Central Time  |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
1 |Sep-17-2020 13:01:11 (UTC-06:00) Central Time |/(b) (4), (b) (6)
(US & Canada)
1 Sep-11-2020 12:40:50 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: IMAGING - Comments
Sep/10/2020

Form Version: 06-Jul-2020 21:53
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
2 Sep-21-2020 15:05:22 (UTC-06:00) Central Time  |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
2 |Sep-17-2020 13:01:11 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
2 Sep-11-2020 12:40:50 (UTC-06:00) Central 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: IMAGING - Comments
Sep/10/2020

Form Version: 06-Jul-2020 21:53
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(US & Canada)

Item | Date User Comment
3 Sep-21-2020 15:05:22 (UTC-06:00) Central Time  |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
3 | Sep-17-2020 13:01:11 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
3 Sep-11-2020 12:40:50 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: IMAGING - Comments
Sep/10/2020

Form Version: 06-Jul-2020 21:53
Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
4 Sep-21-2020 15:05:22 (UTC-06:00) Central Time  |(b) (4), (b) (6) Entered in error, no COVID llIness Visit
(US & Canada) performed.
Not Applicable
4 | Sep-17-2020 13:01:11 (UTC-06:00) Central Time | (b) (4), (b) (6)
(US & Canada)
4 Sep-11-2020 12:40:50 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History
Form Version: 22-Apr-2020 21.04 Form Status. Data Complete, Signed, Verified

Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 0444

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
Gretchen Crook | Approved Jan-21-2021 15:03:34 (UTC-06:00) Central Time |BOOK Signed
(US & Canada)
Affidavit:

By my dated signature below, |, GretchenCrook, 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 Dec-10-2020 10:58:41 (UTC-06:00) Central Time Edit - All
(US & Canada) signatures
invalidated
Affidavit:
N/A
Gretchen Crook | Approved Oct-21-2020 14:11:08 (UTC-06:00) Central Time | BOOK Signed

(US & Canada)

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

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

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

Visit: COHORT_SELECTION
Form Version: 30-Jul-2020 21:29

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

Form: COHORT SELECTION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Back to Form

1. Select appropriate response - Protocol version

Date L ocation User Value Reason
Aug-21-2020 11:59:05 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) 24 JUL 2020

(US & Canada)

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

Date L ocation User Value Reason
Aug-21-2020 11:59:05 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) STAGE 3 COHORTS
(US & Canada)
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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: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---

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

Back to Form

1. Consent Was:
Date L ocation User Value Reason
Aug-21-2020 11:59:21 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) OBTAINED
(US & Canada) Date Written Consent Obtained

Aug/21/2020
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55
Site No: 1039

Subject No: 10391010
Generated By: (b) (4)

Form: DEMOGRAPHY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Back to Form

1. Subject ID

Date L ocation User Value Reason
Aug-21-2020 11:58:49 ACVOPFEINFP6000 |autocac |DataEntry: Item copied from
(UTC-06:00) Central Time (autocalc) |10391010 previous form
(US & Canada)

2. Birth Date:

Date L ocation User Value Reason
Aug-21-2020 11:58:45 ACVOPFEINFPE000 |autocalc |DataEntry: Enrollment Entry
(UTC-06:00) Central Time (autocalc) |(0) (6)/1935

(US & Canada)

3. Sex:

Date L ocation User Value Reason
Aug-21-2020 11:59:49 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) MALE

(US & Canada)

4. Ethnicity:

Date L ocation User Value Reason
Aug-21-2020 11:59:49 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NOT HISPANIC OR LATINO(A) O

(US & Canada) R OF SPANISH ORIGIN

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

Date L ocation User Value Reason
Aug-21-2020 11:59:49 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) WHITE

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

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

Form Version: 22-Apr-2020 21:02

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

1. Date of Visit

*** Confidential***

Date L ocation User Value Reason
Aug-21-2020 12:00:02 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Aug/21/2020
(US & Canada)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1039
Subject No: 10391010
Generated By: (b) (4)

Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Completion/Discontinuation/Death

Date L ocation User Value Reason
Aug-21-2020 12:00:20 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Aug/21/2020

(US & Canada)

2. Phase of Disposition:

Date L ocation User Value Reason
Aug-21-2020 12:00:20 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | SCREENING

(US & Canada)

3. Status:

Date L ocation User Value Reason
Aug-21-2020 12:00:20 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) COMPLETED

(US & Canada)
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Header Text: 4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010

Generated By: (b) (4)

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

Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Back to Form

la
Date L ocation User Value Reason
Aug-21-2020 12:06:02 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Number: 1
(US& Canada) Medical History Te hearing proble
rm: ms
Start Date: UNK/UNK/20
20
Ongoing: YES
l.aLine/MH Number:
Date L ocation User Value Reason
Aug-21-2020 12:06:02 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |1
(US & Canada)
1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-21-2020 12:06:02 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) hearing problems
(US & Canada)
1l.a Start Date:
Date L ocation User Value Reason
Aug-25-2020 01:14:13 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Closed Closed by DM: | (B)
(UTC-06:00) Central Time ©)
(US & Canada)
Aug-24-2020 08:34:15 ACVOPFEINFPE000 ((b) (4), (b) (6) | Query 1: Answered Event occurred prior
(UTC-06:00) Central Time to vaccination
(US & Canada)
Aug-24-2020 08:10:22 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Reissued:Opened DM: Thank you for
(UTC-06:00) Central Time the response.
(US & Canada) Vaccination dateis
same as event date.
Please confirm if
event occur prior to
vaccination or after
the vaccination.

*** Confidential***
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

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

Site Name: (1039) ARC Clinical Research at Wilson Parke

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

Aug-21-2020 12:07:26
(UTC-06:00) Central Time

ACVOPFEINFPE6000

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

Query 1: Answered

Patient did not report
start date

(US & Canada)
Aug-21-2020 12:06:02 ACVOPFEINFP6000 | auto query Query 1: Opened Start Date is after or
(UTC-06:00) Central Time (autoquery) equal to thefirst
(US & Canada) vaccination date
21/Aug/2020. Please
review and update as
appropriate.
Aug-21-2020 12:06:02 ACVOPFEINFPE000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central Time UNK/UNK/2020
(US & Canada)
1.a Ongoing:
Date L ocation User Value Reason
Aug-21-2020 12:06:02 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada)
1b
Date L ocation User Value Reason
Dec-22-2020 10:25:42 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-06:00) Central Time (b) (6) Line/MH Number: 2
(US& Canada) Medical History T Hyperopia
erm:
Start Date: UNK/UNK/2
000
Ongoing: YES
Aug-24-2020 08:35:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed Information
(UTC-06:00) Central Time (0) (6) Line/MH Number: 2
ical History yperopia
(US & Canada) Medical Hi TH :
erm:
Start Date: UNK/UNK/2
020
Ongoing: YES
Aug-21-2020 12:08:24 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-06:00) Centra Time (autocalc) Line/MH Numbe 2
(US & Canada) re
Medical History Hyperopia(gla
Term: SS69)
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Header Text: 4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

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

Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Start Date: UNK/UNK/20
20
Ongoing: YES

*** Confidential***
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

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

Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

1.b Line/MH Number:

Date L ocation User Value Reason

Aug-21-2020 12:08:24 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) |2

(US & Canada)

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

Date L ocation User Value Reason

Aug-24-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Closed | Discrepancy has

09:54:24 Oracle been closed.

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

Central Time (US

& Canada)

Aug-24-2020 ACVOPFEINFP6000 auto query Query 1: Answere | Changed

08:35:27 (autoquery) d Information

(UTC-06:00)

Centra Time (US

& Canada)

Aug-24-2020 ACVOPFEINFP6000 (b) (4), (b) (6) |DataEntry: Changed

08:35:27 Hyperopia Information

(UTC-06:00)

Central Time (US

& Canada)

Aug-22-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1. Opened | Multiple

20:30:11 Oracle conceptsin the

(UTC-06:00) (b) (4) term . Split the

Central Time (US term

& Canada) HYPEROPIA
(GLASSES) into
HYPEROPIA
and GLASSES
WEARER.
Thank you.

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

12:08:24 Hyperopia (glasse

(UTC-06:00) S)

Centra Time (US

& Canada)

1.b Start Date:

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: 1039
Subject No: 10391010
Generated By:  (b) (4)

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

Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Dec-22-2020 10:57:51 ACVOPFEINFPE000 |(b) (4), Query 2: Closed Response satisfies

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

(US & Canada)

Dec-22-2020 10:25:42 ACVOPFEINFP6000 | auto query Query 2: Answered Transcription Error

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Dec-22-2020 10:25:42 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

(UTC-06:00) Central Time (b) (6) UNK/UNK/2000

(US & Canada)

Dec-21-2020 22:38:31 ACVOPFEINFP6000 |(b) (4), Query 2: Opened Please reconcile. Per

(UTC-06:00) Central Time (b) (6) source, Hyperopia

(US & Canada) start date is 2000.
Please update as
appropriate.

Aug-25-2020 01:11:01 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Closed Closed by DM: Egg

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

Aug-24-2020 08:34:06
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Event occurred prior
to vaccination

Aug-24-2020 08:10:47
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000

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

Query 1: Reissued:Opened

DM: Thank you for
the response.
Vaccination date is
same as event date.
Please confirm if
event occur prior to
vaccination or after
the vaccination.

Aug-21-2020 12:08:38 ACVOPFEINFP6000 ((b) (4), (b) (6) | Query 1: Answered Patient did not report

(UTC-06:00) Central Time onset date

(US & Canada)

Aug-21-2020 12:08:24 ACVOPFEINFP6000 | auto query Query 1: Opened Start Date is after or

(UTC-06:00) Central Time (autoquery) equal to thefirst

(US & Canada) vaccination date
21/Aug/2020. Please
review and update as
appropriate.

Aug-21-2020 12:08:24 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Time UNK/UNK/2020

(US & Canada)

1.b Ongoing:
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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: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 0444
Date L ocation User Value Reason
Aug-21-2020 12:08:24 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada)
lc
Date L ocation User Value Reason
Aug-21-2020 12:09:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Number 3
(US & Canada) :

Medical History T cataracts

erm:

Start Date: UNK/UNK/201

3
Ongoing: NO
End Date:
UNK/UNK/2
013

090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)
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Header Text: 4591001

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: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject No: 10391010 Subject Initials: ---

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

1.cLine/MH Number:

Date L ocation User Value Reason
Aug-21-2020 12:09:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |3

(US & Canada)

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

Date L ocation User Value Reason
Aug-21-2020 12:09:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) cataracts
(US & Canada)
1.c Start Date:
Date L ocation User Value Reason
Aug-21-2020 12:09:11 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) UNK/UNK/2013
(US & Canada)
1.c Ongoing:
Date L ocation User Value Reason
Aug-21-2020 12:09:11 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada) End Date:
UNK/UNK/2013

1d
Date L ocation User Value Reason
Aug-21-2020 12:09:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Ling/MH Number: 4

Medical History Te allergic rhinitis

rm:

Start Date: UNK/UNK/19

55
Ongoing: YES
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

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

Site Name: (1039) ARC Clinical Research at Wilson Parke

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

1.d Line/MH Number:

Date L ocation User Value Reason
Aug-21-2020 12:09:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |4
(US & Canada)
1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-21-2020 12:09:45 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) alergic rhinitis
(US & Canada)
1.d Start Date:
Date L ocation User Value Reason
Aug-21-2020 12:09:45 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) UNK/UNK/1955
(US & Canada)
1.d Ongoing:
Date L ocation User Value Reason
Aug-21-2020 12:09:45 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada)
le
Date L ocation User Value Reason
Aug-21-2020 12:10:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | Ling/MH Number 5
(US & Canada) :

Medical History T carotid artery ste

erm: nosis

Start Date: UNK/UNK/2016

Ongoing: YES
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Site No: 1039

Header Text: 4591001
Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Subject No: 10391010
Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

1l.eLine/MH Number:

Date L ocation User Value Reason
Aug-21-2020 12:10:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |5
(US & Canada)
1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-21-2020 12:10:25 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) carotid artery stenosis
(US & Canada)
1l.e Start Date:
Date L ocation User Value Reason
Aug-21-2020 12:10:25 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) UNK/UNK/2016
(US & Canada)
1.e Ongoing:
Date L ocation User Value Reason
Aug-21-2020 12:10:25 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada)
1f
Date L ocation User Value Reason
Aug-21-2020 12:10:54 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | Ling/MH Number: 6
(US & Canada) Medical History T high blood pres

erm: sure

Start Date: UNK/UNK/196

0
Ongoing: YES
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

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

Site Name: (1039) ARC Clinical Research at Wilson Parke

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

1.f Line/MH Number:

Date L ocation User Value Reason
Aug-21-2020 12:10:54 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |6
(US & Canada)
1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-21-2020 12:10:54 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) high blood pressure
(US & Canada)
1.f Start Date:
Date L ocation User Value Reason
Aug-21-2020 12:10:54 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) UNK/UNK/1960
(US & Canada)
1.f Ongoing:
Date L ocation User Value Reason
Aug-21-2020 12:10:54 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada)
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Header Text: 4591001
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: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 0444
Back to Form
1g
Date L ocation User Value Reason
Aug-21-2020 12:11:35 ACVOPFEINFP6000 | (b) (4), Data Entry: Changed Information
(UTC-06:00) Central Time (b) (6) Line/MH Number: 7
(US& Canada) Medical History T hyperlipidemi
erm: a
Start Date: UNK/UNK/2
000
Ongoing: YES
Aug-21-2020 12:11:22 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) Line/MH Number: 7
(US& Canada) Medical History T hyperlipidemi
erm: a
Start Date: UNK/UNK/1
960
Ongoing: YES
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

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

Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

1.gLine/MH Number:

Date L ocation User Value Reason
Aug-21-2020 12:11:22 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) |7
(US & Canada)
1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-21-2020 12:11:22 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) hyperlipidemia
(US & Canada)
1.g Start Date:
Date L ocation User Value Reason
Aug-21-2020 12:11:35 ACVOPFEINFP6000 | () (4), Data Entry: Changed Information
(UTC-06:00) Central Time (b) (8) UNK/UNK/2000
(US & Canada)
Aug-21-2020 12:11:22 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) UNK/UNK/1960
(US & Canada)
1.g Ongoing:
Date L ocation User Value Reason
Aug-21-2020 12:11:22 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada)
1lh
Date L ocation | User | Value Reason
Aug-21-2020 12:12:09 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Numbe 8
(US & Canada) r:

Medical History coronary artery d

Term: isease

Start Date: Jul/UNK/2016

Ongoing: YES
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Header Text: 4591001
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: 1039
Subject No: 10391010
Generated By:  (b) (4)

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

1.h Line/MH Number:

*** Confidential***

FDA-CBER-2021-5683-0905543

Date L ocation User Value Reason
Aug-21-2020 12:12:09 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |8
(US & Canada)
1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-21-2020 12:12:09 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) coronary artery disease
(US & Canada)
1.h Start Date:
Date L ocation User Value Reason
Aug-21-2020 12:12:09 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (8) Jul/UNK/2016
(US & Canada)
1.h Ongoing:
Date L ocation User Value Reason
Aug-21-2020 12:12:09 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada)
Li
Date L ocation User Value Reason
Aug-21-2020 12:12:51 ACVOPFEINFP6000 |(0) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Line/MH Number: 9
(US& Canada) Medical History Te GERD

rm:

Start Date: UNK/UNK/2

020

Ongoing: YES
Aug-21-2020 12:12:44 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) Line/MH Number: 9
(US& Canada) Medical History Te GERD

rm:
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Header Text: 4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

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

Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Start Date: UNK/UNK/2
020

Ongoing:
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

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

Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

1.i Line/MH Number:

Date L ocation User Value Reason
Aug-21-2020 12:12:44 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |9

(US & Canada)

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

Date L ocation User Value Reason
Aug-21-2020 12:12:44 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) GERD

(US & Canada)

1.i Start Date:

Date L ocation User Value Reason
Aug-25-2020 01:12:28 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Closed Closed by DM: Egg

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

Aug-24-2020 08:34:22
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1. Answered

Event occurred prior
to vaccination

Aug-24-2020 08:10:35
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Reissued:Opened

DM: Thank you for
the response.
Vaccination dateis
same as event date.
Please confirm if
event occur prior to
vaccination or after
the vaccination.

Aug-21-2020 12:13:04
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Patient did not report
onset date

Aug-21-2020 12:12:44 ACVOPFEINFP6000 | auto query Query 1: Opened Start Date is after or
(UTC-06:00) Central (autoquery) equal to thefirst
Time (US & Canada) vaccination date
21/Aug/2020. Please
review and update as
appropriate.
Aug-21-2020 12:12:44 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central UNK/UNK/2020

Time (US & Canada)

Page 295 of 466

*** Confidential***
FDA-CBER-2021-5683-0905545



090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

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

Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

1.i Ongoing:
Date L ocation User Value Reason
Aug-21-2020 12:12:51 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada)
1j
Date L ocation User Value Reason
Aug-21-2020 12:13:56 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Num 10

Medical Histo oseoarthritis, thumb

ry Term: sand fingers

Start Date: UNK/UNK/2010

Ongoing: YES
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Header Text: 4591001
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: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
1.j Line/MH Number:
Date L ocation User Value Reason
Aug-21-2020 12:13:56 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |10
(US & Canada)
1.j Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-21-2020 12:13:56 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) oseoarthritis, thumbs and fingers
(US & Canada)
1 Start Date:
Date L ocation User Value Reason
Aug-21-2020 12:13:56 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (8) UNK/UNK/2010
(US & Canada)
1.j Ongoing:
Date L ocation User Value Reason
Aug-21-2020 12:13:56 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada)
1k
Date L ocation User Value Reason
Aug-21-2020 12:15:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocac) | LineeMH Num 11
(US & Canada) ber:

Medical Histor torn left shoulder ro

y Term: tator cuff

Start Date: UNK/UNK/2010

Ongoing: NO

End Date:
UNK/UNK/201
0
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

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

Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

1.k Line/MH Number:

Date L ocation User Value Reason
Aug-21-2020 12:15:02 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) |11
(US & Canada)
1.k Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-21-2020 12:15:02 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) torn left shoulder rotator cuff
(US & Canada)
1k Start Date:
Date L ocation User Value Reason
Aug-21-2020 12:15:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (8) UNK/UNK/2010
(US & Canada)
1.k Ongoing:
Date L ocation User Value Reason
Aug-21-2020 12:15:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada) End Date:
UNK/UNK/2010

1l
Date L ocation User Value Reason
Aug-24-2020 08:35:11 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Number: 12
(US & Canada) Medical History Te glasses wearer

rm:

Start Date: UNK/UNK/20

20
Ongoing: YES
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Header Text: 4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

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

Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

1.l Line/MH Number:

090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Date L ocation User Value Reason
Aug-24-2020 08:35:11 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) |12

(US & Canada)

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

Date L ocation User Value Reason
Aug-24-2020 08:35:11 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) glasses wearer

(US & Canada)

1. Start Date:

Date L ocation User Value Reason
Aug-25-2020 16:25:30 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Closed Response satisfies

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

query

Aug-25-2020 08:47.05
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

The event occurred
prior to vaccination.

Aug-25-2020 01:13:24
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Reissued:Opened

DM: Thank you for
the response.
Vaccination dateis
same as event date.
Please confirm if
event occur prior to
vaccination or after
the vaccination.

Aug-24-2020 08:35:41
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Patient did not state
date of onset

Aug-24-2020 08:35:11 ACVOPFEINFP6000 | auto query Query 1: Opened Start Date is after or
(UTC-06:00) Central (autoquery) equal to thefirst
Time (US & Canada) vaccination date
21/Aug/2020. Please
review and update
as appropriate.
Aug-24-2020 08:35:11 | ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-06:00) Central UNK/UNK/2020

Time (US & Canada)

*** Confidential***
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

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

Site Name: (1039) ARC Clinical Research at Wilson Parke

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

1.1 Ongoing:
Date L ocation User Value Reason
Aug-24-2020 08:35:11 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51

Site No: 1039
Subject No: 10391010
Generated By: (b) (4)

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

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date:
Date L ocation User Value Reason
Aug-21-2020 12:01:18 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Aug/21/2020
(US & Canada)
2. Weight:
Date L ocation User Value Reason
Aug-21-2020 12:01:18 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) 88.88
(US & Canada)
3. Unit:
Date L ocation User Value Reason
Aug-21-2020 12:01:18 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) kg
(US & Canada)
4. Height:
Date L ocation User Value Reason
Aug-21-2020 12:01:18 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) 190.2
(US & Canada)
5. Unit:
Date L ocation User Value Reason
Aug-21-2020 12:01:18 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) cm
(US & Canada)
6. Body Mass I ndex:
Date L ocation User Value Reason
Aug-21-2020 12:01:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |24.6
(US & Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

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

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

7.a
Date L ocation User Value Reason
Aug-21-2020 12:01:18 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (0) (6) Record Identifier:: 1
(US & Canada) Temperature: 36.6

Temperature Unit: C

Temperature Locati ORAL CAVI

on:: TY
7.a Record | dentifier:
Date L ocation User Value Reason
Aug-21-2020 12:01:18 ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) 1
(US & Canada)
7.a Temperature:
Date L ocation User Value Reason
Aug-21-2020 12:01:18 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) 36.6
(US & Canada)
7.aUnit:
Date L ocation User Value Reason
Aug-21-2020 12:01:18 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) C
(US & Canada)
7.a Temperature Location:
Date L ocation User Value Reason
Aug-21-2020 12:01:18 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) ORAL CAVITY
(US & Canada)
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Header Text: 4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010
Generated By: (b) (4)

Form: RANDOMIZATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Back to Form

*** Confidential***

1. Randomization Date :
Date L ocation User Value Reason
Aug-21-2020 12:03:14 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Aug/21/2020
(US & Canada)
2. Randomization Number:
Date L ocation User Value Reason
Aug-21-2020 12:03:14 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) 234539
(US & Canada)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Back to Form

1. Data Origin
Date L ocation User Value Reason
Aug-21-2020 12:02:36 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |SITE
(US & Canada)
2. Sample Type
Date L ocation | User | Value Reason
Aug-21-2020 12:02:36 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SERUM
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Aug-21-2020 14:43:58 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Aug-21-2020 12:02:36 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected?
(UTC-06:00) Central Time (autoquery) is Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Aug-21-2020 12:02:36 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada) Date of Collection:
Aug/21/2020
5a
Date L ocation User Value Reason
Aug-21-2020 14:43:58 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sample ID: BLOWV1
(US & Canada)
5.a SampleID
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: 1039
Subject No: 10391010
Generated By: | (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Aug-21-2020 14:43:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) BLOWV1
(US & Canada)
5.b
Date L ocation User Value Reason
Aug-21-2020 14:44:26 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sample |D: BLOWV?2
(US & Canada)
5.b Sample ID
Date L ocation User Value Reason
Aug-21-2020 14:44:26 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) BLOWV?2
(US & Canada)
5.c
Date L ocation User Value Reason
Aug-21-2020 14:47:39 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sample|D: BNSTCN
(US & Canada)
5.c Sample 1D
Date L ocation User Value Reason
Aug-21-2020 14:47:39 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) BN5TCN
(US & Canada)
5.d
Date L ocation User Value Reason
Aug-21-2020 14:47:51 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time Ny Sample |D: BN5TCP
(US & Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

5.d Sample D
Date L ocation User Value Reason
Aug-21-2020 14:47:51 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) BN5TCP
(US & Canada)
S5.e
Date L ocation User Value Reason
Aug-21-2020 14:48:07 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sample |D: BNSTCR
(US & Canada)
5.e Sample D
Date L ocation User Value Reason
Aug-21-2020 14:48:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) BN5TCR
(US & Canada)
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1039
Subject No: 10391010
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: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

*** Confidential***

1. Data Origin
Date L ocation User Value Reason
Aug-21-2020 12:02:50 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |SITE
(US & Canada)
2. Sample Type
Date L ocation | User | Value Reason
Aug-21-2020 12:02:50 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | NASAL_SWAB
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Aug-21-2020 14:51:52 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Aug-21-2020 12:02:50 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected?
(UTC-06:00) Central Time (autoquery) is Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Aug-21-2020 12:02:50 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada) Date of Collection:
Aug/21/2020
5a
Date L ocation User Value Reason
Aug-21-2020 14:51:52 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sample |D: BN5TOF
(US & Canada)
5.a SampleID
Date L ocation User Value Reason
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

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

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

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Aug-21-2020 14:51:52 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) BN5TOF
(US & Canada)
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04

Site No: 1039
Subject No: 10391010
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Wasthere a temporary delay of vaccination?

*** Confidential***

Date L ocation User Value Reason
Aug-21-2020 12:04:18 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
2. Treatment Name
Date L ocation User Value Reason
Aug-21-2020 12:04:18 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | BLINDED THERAPY
(US & Canada)
3. Formulation:
Date L ocation User Value Reason
Aug-21-2020 12:04:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | INJECTION
(US & Canada)
4. Dose Date Time:
Date L ocation User Value Reason
Aug-21-2020 12:04:18 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Aug/21/2020 10:59
(US & Canada)
5. Anatomical Location:
Date L ocation User Value Reason
Aug-21-2020 12:04:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | DELTOID MUSCLE
(US & Canada)
6. Body Side:
Date L ocation User Value Reason
Aug-21-2020 12:04:18 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) RIGHT
(US & Canada)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: VACCINATION - eCRF Audit Trail History

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

Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 0444

7. Route:

Date L ocation User Value Reason
Aug-21-2020 12:04:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |INTRAMUSCULAR

(US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Aug-21-2020 12:04:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central 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?

090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Date L ocation User Value Reason
Aug-21-2020 12:04:18 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada)
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: REACTOGENICITY DIARY - eCRF Audit Trail History
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---

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

Back to Form

1. Select appropriate response - Reactogenicity diary collection
Date L ocation User Value Reason
Aug-21-2020 12:04:33 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO - REACTOGENICITY E-DIAR
(US & Canada) Y NOT COLLECTED FORTHIS S
UBJECT
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:02

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Sep-11-2020 12:32:03 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sep/9/2020
(US & Canada)
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Header Text: c4591001

Visit: V2_VAX2_ L Form: VITAL SIGNS- TEMP - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---

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

Back to Form

1. Date:
Date L ocation User Value Reason
Sep-11-2020 12:32:24 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sep/9/2020
(US & Canada)
2a
Date L ocation User Value Reason
Sep-11-2020 12:32:24 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Record I dentifier:: 1
(US & Canada) Temperature: 37.0

Temperature Unit: C

Temperature Locati ORAL CAVI

on:: TY
2.a Record | dentifier:
Date L ocation User Value Reason
Sep-11-2020 12:32:24 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) 1
(US & Canada)
2.a Temperature:
Date L ocation User Value Reason
Sep-11-2020 12:32:24 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) 37.0
(US & Canada)
2.a Unit:
Date L ocation User Value Reason
Sep-11-2020 12:32:24 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) C
(US & Canada)
2.a Temperature Location:
Date L ocation User Value Reason
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001
Visit: V2 VAX2_L

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

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

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Sep-11-2020 12:32:24 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) ORAL CAVITY
(US & Canada)

Page 314 of 466

*** Confidential***
FDA-CBER-2021-5683-0905564




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001
Visit: V2 VAX2_ L

Site No: 1039
Subject No: 10391010
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: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

*** Confidential***

1. Data Origin
Date L ocation User Value Reason
Sep-10-2020 15:58:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SITE
(US & Canada)
2. Sample Type
Date L ocation | User | Value Reason
Sep-10-2020 15:58:58 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | NASAL_SWAB
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Sep-10-2020 15:59:09 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Sep-10-2020 15:58:58 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?
(UTC-06:00) Central Time (autoquery) is Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Sep-10-2020 15:58:58 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada) Date of Collection:
Sep/9/2020
5a
Date L ocation User Value Reason
Sep-10-2020 15:59:09 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time () (6) Sample ID: BN5T3Z
(US & Canada)
5.a SampleID
Date L ocation User Value Reason
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Header Text: c4591001
Visit: V2 VAX2_L

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

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

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Sep-10-2020 15:59:09 ACVOPFEINFP6000 | (b) (@), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) BN5T3Z
(US & Canada)
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001
Visit: V2 VAX2_ L

Form Version: 22-Apr-2020 21:04

Site No: 1039
Subject No: 10391010
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Wasthere a temporary delay of vaccination?

*** Confidential***

Date L ocation User Value Reason
Sep-11-2020 12:33:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
2. Treatment Name
Date L ocation User Value Reason
Sep-11-2020 12:33:15 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | BLINDED THERAPY
(US & Canada)
3. Formulation:
Date L ocation User Value Reason
Sep-11-2020 12:33:15 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | INJECTION
(US & Canada)
4. Dose Date Time:
Date L ocation User Value Reason
Sep-11-2020 12:33:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sep/9/2020 12:54
(US & Canada)
5. Anatomical Location:
Date L ocation User Value Reason
Sep-11-2020 12:33:15 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |DELTOID MUSCLE
(US & Canada)
6. Body Side:
Date L ocation User Value Reason
Sep-11-2020 12:33:15 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) RIGHT
(US & Canada)
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Header Text: c4591001

Visit: V2_VAX2 L Form: VACCINATION - eCRF Audit Trail History

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

Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---

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

7. Route:

Date L ocation User Value Reason
Sep-11-2020 12:33:15 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | INTRAMUSCULAR

(US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Sep-11-2020 12:33:15 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central 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?

090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Date L ocation User Value Reason
Sep-11-2020 12:33:15 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada)
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

Visit: V3_MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:02

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Visit

*** Confidential***

Date L ocation User Value Reason
Oct-08-2020 11:42:21 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Oct/8/2020
(US & Canada)
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Header Text: c4591001
Visit: V3_ MONTH1_POSTVAX2_L

Form Version: 22-Apr-2020 21:03
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Back to Form

1. Data Origin

Date L ocation User Value Reason
Oct-08-2020 11:42:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |SITE

(US & Canada)

2. Sample Type

Date L ocation | User | Value Reason
Oct-08-2020 11:42:31 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SERUM

(US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Dec-20-2020 23:38:50 ACVOPFEINFPG000 | (b) (4), Query 2: Closed Closed as data
(UTC-06:00) Central (b) (6) entered.

Time (US & Canada)

Dec-18-2020 10:20:18 ACVOPFEINFPE000 |(b) (4), (b) (6) |Query 2: Answered Changed data per
(UTC-06:00) Centra query

Time (US & Canada)

Dec-17-2020 14:31:35 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 2: Opened HOLDS: Serum
(UTC-06:00) Central barcodes BRV16S
Time (US & Canada) and BRV16T were

received by the lab.
Please enter the

barcodes.
Oct-08-2020 14:45:12 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Oct-08-2020 11:42:31 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected?
(UTC-06:00) Central (autoquery) is Yes, however no
Time (US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Oct-08-2020 11:42:31 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central YES
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Header Text: c4591001

Visit: V3 MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Time (US & Canada) Date of Collection:
Oct/8/2020

5.a
Date L ocation User Value Reason
Oct-08-2020 14:45:12 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sample | D: BPW3CF
(US & Canada)
5.a Sample D
Date L ocation User Value Reason
Oct-08-2020 14:45:12 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) BPW3CF
(US & Canada)
5.b
Date L ocation User Value Reason
Oct-08-2020 14:45:21 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time () (6) Sample | D: BPW3CG
(US & Canada)
5.b Sample ID
Date L ocation User Value Reason
Oct-08-2020 14:45:21 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) BPW3CG
(US & Canada)
5.c
Date L ocation User Value Reason
Oct-08-2020 14:45:33 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sample |D: BPW3CH
(US & Canada)
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Header Text: c4591001

Visit: V3 MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

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

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

5.c Sample 1D
Date L ocation User Value Reason
Oct-08-2020 14:45:33 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time () (6) BPW3CH
(US & Canada)
5.d
Date L ocation User Value Reason
Dec-18-2020 10:18:30 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sample ID: BRV16S
(US & Canada)
5.d Sample D
Date L ocation User Value Reason
Dec-18-2020 10:18:30 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) BRV16S
(US & Canada)
S5.e
Date L ocation User Value Reason
Dec-18-2020 10:19:38 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (0) (6) Sample ID: BRV16T
(US & Canada)
5.e Sample D
Date L ocation User Value Reason
Dec-18-2020 10:19:38 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) BRV16T
(US & Canada)
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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

Sep/10/2020
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject No: 10391010
Generated By: (b) (4)

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

090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-21-2020 23:53:07 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 6: Deleted Query isinvalid or
(UTC-06:00) Central Time does not apply

(US & Canada)

Sep-21-2020 23:52:21 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 5: Closed Closed by DM: | (0)
(UTC-06:00) Centra Time (6)
(US & Canada)

Sep-21-2020 23:52:11 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 4: Closed Closed by DM: (©) (6)

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

Sep-21-2020 14:58:36
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFPG6000

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

Query 5: Answered

Entered in error, no
COVID lllness Visit
performed.

Sep-21-2020 14:58:11
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFPG000

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

Query 4: Answered

Entered in error, no
COVID llIness Visit
performed.

Sep-21-2020 14:57:42
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFPG000

auto query
(autoquery)

Query 6: Candidate

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

Sep-20-2020 04:07:30
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFPG6000

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

Query 4: Opened

DM: Date of Visit is
completed but Date
of Assessment in the
Signs and Symptoms
form is missing.
Please review and
update as
appropriate. Thank
you.

Sep-20-2020 04:07:08
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000

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

Query 5: Opened

DM: Date of Visitis
completed but Date
of Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Sep/10/2020

Form Version: 22-Apr-2020 21:03

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

review and update as
appropriate. Thank
you.

Sep-17-2020 13:04:03 ACVOPFEINFP6000 | auto query Query 5: Candidate Dateof Visitis

(UTC-06:00) Central Time (autoquery) completed but Date

(US & Canada) of Collectionin both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Sep-17-2020 13:01:49 ACVOPFEINFP6000 | auto query Query 4: Candidate Date of Visitis

(UTC-06:00) Central Time (autoquery) completed but Date

(US & Canada) of Assessment in the
Signs and Symptoms
form ismissing.
Please review and
update as
appropriate.

Sep-11-2020 12:27:59 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Sep-11-2020 00:33:50 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Opened DM:Date of Visitis

(UTC-06:00) Central Time completed but Date

(US & Canada) of Collectionin both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Sep-10-2020 09:43:00 ACVOPFEINFP6000 | auto query Query 3: Closed Close Auto Query

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Sep-10-2020 09:43:00 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed Information

(UTC-06:00) Central Time (b) (6) Sep/10/2020

(US & Canada)

Sep-10-2020 09:38:34 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Sep-10-2020 09:34:17 ACVOPFEINFP6000 | auto query Query 3: Opened Date of Visitis

(UTC-06:00) Central Time (autoquery) before the Date

(US & Canada) Written Consent

Page 324 of 466

*** Confidential***
FDA-CBER-2021-5683-0905574




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Sep/10/2020

Form Version: 22-Apr-2020 21:03

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke

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

Obtained. Please
review and update as
appropriate.

Sep-10-2020 09:34:17 ACVOPFEINFP6000 | auto query Query 2: Candidate Dateof Visitis

(UTC-06:00) Central Time (autoquery) completed but Date

(US & Canada) of Assessment in the
Signs and Symptoms
form ismissing.
Please review and
update as
appropriate.

Sep-10-2020 09:34:17 ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visitis

(UTC-06:00) Central Time (autoquery) completed but Date

(US & Canada) of Collectionin both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Sep-10-2020 09:34:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Feb/10/2020

(US & Canada)

2. Erroneous Visit

Date L ocation User Value Reason

Sep-21-2020 14:57:42 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) ERRONEOUSVISIT

(US & Canada)

3. COVID-19 llIness Visit:

Date L ocation User Value Reason

Sep-10-2020 09:34:17 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) | COVID_A

(US & Canada)
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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

Sep/10/2020

Form Version: 21-Aug-2020 02:52

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason

Sep-21-2020 14:58:47 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)

Sep-17-2020 13:01:49 ACVOPFEINFP6000 |(b) (4), Data Entry: ENTERED IN

(UTC-06:00) Central Time (b) (6) ERROR. NO COVID

(US & Canada) ILLNESSVISIT
PERFORMED

Sep-10-2020 09:43:00 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Sep-10-2020 09:38:34 ACVOPFEINFP6000 | auto query Query 1: Opened Date of assessment is

(UTC-06:00) Central Time (autoquery) not same as Date

(US & Canada) Visit. Please check
and correct.

Sep-10-2020 09:38:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Centra Time (b) (6) Sep/10/2020

(US & Canada)

2. Date of First Symptom Started:

Date L ocation User Value Reason

Sep-21-2020 14:58:47 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)

Sep-17-2020 13:02:16 ACVOPFEINFP6000 |(b) (4), Data Entry: VISIT ENTERED IN

(UTC-06:00) Central Time (b) (6) ERROR. NO COVID

(US & Canada) ILLNESSVISIT
PERFORMED.

Sep-10-2020 09:38:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Sep/10/2020

(US & Canada)

3. Symptoms Ongoing?

Date L ocation User Value Reason

Sep-21-2020 14:58:47 | ACVOPFEINFPeooo | (P) ((‘é))- (b)  pataEntry: Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Sep/10/2020 Audit Trail History
Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject No: 10391010
Generated By: | (b) (4)

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

090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

(UTC-06:00) Central Time (b) (4), Not Applicable
(US & Canada) (B))(6)
Sep-17-2020 13:02:24 ACVOPFEINFP6000 |(b) (4), Data Entry: VISIT ENTERED IN
(UTC-06:00) Central Time (b) (6) ERROR. NO COVID
(US & Canada) ILLNESSVISIT
PERFORMED.
Sep-10-2020 09:38:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada)
4.a
Date L ocation User Value Reason
Sep-21-2020 14:58:47 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Symptoms: FEVER
(US & Canada) Symptom Present Not Applicabl
: e
Sep-17-2020 13:02:33 ACVOPFEINFPE000 |(b) (4), Data Entry: VISIT ENTERED IN
(US & Canada) Symptom Present: ILLNESSVISIT
PERFORMED.
Sep-10-2020 09:38:34 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Symptoms: FEVER
(US & Canada) Symptom Present: YES
4.a Symptoms:
Date L ocation User Value Reason
Sep-10-2020 09:38:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) FEVER
(US & Canada)
4.a Was symptom present?
Date L ocation User Value Reason
Sep-21-2020 14:58:47 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:02:33 ACVOPFEINFP6000 |(b) (4), Data Entry: VISIT ENTERED IN
(UTC-06:00) Central Time (b) (6) ERROR. NO COVID
(US & Canada) ILLNESSVISIT
PERFORMED.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/10/2020

Form Version: 21-Aug-2020 02:52

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke

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

Sep-10-2020 09:38:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada)
4.b
Date L ocation User Value Reason
Sep-21-2020 14:58:47 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Symptoms. NEW OR INCREAS
(US & Canada) ED COUGH
Symptom P Not Applicable
resent:
Sep-17-2020 13:02:45 ACVOPFEINFP6000 |(b) (4), Data Entry: VISIT ENTERED IN
(UTC-06:00) Central Time (b) (6) Symptoms. NEW OR INCREAS | ERROR. NO COVID
(US & Canada) ED COUGH ILLNESSVISIT
Symptom P PERFORMED.
resent:
Sep-10-2020 09:38:34 ACVOPFEINFP6000 |(b) (4), DataEntry: Initial Entry
(UTC-06:00) Central Time (b) (6) Symptoms. NEW OR INCREAS
(US & Canada) ED COUGH
Symptom P NO
resent:
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Header Text: c4591001

Sep/10/2020

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form Version: 21-Aug-2020 02:52

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

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

*** Confidential***

4.b Symptoms:
Date L ocation User Value Reason
Sep-10-2020 09:38:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NEW OR INCREASED COUGH
(US & Canada)
4.b Was symptom present?
Date L ocation User Value Reason
Sep-21-2020 14:58:47 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:02:45 ACVOPFEINFP6000 |(b) (4), Data Entry: VISIT ENTERED IN
(UTC-06:00) Central Time (b) (6) ERROR. NO COVID
(US & Canada) ILLNESSVISIT
PERFORMED.
Sep-10-2020 09:38:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
4.c
Date L ocation User Value Reason
Sep-21-2020 14:58:47 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sympto  NEW OR INCREASED
(US & Canada) ms: SHORTNESS OF BRE
ATH
Sympto Not Applicable
m Prese
nt:
Sep-17-2020 13:03:02 ACVOPFEINFP6000 | (b) (4), Data Entry: VISIT ENTERED IN
(UTC-06:00) Central Time (b) (6) Sympto NEW OR INCREASED |ERROR. NO COVID
(US & Canada) ms: SHORTNESS OF BRE |ILLNESSVISIT
ATH PERFORMED.
Sympto
m Prese
nt:
Sep-10-2020 09:38:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sympto NEW OR INCREASED
(US & Canada) ms: SHORTNESS OF BRE
ATH
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Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:52

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Sympto NO

m Prese

nt:
4.c Symptoms:
Date L ocation User Value Reason
Sep-10-2020 09:38:34 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NEW OR INCREASED SHORTNE
(US & Canada) SS OF BREATH
4.c Was symptom present?
Date L ocation User Value Reason
Sep-21-2020 14:58:47 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:03:02 ACVOPFEINFP6000 |(b) (4), Data Entry: VISIT ENTERED IN
(UTC-06:00) Central Time (b) (6) ERROR. NO COVID
(US & Canada) ILLNESSVISIT

PERFORMED.

Sep-10-2020 09:38:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
4.d
Date L ocation User Value Reason
Sep-21-2020 14:58:47 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Symptoms: CHILLS
(US& Canada) Symptom Present Not Applicabl

: e
Sep-17-2020 13:02:54 ACVOPFEINFP6000 |(b) (4), Data Entry: VISIT ENTERED IN
(UTC-06:00) Central Time (b) (6) Symptoms: CHILLS ERROR. NO COVID
(US & Canada) Symptom Present: ILLNESSVISIT

PERFORMED.
Sep-10-2020 09:38:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Symptoms: CHILLS
(US & Canada) Symptom Present: NO
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Header Text: c4591001

Sep/10/2020

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form Version: 21-Aug-2020 02:52

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

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

*** Confidential***

4.d Symptoms:
Date L ocation User Value Reason
Sep-10-2020 09:38:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) CHILLS
(US & Canada)
4.d Was symptom present?
Date L ocation User Value Reason
Sep-21-2020 14:58:47 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:02:54 ACVOPFEINFP6000 | (b) (4), Data Entry: VISIT ENTERED IN
(UTC-06:00) Central Time (b) (6) ERROR. NO COVID
(US & Canada) ILLNESSVISIT
PERFORMED.
Sep-10-2020 09:38:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
4.e
Date L ocation User Value Reason
Sep-21-2020 14:58:47 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (0) (6) Symptoms NEW OR INCREASE
(US & Canada) D MUSCLE PAIN
Symptom Not Applicable
Present:
Sep-17-2020 13:03:09 ACVOPFEINFP6000 |(b) (4), Data Entry: VISIT ENTERED IN
(UTC-06:00) Central Time (b) (6) Symptoms NEW OR INCREASE |ERROR. NO COVID
(US & Canada) : D MUSCLE PAIN ILLNESSVISIT
Symptom PERFORMED.
Present:
Sep-10-2020 09:38:34 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central 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 Visiton Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Sep/10/2020

Form Version: 21-Aug-2020 02:52

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

4.e Symptoms:
Date L ocation User Value Reason
Sep-10-2020 09:38:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NEW OR INCREASED MUSCLE
(US & Canada) PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Sep-21-2020 14:58:47 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:03:09 ACVOPFEINFP6000 |(b) (4), Data Entry: VISIT ENTERED IN
(UTC-06:00) Central Time (b) (6) ERROR. NO COVID
(US & Canada) ILLNESSVISIT
PERFORMED.
Sep-10-2020 09:38:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
4f
Date L ocation User Value Reason
Sep-21-2020 14:58:47 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (0) (6) Symptoms NEW LOSS OF TAS
(US & Canada) TE OR SMELL
Sym ptom Not Applicable
Present:
Sep-17-2020 13:03:16 ACVOPFEINFP6000 |(b) (4), Data Entry: VISIT ENTERED IN
(UTC-06:00) Central Time (b) (6) Symptoms NEW LOSSOF TAS | ERROR. NO COVID
(US & Canada) : TE OR SMELL ILLNESSVISIT
Symptom PERFORMED.
Present:
Sep-10-2020 09:38:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) symptoms NEW LOSS OF TAS
(US & Canada) TE OR SMELL
Symptom NO
Present:
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Header Text: c4591001

Sep/10/2020

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form Version: 21-Aug-2020 02:52

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

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

*** Confidential***

4.f Symptoms:
Date L ocation User Value Reason
Sep-10-2020 09:38:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NEW LOSS OF TASTE OR SMEL
(US & Canada) L
4.f Was symptom present?
Date L ocation User Value Reason
Sep-21-2020 14:58:47 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:03:16 ACVOPFEINFP6000 |(b) (4), Data Entry: VISIT ENTERED IN
(UTC-06:00) Central Time (b) (6) ERROR. NO COVID
(US & Canada) ILLNESSVISIT
PERFORMED.
Sep-10-2020 09:38:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
449
Date L ocation User Value Reason
Sep-21-2020 14:58:47 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (0) (6) Symptoms NEW OR INCREASE
(US & Canada) D SORE THROAT
Symptom Not Applicable
Present:
Sep-17-2020 13:03:22 ACVOPFEINFP6000 |(b) (4), Data Entry: VISIT ENTERED IN
(UTC-06:00) Central Time (b) (6) Symptoms NEW OR INCREASE | ERROR. NO COVID
(US & Canada) D SORE THROAT ILLNESSVISIT
Symptom PERFORMED.
Present:
Sep-10-2020 09:38:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Centra Time (b) (6) symptoms NEW OR INCREASE
(US & Canada) D SORE THROAT
Symptom NO
Present:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Sep/10/2020

Form Version: 21-Aug-2020 02:52

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

4.g Symptoms:
Date L ocation User Value Reason
Sep-10-2020 09:38:34 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NEW OR INCREASED SORE TH
(US & Canada) ROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Sep-21-2020 14:58:47 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:03:22 ACVOPFEINFPS000 |(b) (4), Data Entry: VISIT ENTERED IN
(UTC-06:00) Central Time (b) (6) ERROR. NO COVID
(US & Canada) ILLNESSVISIT
PERFORMED.

Sep-10-2020 09:38:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
4.h
Date L ocation User Value Reason
Sep-21-2020 14:58:47 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Symptoms: DIARRHEA
(US & Canada) Symptom Present: Not Applicable
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Header Text: c4591001

Sep/10/2020

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form Version: 21-Aug-2020 02:52

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

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

Back to Form

*** Confidential***

4h
Date L ocation User Value Reason
Sep-17-2020 13:03:29 ACVOPFEINFP6000 |(b) (4), Data Entry: VISIT ENTERED IN
(UTC-06:00) Central (b) (6) Symptoms: DIARRHEA | ERROR.NO COVID
Time (US & Canada) Symptom Present: ILLNESSVISIT
PERFORMED.
Sep-10-2020 09:38:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Symptoms: DIARRHEA
Time (US & Canada) Symptom Present: NO
4.h Symptoms:
Date L ocation User Value Reason
Sep-10-2020 09:38:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) DIARRHEA
(US & Canada)
4.h Was symptom present?
Date L ocation User Value Reason
Sep-21-2020 14:58:47 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
Sep-17-2020 13:03:29 ACVOPFEINFP6000 |(b) (4), Data Entry: VISIT ENTERED IN
(UTC-06:00) Central (b) (6) ERROR. NO COVID
Time (US & Canada) ILLNESSVISIT
PERFORMED.
Sep-10-2020 09:38:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NO
Time (US & Canada)
4.
Date L ocation User Value Reason
Sep-21-2020 14:58:47 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Symptoms: VOMITING
Time (US & Canada) Symptom Present Not Applicabl
: e
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Header Text: c4591001

Visit: POT_COVID_ILL 1-

Sep/10/2020

Unscheduled Visit on

Form Version: 21-Aug-2020 02:52

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Sep-17-2020 13:03:36 ACVOPFEINFPG000 |(b) (4), Data Entry: VISIT ENTERED IN

(UTC-06:00) Central (b) (6) Symptoms: VOMITING | ERROR. NO COVID

Time (US & Canada) Symptom Present: ILLNESSVISIT
PERFORMED.

Sep-10-2020 09:38:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) Symptoms: VOMITING

Time (US & Canada) Symptom Present: NO

4.i Symptoms:

Date L ocation User Value Reason

Sep-10-2020 09:38:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Centra Time (b) (6) VOMITING

(US & Canada)

4.i Was symptom present?

Date L ocation User Value Reason

Sep-21-2020 14:58:47 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) Not Applicable

Time (US & Canada)

Sep-17-2020 13:03:36 ACVOPFEINFP6000 |(b) (4), Data Entry: VISIT ENTERED IN

(UTC-06:00) Central (b) (6) ERROR. NO COVID

Time (US & Canada) ILLNESSVISIT
PERFORMED.

Sep-10-2020 09:38:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) NO

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Sep/10/2020

Form Version: 06-Jul-2020 21:54

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Sep-21-2020 14:59:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:03:48 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:34:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
2. Specimen Type:
Date L ocation User Value Reason
Sep-21-2020 14:59:02 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:03:48 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:34:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time () (6) Not Applicable
(US & Canada)
3. Specimen Collection Location:
Date L ocation User Value Reason
Sep-21-2020 14:59:02 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:03:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:34:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Sep/10/2020

Form Version: 06-Jul-2020 21:54

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

4. Assay Code and Description:

Date L ocation User Value Reason

Sep-21-2020 14:59:02 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)

Sep-17-2020 13:03:48 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry

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

(US & Canada)

Sep-11-2020 12:34:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)

5. Device Type:

Date L ocation User Value Reason

Sep-21-2020 14:59:02 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)

Sep-17-2020 13:03:48 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry

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

(US & Canada)

Sep-11-2020 12:34:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)

6. Trade Name:

Date L ocation User Value Reason

Sep-21-2020 14:59:02 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)

Sep-17-2020 13:03:48 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry

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

(US & Canada)

Sep-11-2020 12:34:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)

7. Test Result:

Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/10/2020

Form Version: 06-Jul-2020 21:54

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Sep-21-2020 14:59:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:03:48 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:34:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
8. Comments/Findings/Details:
Date L ocation User Value Reason
Sep-21-2020 14:59:02 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:03:48 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:34:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
9. Trade Name Other, Specify:
Date L ocation User Value Reason
Sep-21-2020 14:59:02 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:03:48 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:34:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Sep/10/2020

Form Version: 22-Apr-2020 21:03

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Back to Form

1. Data Origin

Date L ocation User Value Reason

Sep-21-2020 14:59:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) | Not Applicable

(US & Canada)

Sep-17-2020 13:04:03 ACVOPFEINFP6000 |autocac Data Entry: VISIT ENTERED IN

(UTC-06:00) Central Time (autocalc) ERROR. NO COVID

(US & Canada) ILLNESSVISIT
PERFORMED.

Sep-11-2020 12:27:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)

2. Sample Type

Date L ocation | User | Value Reason

Sep-21-2020 14:59:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) | Not Applicable

(US & Canada)

Sep-17-2020 13:04:03 ACVOPFEINFP6000 |autocalc |DataEntry: VISIT ENTERED IN

(UTC-06:00) Central Time (autocalc) ERROR. NO COVID

(US & Canada) ILLNESSVISIT
PERFORMED.

Sep-11-2020 12:27:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) | NASAL_SWAB_SELF

(US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Sep-21-2020 14:59:18 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)

Sep-17-2020 13:04:03 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Sep-17-2020 13:04:03 ACVOPFEINFP6000 | (b) (4), Data Entry: VISIT ENTERED IN

(UTC-06:00) Central Time (b) (6) ERROR. NO COVID

Page 340 of 466

*** Confidential***
FDA-CBER-2021-5683-0905590




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Sep/10/2020

Form Version: 22-Apr-2020 21:03

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

(US & Canada)

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

ILLNESSVISIT
PERFORMED.

Sep-12-2020 01:11:06
(UTC-06:00) Central 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.

Sep-11-2020 12:27:59
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 1: Candidate

'Sample Collected? is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Sep-11-2020 12:27:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada) Date of Collection:

Sep/10/2020
4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:
Date L ocation User Value Reason
Sep-21-2020 14:59:18 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
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Header Text: c4591001

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

Sep/10/2020

Form Version: 22-Apr-2020 21:03

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

Audit Trail History
Form Status. Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Data Origin
Date L ocation User Value Reason
Sep-21-2020 14:59:30 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:04:12 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-14-2020 09:11:28 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
Sep-11-2020 12:34:22 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Sep-21-2020 14:59:30 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:04:12 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-14-2020 09:11:28 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
Sep-11-2020 12:34:22 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Sep-21-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data Ent | Initia Entry
14:59:30 ry:
(UTC-06:00) Not Appl
Central Time icable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Sep/10/2020 Audit Trail History

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

Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---

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

(Us&
Canada)

Sep-17-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data Ent | Initia Entry
13:04:12 ry:
(UTC-06:00)
Central Time
(Us&
Canada)

Sep-14-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: | Auto closed by
14:02:39 (b) 4) Closed Validation Check:
(UTC-06:00) VC_BEETRKO001 05
Centra Time
(Us&
Canada)

Sep-14-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: | Self swab performed,
09:12:14 Answere | Nasal Swab not done.
(UTC-06:00) d
Central Time
(Us&
Canada)

Sep-14-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data Ent | Initia Entry
09:11:28 ry:
(UTC-06:00) Not Done
Central Time
Us&
Canada)

Sep-14-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: | DMW4682727;Sample
01:12:07 (b) (4) Opened | Collected is not
(UTC-06:00) expected to be

Central Time Unknown or Not
(US& Applicable. Please
Canada) review and update
appropriately or clarify

Sep-11-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data Ent | Initia Entry
12:34:22 ry:
(UTC-06:00) Not Appl
Central Time icable
Us&
Canada)

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/10/2020

Form Version: 22-Apr-2020 21:03

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Sep-21-2020 14:59:30 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)

Sep-17-2020 13:04:12 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)

(US & Canada)

Sep-14-2020 09:11:28 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done

(US & Canada)

Sep-11-2020 12:34:22 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Sep/10/2020

Form Version: 21-Aug-2020 02:50
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Back to Form

la
Date L ocation User Value Reason
Sep-21-2020 15:00:10 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time ()] Type of Practitioner: SPECIAL
(US & Canada) IST
Occurrence of Visitso Not Appli
r Contacts: cable
Sep-17-2020 13:06:55 ACVOPFEINFP6000 |(b) (4), Data Entry: VISIT ENTERED IN
(UTC-06:00) Central Time (b) (6) Type of Practitioner: SPECIA ERROR. NO COVID
(US & Canada) LIST ILLNESSVISIT
Occurrence of Visitso PERFORMED.
r Contacts:
Sep-11-2020 12:29:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Typeof Practitioner:  SPECIA
(US & Canada) LIST
Occurrence of Visitso NO
r Contacts:
1l.aPhysician or Healthcare Professional:
Date L ocation User Value Reason
Sep-11-2020 12:29:07 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) SPECIALIST
(US & Canada)
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-21-2020 15:00:10 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:06:55 ACVOPFEINFP6000 |(b) (4), Data Entry: VISIT ENTERED IN
(UTC-06:00) Central Time (b) (6) ERROR. NO COVID
(US & Canada) ILLNESSVISIT
PERFORMED.
Sep-11-2020 12:29:07 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)

*** Confidential***
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Sep/10/2020

Form Version: 21-Aug-2020 02:50

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

1b
Date L ocation User Value Reason
Sep-21-2020 15:00:10 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time 7] Type of Practitione EMERGENC
(US & Canada) r: Y ROOM

Occurrenceof Visi Not Applicab

tsor Contacts: le
Sep-17-2020 13:07:02 ACVOPFEINFP6E000 |(b) (4), Data Entry: VISIT ENTERED IN
(UTC-06:00) Central Time (b) (6) Type of Practitione EMERGENC | ERROR. NO COVID
(US & Canada) r Y ROOM ILLNESSVISIT

Occurrence of Vis PERFORMED.

tsor Contacts:
Sep-11-2020 12:29:07 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time 719 Type of Practitione EMERGENC
(US & Canada) r: Y ROOM

Occurrenceof Viss NO

tsor Contacts:
1.b Physician or Healthcare Professional:
Date L ocation User Value Reason
Sep-11-2020 12:29:07 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) EMERGENCY ROOM
(US & Canada)
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-21-2020 15:00:10 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:07:02 ACVOPFEINFP6000 |(b) (4), Data Entry: VISIT ENTERED IN
(UTC-06:00) Central Time (b) (6) ERROR. NO COVID
(US & Canada) ILLNESSVISIT

PERFORMED.
Sep-11-2020 12:29:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
1lc
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Sep/10/2020

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form Version: 21-Aug-2020 02:50

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

*** Confidential***

Date L ocation User Value Reason
Sep-21-2020 15:00:10 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time )] Type of Practitio PRIMARY CA
(US & Canada) ner: RE PHYSICIA
N
Occurrenceof V Not Applicable
isitsor Contacts
Sep-17-2020 13:07:09 ACVOPFEINFP6000 |(b) (4), Data Entry: VISIT ENTERED IN
(UTC-06:00) Central Time (b) (6) Type of Practitio PRIMARY CA | ERROR.NO COVID
(US & Canada) ner: RE PHYSICIA |ILLNESSVISIT
N PERFORMED.
Occurrence of V
isitsor Contacts
Sep-11-2020 12:29:07 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (7] Type of Practitio PRIMARY CA
(US & Canada) ner: RE PHYSICIA
N
Occurrenceof V NO
isitsor Contacts
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Sep/10/2020

Form Version: 21-Aug-2020 02:50

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

1.c Physician or Healthcare Professional:

Date L ocation User Value Reason
Sep-11-2020 12:29:07 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) PRIMARY CARE PHY SICIAN
(US & Canada)
1.c Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Sep-21-2020 15:00:10 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:07:09 ACVOPFEINFP6000 |(b) (4), Data Entry: VISIT ENTERED IN
(UTC-06:00) Central Time (b) (6) ERROR. NO COVID
(US & Canada) ILLNESSVISIT
PERFORMED.

Sep-11-2020 12:29:07 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
1d
Date L ocation User Value Reason
Sep-21-2020 15:00:10 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Centra Time (b) (6) Type of Practitioner: URGENT
(US & Canada) CARE

Occurrence of Visits Not Applic

or Contacts: able
Sep-17-2020 13:07:16 ACVOPFEINFP6000 |(b) (4), Data Entry: VISIT ENTERED IN
(UTC-06:00) Central Time (b) (6) Type of Practitioner: URGENT | ERROR.NO COVID
(US & Canada) CARE ILLNESSVISIT

Occurrence of Visits PERFORMED.

or Contacts:
Sep-11-2020 12:29:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (7 Type of Practitioner: URGENT
(US & Canada) CARE

Occurrence of Visits NO

or Contacts:
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Sep/10/2020

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form Version: 21-Aug-2020 02:50

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

1.d Physician or Healthcare Professional:

*** Confidential***

Date L ocation User Value Reason
Sep-11-2020 12:29:07 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) URGENT CARE
(US & Canada)
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-21-2020 15:00:10 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:07:16 ACVOPFEINFP6000 |(b) (4), Data Entry: VISIT ENTERED IN
(UTC-06:00) Central Time (b) (6) ERROR. NO COVID
(US & Canada) ILLNESSVISIT
PERFORMED.
Sep-11-2020 12:29:07 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
le
Date L ocation User Value Reason
Sep-21-2020 15:00:10 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Typeof Practiti TELEPHONE C
(US & Canada) oner: ONSULTATIO
N

Occurrenceof V Not Applicable

isitsor Contacts
Sep-17-2020 13:07:23 ACVOPFEINFP6000 |(b) (4), Data Entry: VISIT ENTERED IN
(UTC-06:00) Central Time (b) (6) Typeof Practiti TELEPHONE C |ERROR.NO COVID
(US & Canada) oner: ONSULTATIO ILLNESSVISIT

N PERFORMED.

Occurrenceof V

isitsor Contacts
Sep-11-2020 12:29:07 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Type of Practiti TELEPHONE C
(US & Canada) oner: ONSULTATION
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Sep/10/2020

Form Version: 21-Aug-2020 02:50

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Occurrenceof YES
Visitsor Conta  Number of Visit

cts: sor Contacts:
1
1.e Physician or Healthcare Professional:
Date L ocation User Value Reason
Sep-11-2020 12:29:07 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) TELEPHONE CONSULTATION
(US & Canada)
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-21-2020 15:00:10 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:07:23 ACVOPFEINFP6000 |(b) (4), Data Entry: VISIT ENTERED IN
(UTC-06:00) Central Time (b) (6) ERROR. NO COVID
(US & Canada) ILLNESSVISIT
PERFORMED.
Sep-11-2020 12:29:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada) Number of Misits or Contacts:
1

1f
Date L ocation User Value Reason
Sep-21-2020 15:00:10 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Typeof Practitioner: OTHER
(US & Canada) Occurrence of Visitso Not Appli

r Contacts: cable
Sep-17-2020 13:07:30 ACVOPFEINFP6000 |(b) (4), Data Entry: VISIT ENTERED IN
(UTC-OSOO) Central Time (b) (6) Type of Practitioner: OTHE | ERROR. NO COVID
(US & Canada) R ILLNESSVISIT

Occurrenceof Visitsor C PERFORMED.

ontacts:

Page 350 of 466

*** Confidential***
FDA-CBER-2021-5683-0905600
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Header Text: 4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
Sep/10/2020
Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Sep-11-2020 12:29:07 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Type of Practitioner: OTHE
(US & Canada) R
Occurrence of Visitsor C NO
ontacts:
1.f Physician or Healthcare Professional:
Date L ocation User Value Reason
Sep-11-2020 12:29:07 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) OTHER
(US & Canada)
1.f Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-21-2020 15:00:10 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:07:30 ACVOPFEINFP6000 |(b) (4), Data Entry: VISIT ENTERED IN
(UTC-06:00) Central Time (b) (6) ERROR. NO COVID
(US & Canada) ILLNESSVISIT
PERFORMED.
Sep-11-2020 12:29:07 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
2. Other Type of Practitioner Specify:
Date L ocation User Value Reason
Sep-21-2020 15:00:10 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
3. Hasthe subject been hospitalized due to potential COVID-19 ilIness?
Date L ocation User Value Reason
Sep-29-2020 02:18:45 ACVOPFEINFP6000 |Rupa N Query 1: Closed not needed.
(UTC-06:00) Central Time Shah
(US & Canada) (b) (4)
Sep-29-2020 02:18:25 ACVOPFEINFP6000 | Rupa N Query 1: Opened CLIQUIERY: Per
(UTC-06:00) Central Time Shah CCG, thisisa
(US & Canada) (b) (4) required CRF, please
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Sep/10/2020

Form Version: 21-Aug-2020 02:50

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

complete as
appropriate.
Sep-21-2020 15:00:10 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:07:37 ACVOPFEINFP6000 |(b) (4), Data Entry: VISIT ENTERED IN
(UTC-06:00) Central Time (b) (6) ERROR. NO COVID
(US & Canada) ILLNESSVISIT
PERFORMED.
Sep-11-2020 12:29:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Sep/10/2020

Form Version: 06-Jul-2020 21:53

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Back to Form

1. What isthe treatment | dentifier?

Date L ocation User Value Reason
Sep-21-2020 15:00:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:06:36 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:34:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
2. Concomitant Non-drug Treatment Pre-specified:
Date L ocation User Value Reason
Sep-21-2020 15:00:26 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:06:36 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:34:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
3. Treatment:
Date L ocation User Value Reason
Sep-21-2020 15:00:26 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:06:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:34:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Sep/10/2020

Form Version: 06-Jul-2020 21:53

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

4. Treatment:
Date L ocation User Value Reason
Sep-21-2020 15:00:26 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:06:36 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:34:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
5. Start Date:
Date L ocation User Value Reason
Sep-21-2020 15:00:26 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:06:36 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:34:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
6. Ongoing?
Date L ocation User Value Reason
Sep-21-2020 15:00:26 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:06:36 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:34:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
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Header Text: c4591001

Sep/10/2020

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

Form Version: 06-Jul-2020 21:52

Form Status. Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ILLNESS DETAILS - eCRF Audit Trail History

Back to Form

1. Category of Clinical Event:

*** Confidential***

Date L ocation User Value Reason

Sep-21-2020 15:01:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) | Not Applicable

(US & Canada)

Sep-17-2020 13:06:20 ACVOPFEINFP6000 |autocalc Data Entry: VISIT ENTERED IN

(UTC-06:00) Central Time (autocalc) ERROR. NO COVID

(US & Canada) ILLNESSVISIT
PERFORMED.

Sep-11-2020 12:33:46 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) |POTENTIAL COVID-19 ILLNESS

(US & Canada)

2. Was a diagnosis obtained for Potential COVID-19 IlIness?

Date L ocation User Value Reason

Oct-22-2020 01:25:19 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 2: Closed Response satisfies

(UTC-06:00) Central query

Time (US & Canada)

Oct-21-2020 13:16:04 ACVOPFEINFP6000 |(b) (4), Query 2: Answered DATE WAS

(UTC-06:00) Central (b) (6) ENTERED IN

Time (US & Canada) ERROR. PATIENT
DID NOT HAVE
ILLNESSVISIT.
SITEWAS
INSTRUCTED TO
FILL OUT THE
REMAINING
FORMSIN THIS
VISIT ASN/A

Oct-20-2020 15:39:02 ACVOPFEINFP6000 |(b) (4), Query 2: Opened Per CCG, thisformis

(UTC-06:00) Central (b) (6) arequired CRF,

Time (US & Canada) please complete as
appropriate. if
Diagnosisis not
obtained, answer the
question as"NO" and
enter toxicity grade
between 1-5 as per
CCG section.
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ILLNESS DETAILS - eCRF Audit Trail History

Sep/10/2020
Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject No: 10391010
Generated By: | (b) (4)

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

Sep-29-2020 02:18:57 ACVOPFEINFP6000 | Rupal N Shah | Query 1: Closed not needed.

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

Time (US & Canada)

Sep-29-2020 02:18:03 ACVOPFEINFP6000 | Rupal N Shah | Query 1: Opened CLIQUERY: per

(UTC-06:00) Central (b) (4) CCG, thisformisa

Time (US & Canada) required CRF, please
complete as
appropriate. if
Diagnosisis not
obtained, answer the
question as"NO" and
enter toxicity grade
between 1-5 as per
CCG section 8.13.5
asitrelatesto
Symptoms.

Sep-21-2020 15:01:28 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Not Applicable

Time (US & Canada)

Sep-17-2020 13:06:20 ACVOPFEINFP6000 |(b) (4), Data Entry: VISIT ENTERED IN

(UTC-06:00) Central (b) (6) ERROR. NO COVID

Time (US & Canada) ILLNESSVISIT
PERFORMED.

Sep-11-2020 12:33:46 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central NO

Time (US & Canada)

3. Toxicity Grade:

Date L ocation User Value Reason

Oct-22-2020 01:25:19 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Closed Response satisfies

(UTC-06:00) Central query

Time (US & Canada)

Oct-21-2020 13:16:13 ACVOPFEINFP6000 |(b) (4), Query 1: Answered DATE WAS

(UTC-06:00) Central (b) (6) ENTERED IN

Time (US & Canada) ERROR. PATIENT
DID NOT HAVE
ILLNESSVISIT.
SITEWAS
INSTRUCTED TO
FILL OUT THE
REMAINING
FORMSIN THIS
VISIT ASN/A
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ILLNESS DETAILS - eCRF Audit Trail History

Sep/10/2020

Form Version: 06-Jul-2020 21:52

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Oct-20-2020 15:39:11 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Per CCG, thisformis
(UTC-06:00) Central (b) (6) arequired CRF,
Time (US & Canada) please complete as
appropriate. if
Diagnosisis not
obtained, answer the
guestion as"NO" and
enter toxicity grade
between 1-5 as per
CCG section.
Sep-21-2020 15:01:28 ACVOPFEINFPB000 |(b)(4), (b)(6) |DataEntry: Initial Entry
(UTC-06:00) Central Not Applicable
Time (US & Canada)
Sep-17-2020 13:06:28 ACVOPFEINFP6000 |(b) (4), Data Entry: VISIT ENTERED IN
(UTC-06:00) Central (b) (6) ERROR. NO COVID
Time (US & Canada) ILLNESSVISIT
PERFORMED.
Sep-11-2020 12:33:46 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central 1

Time (US & Canada)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Sep/10/2020

Form Version: 17-Jul-2020 21:55

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Sep-21-2020 15:01:45 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:06:02 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:34:53 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
2. Subcategory of Clinical Event:
Date L ocation User Value Reason
Sep-21-2020 15:01:45 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:06:02 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:34:53 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
3. Was a diagnosis obtained?
Date L ocation User Value Reason
Sep-21-2020 15:01:45 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:06:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:34:53 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
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Header Text: c4591001

Sep/10/2020

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form Version: 17-Jul-2020 21:55

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

4. Toxicity Grade:

*** Confidential***

Date L ocation User Value Reason
Sep-21-2020 15:01:45 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:06:02 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:34:53 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Sep/10/2020

Form Version: 21-Aug-2020 02:49

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Lab Panel:
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:35 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:09 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
2. Laboratory Name and Address
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:35 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:09 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
3. Collection Date:
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:09 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
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Header Text: 4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/10/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
4. Specimen Type:
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:35 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:09 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5a
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry
(UTC-06:00) Central Time (7Y Sponsor-Defined Ide Not Applic
(US & Canada) ntifier: able
Test:: Not Done
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Sep-17-2020 13:05:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined | dentifi
(US& Canada) er:
Test:: Not Don
e
Result::
Not Done::
Lab Normal Range:
Sep-11-2020 12:35:09 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor-Defined I dentifi Not Don
(US & Canada) er: e
Test:: Not Don
e
Result:: Not Don
e
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Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

Generated By: | (b) (4)

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

Not Done:: Not Don
e
Lab Normal Range: Not Don
e
5.a Sponsor |D:
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:35 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:09 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.a Test:
Date L ocation User Value Reason
Sep-11-2020 12:35:09 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.a Result:
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:09 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.aNot Done:
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFP6000 | (B) (@), (B) (6) | Data Entry: Initial Entry
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Header Text: 4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/10/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
(UTC-06:00) Central Time (b) (4), Not Applicable
(US & Canada) (b) (6)
Sep-17-2020 13:05:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:09 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5aLNMT
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:09 ACVOPFEINFP6E000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5b
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (0) (6) Sponsor-Defined Ide Not Applic
(US & Canada) ntifier: able
Test:: Not Done
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Sep-17-2020 13:05:35 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined | dentifi
(US & Canada) er:
Test:: Not Don
e
Result::
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Sep/10/2020

Form Version: 21-Aug-2020 02:49

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Not Done::
Lab Normal Range:

Sep-11-2020 12:35:09
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6E000 | (b) (4),
(b) (6)

Data Entry:

Sponsor -Defined | dentifi Not Don

er:
Test::

Result::
Not Done::

Lab Normal Range:

e
Not Don
e
Not Don
e
Not Don
e
Not Don
e

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Sep/10/2020

Form Version: 21-Aug-2020 02:49

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

5.b Sponsor 1D:
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:35 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:09 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.b Test:
Date L ocation User Value Reason
Sep-11-2020 12:35:09 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.b Result:
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:35 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:09 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.b Not Done:
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
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Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

Generated By: | (b) (4)

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

Sep-11-2020 12:35:09 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.bLNMT
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:35 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:09 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.c
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor-Defined Ide Not Applic
(US & Canada) ntifier: able
Test:: Not Done
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Sep-17-2020 13:05:35 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined | dentifi
(US & Canada) er:
Test:: Not Don
e
Result::
Not Done::
Lab Normal Range:
Sep-11-2020 12:35:09 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time TS Sponsor -Defined I dentifi Not Don
(US & Canada) er: e
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Header Text: c4591001

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

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

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Test:: Not Don
e

Result:: Not Don
e

Not Done:: Not Don

e

Lab Normal Range: Not Don
e

*** Confidential***
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Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:49

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

5.c Sponsor ID:
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:35 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:09 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.c Test:
Date L ocation User Value Reason
Sep-11-2020 12:35:09 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.c Result:
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:35 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:09 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.c Not Done;
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

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

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep-11-2020 12:35:09 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.CLNMT
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:35 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:09 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.d
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor-Defined Ide Not Applic
(US & Canada) ntifier: able
Test:: Not Done
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Sep-17-2020 13:05:35 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor-Defined | dentifi
(US & Canada) er:
Test:: Not Don
e
Result::
Not Done::
Lab Normal Range:
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep/10/2020 eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---

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

Back to Form

5.d
Date L ocation User Value Reason
Sep-11-2020 12:35:09 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time () (6) Sponsor-Defined I dentif Not Don
(US & Canada) ier: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e

090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Sep/10/2020

Form Version: 21-Aug-2020 02:49

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

5.d Sponsor ID:
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:35 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:09 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.d Test:
Date L ocation User Value Reason
Sep-11-2020 12:35:09 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.d Result:
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:09 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.d Not Done:
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (8) Not Applicable
(US & Canada)
Sep-17-2020 13:05:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1-

Sep/10/2020

Unscheduled Visit on

Form Version: 21-Aug-2020 02:49

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Sep-11-2020 12:35:09 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5dLNMT
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:09 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.e
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time () (6) Sponsor -Defined Ide Not Applic
(US & Canada) ntifier: able
Test:: Not Done
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Sep-17-2020 13:05:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor-Defined I dentif
Test:: Not Don
e
Result::
Not Done::
Lab Normal Range:
Sep-11-2020 12:35:09 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor-Defined Identif Not Don
(US & Canada) ier: e
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Header Text: c4591001

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

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

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Test:: Not Don
e

Result:: Not Don
e

Not Done:: Not Don

e

Lab Normal Range: Not Don
e

*** Confidential***
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:49

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

5.e Sponsor 1D:
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:35 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:09 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.eTest:
Date L ocation User Value Reason
Sep-11-2020 12:35:09 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.e Result:
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:09 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.eNot Done:
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (8) Not Applicable
(US & Canada)
Sep-17-2020 13:05:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Sep/10/2020

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1-

Form Version: 21-Aug-2020 02:49

Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

*** Confidential***

Sep-11-2020 12:35:09 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.eLNMT
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:09 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5f
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time () (6) Sponsor -Defined Ide Not Applic
(US & Canada) ntifier: able
Test:: Not Done
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Sep-17-2020 13:05:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor-Defined I dentif
Test:: Not Don
e
Result::
Not Done::
Lab Normal Range:
Sep-11-2020 12:35:09 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor-Defined Identif Not Don
(US & Canada) ier: e
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Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Test:: Not Don
e

Result:: Not Don
e

Not Done:: Not Don

e

Lab Normal Range: Not Don
e
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Sep/10/2020

Form Version: 21-Aug-2020 02:49

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

5.f Sponsor 1D:
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:35 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:09 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.f Test:
Date L ocation User Value Reason
Sep-11-2020 12:35:09 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.f Result:
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:09 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.f Not Done:
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (8) Not Applicable
(US & Canada)
Sep-17-2020 13:05:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep-11-2020 12:35:09 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5f LNMT
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:09 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.9
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time () (6) Sponsor-Defined Ide Not Applic
(US & Canada) ntifier: able
Test:: Not Done
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Sep-17-2020 13:05:35 ACVOPFEINFP6000 | (0) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (0) (6) Sponsor-Defined 1 dentif
Test:: Not Don
e
Result::
Not Done::
Lab Normal Range:
Sep-11-2020 12:35:09 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined I dentif Not Don
(US & Canada) ier: e
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Header Text: c4591001

Sep/10/2020

Form Version: 21-Aug-2020 02:49
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

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

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Test:: Not Don
e

Result:: Not Don
e

Not Done:: Not Don

e

Lab Normal Range: Not Don
e

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Sep/10/2020

Form Version: 21-Aug-2020 02:49

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

5.9 Sponsor ID:

Date L ocation User Value Reason

Sep-21-2020 15:01:59 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)

Sep-17-2020 13:05:35 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry

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

(US & Canada)

Sep-11-2020 12:35:09 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Not Done

(US & Canada)

5.9 Test:

Date L ocation User Value Reason

Sep-11-2020 12:35:09 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Not Done

(US & Canada)

5.9 Result:

Date L ocation User Value Reason

Sep-21-2020 15:01:59 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)

Sep-17-2020 13:05:35 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry

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

(US & Canada)

Sep-11-2020 12:35:09 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Not Done

(US & Canada)

5.g Not Done:

Date L ocation User Value Reason

Sep-21-2020 15:01:59 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)

Sep-17-2020 13:05:35 ACVOPFEINFPE000 |(®) 4. () (6) | Data Entry: Initial Entry
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Header Text: 4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/10/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
(UTC-06:00) Central Time (b) (4),
(US & Canada) (b) (6)
Sep-11-2020 12:35:09 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5gLNMT
Date L ocation User Value Reason
Sep-21-2020 15:01:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:35 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:09 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
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Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:51

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

Audit Trail History
Form Status. Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Lab Panel:
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:21 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
2. Laboratory Name and Address
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:21 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
3. Collection Date:
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:21 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
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Header Text: c4591001

Sep/10/2020

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form Version: 21-Aug-2020 02:51

Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

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

*** Confidential***

FDA-CBER-2021-5683-0905633

4. Specimen Type:
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:21 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.a
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (7Y Sponsor-Defined Ide Not Applic
(US & Canada) ntifier: able
Test:: Not Done
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Sep-17-2020 13:05:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined | dentifi
(US & Canada) er:
Test:: Not Don
e
Result::
Not Done::
Lab Normal Range:
Sep-11-2020 12:35:21 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor-Defined I dentifi Not Don
(US& Canada) er: e
Test:: Not Don
e
Result:: Not Don
e
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Sep/10/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject No: 10391010 Subject Initials: ---

090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Generated By: | (b) (4)

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

Not Done:: Not Don
e
Lab Normal Range: Not Don
e
5.a Sponsor |D:
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:21 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.a Test:
Date L ocation User Value Reason
Sep-11-2020 12:35:21 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.a Result:
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:21 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.aNot Done:
Date L ocation User Value Reason
Sep-21-2020 15:03:11 AcvopFEINFPeooo | (D) ((‘é))- (b) |pataEntry: Initial Entry
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:51

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

(UTC-06:00) Central Time (b) (4), Not Applicable
(US & Canada) (b) (6)
Sep-17-2020 13:05:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:21 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5aLNMT
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:21 ACVOPFEINFP6E000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.b
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor-Defined Ide Not Applic
(US & Canada) ntifier: able
Test:: Not Done
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Sep-17-2020 13:05:48 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor-Defined | dentifi
(US & Canada) er:
Test:: Not Don
e
Result::
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Sep/10/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Not Done::
Lab Normal Range:
Sep-11-2020 12:35:21 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time 7] Sponsor -Defined | dentifi Not Don
(US& Canada) er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: 4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Sep/10/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5.b Sponsor 1D:
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.b Test:
Date L ocation User Value Reason
Sep-11-2020 12:35:21 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.b Result:
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:21 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.b Not Done:
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/10/2020

Form Version: 21-Aug-2020 02:51

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Sep-11-2020 12:35:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.bLNMT
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:21 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.c
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor-Defined Ide Not Applic
(US & Canada) ntifier: able
Test:: Not Done
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Sep-17-2020 13:05:48 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined | dentifi
(US & Canada) er:
Test:: Not Don
e
Result::
Not Done::
Lab Normal Range:
Sep-11-2020 12:35:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time TS Sponsor -Defined I dentifi Not Don
(US & Canada) er: e
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: 4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Sep/10/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:51

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

5.c Sponsor ID:
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.c Test:
Date L ocation User Value Reason
Sep-11-2020 12:35:21 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.c Result:
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:21 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.c Not Done;
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Sep/10/2020

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

*** Confidential***

Sep-11-2020 12:35:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.CLNMT
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:21 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.d
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor-Defined Ide Not Applic
(US & Canada) ntifier: able
Test:: Not Done
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Sep-17-2020 13:05:48 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor-Defined | dentifi
(US & Canada) er:
Test:: Not Don
e
Result::
Not Done::
Lab Normal Range:
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Sep/10/2020 Audit Trail History

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

Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---

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

Back to Form

5.d
Date L ocation User Value Reason
Sep-11-2020 12:35:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time () (6) Sponsor-Defined I dentif Not Don
(US & Canada) ier: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e

090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)
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Header Text: 4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Sep/10/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5.d Sponsor 1D:
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:21 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.d Test:
Date L ocation User Value Reason
Sep-11-2020 12:35:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.d Result:
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:21 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.d Not Done:
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (8) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Sep-11-2020 12:35:21 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5dLNMT
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:21 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.e
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time () (6) Sponsor-Defined Ide Not Applic
(US & Canada) ntifier: able
Test:: Not Done
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Sep-17-2020 13:05:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined | dentif
Test:: Not Don
e
Result::
Not Done::
Lab Normal Range:
Sep-11-2020 12:35:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined I dentif Not Don
(US & Canada) ier: e
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Header Text: 4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Sep/10/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e

Page 395 of 466

*** Confidential***
FDA-CBER-2021-5683-0905645



Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Sep/10/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5.e Sponsor ID:
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:21 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.eTest:
Date L ocation User Value Reason
Sep-11-2020 12:35:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.e Result:
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:21 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.eNot Done:
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (8) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: 4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Sep/10/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Sep-11-2020 12:35:21 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.eLNMT
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:21 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.f
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time () (6) Sponsor-Defined Ide Not Applic
(US & Canada) ntifier: able
Test:: Not Done
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Sep-17-2020 13:05:48 ACVOPFEINFP6000 | (0) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (0) (6) Sponsor-Defined 1 dentif
(US & Canada) ier:
Test:: Not Don
e
Result::
Not Done::
Lab Normal Range:
Sep-11-2020 12:35:21 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor-Defined Identif Not Don
(US & Canada) ier: e
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Sep/10/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don

e

Lab Normal Range: Not Don
e

090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)
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Header Text: 4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Sep/10/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5.f Sponsor ID:
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (8)
(US & Canada)
Sep-11-2020 12:35:21 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.f Test:
Date L ocation User Value Reason
Sep-11-2020 12:35:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.f Result:
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:21 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.f Not Done:
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (8) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
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Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Sep-11-2020 12:35:21 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5f LNMT
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:21 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.9
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time () (6) Sponsor-Defined Ide Not Applic
(US & Canada) ntifier: able
Test:: Not Done
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Sep-17-2020 13:05:48 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (0) (6) Sponsor-Defined | dentif
Test:: Not Don
e
Result::
Not Done::
Lab Normal Range:
Sep-11-2020 12:35:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor-Defined Identif Not Don
(US & Canada) ier: e
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Header Text: 4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Sep/10/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Sep/10/2020 Audit Trail History

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

Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---

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

Back to Form

090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

5.9 Sponsor ID:

Date L ocation User Value Reason

Sep-21-2020 15:03:11 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)

Sep-17-2020 13:05:48 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

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

(US & Canada)

Sep-11-2020 12:35:21 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Not Done

(US & Canada)

5.9 Test:

Date L ocation User Value Reason

Sep-11-2020 12:35:21 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Not Done

(US & Canada)

5.9 Result:

Date L ocation User Value Reason

Sep-21-2020 15:03:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)

Sep-17-2020 13:05:48 ACVOPFEINFPE000 |/ () (4), Data Entry: Initial Entry

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

(US & Canada)

Sep-11-2020 12:35:21 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Not Done

(US & Canada)

5.9 Not Done:

Date L ocation User Value Reason

Sep-21-2020 15:03:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)

Sep-17-2020 13:05:48 AcvoPFEINFPso00 | (B) ((‘é))' (6) | pata Entry: Initial Entry
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Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

(UTC-06:00) Central Time (b) (4),
(US & Canada) (b) (6)
Sep-11-2020 12:35:21 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5gLNMT
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:21 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.h
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor-Defined Ide Not Applic
(US & Canada) ntifier: able
Test:: Not Done
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Sep-17-2020 13:05:48 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined | dentifi
(US& Canada) er:
Test:: Not Don
e
Result::
Not Done::
Lab Normal Range:
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Sep/10/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Sep-11-2020 12:35:21 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined I dentifi Not Don
(US & Canada) er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Sep/10/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5.h Sponsor ID:
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.h Test:
Date L ocation User Value Reason
Sep-11-2020 12:35:21 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.h Result:
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:21 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.h Not Done;
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
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Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:51
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Sep-11-2020 12:35:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.h LNMT
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:21 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor-Defined Ide Not Applic
(US & Canada) ntifier: able
Test:: Not Done
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Sep-17-2020 13:05:48 ACVOPFEINFPE000 |/ (0) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (0) (6) Sponsor -Defined I dentifi
(US & Canada) er:
Test:: Not Don
e
Result::
Not Done::
Lab Normal Range:
Sep-11-2020 12:35:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time TS Sponsor -Defined I dentifi Not Don
(US& Canada) er: e
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Header Text: 4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Sep/10/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
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Header Text: c4591001

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

Sep/10/2020

Form Version: 21-Aug-2020 02:51

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

5.i Sponsor ID:
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.i Test:
Date L ocation User Value Reason
Sep-11-2020 12:35:21 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.i Result:
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:21 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.i Not Done:
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/10/2020

Form Version: 21-Aug-2020 02:51

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Sep-11-2020 12:35:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5. LNMT
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:21 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5]
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time D7) Sponsor-Defined Ide Not Applic
(US & Canada) ntifier: able
Test:: Not Done
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Sep-17-2020 13:05:48 ACVOPFEINFPE000 |/ (0) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (0) (6) Sponsor -Defined I dentifi
(US & Canada) er:
Test:: Not Don
e
Result::
Not Done::
Lab Normal Range:
Sep-11-2020 12:35:21 _ ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time TS Sponsor -Defined I dentifi Not Don
(US& Canada) er: e
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Sep/10/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
5.j Sponsor ID:
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Sep/10/2020 Audit Trail History

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

Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject No: 10391010 Subject Initials: ---

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

5.j Sponsor ID:

Date L ocation User Value Reason
Sep-11-2020 12:35:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done

(US & Canada)

5. Test:

Date L ocation User Value Reason
Sep-11-2020 12:35:21 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (8) Not Done

(US & Canada)

5.) Result:

Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)

Sep-17-2020 13:05:48 ACVOPFEINFPGE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)

(US & Canada)

Sep-11-2020 12:35:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done

(US & Canada)

5.j Not Done:

Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)

Sep-17-2020 13:05:48 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (8)

(US & Canada)

Sep-11-2020 12:35:21 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done

(US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Sep/10/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
5j LNMT
Date L ocation User Value Reason
Sep-21-2020 15:03:11 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:48 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (8)
(US & Canada)
Sep-11-2020 12:35:21 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
Page 412 of 466
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Sep/10/2020

Form Version: 21-Aug-2020 02:50

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

Form Status. Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Back to Form

1. Date:
Date L ocation User Value Reason
Sep-21-2020 15:03:38 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:26 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:36 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
2a
Date L ocation User Value Reason
Sep-21-2020 15:03:38 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time () (6) Record I dentifier:: Not Don
(US & Canada) e

Systolic:: Not Appl

icable
Diastolic:: Not Appl
icable

Respiratory Ratein res Not Appl

pirationg/minute: icable

Heart Ratein beats/min Not Appl

ute: icable
Sep-17-2020 13:05:26 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time ®®) Record | dentifier:: Not D
(US& Canada) onhe

Systolic::

Diastolic::

Respiratory Ratein respir

ations/minute:

Heart Rate in beats/minut

e
Sep-11-2020 12:35:36 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time () (6) Record Identifier:: Not D
(US& Canada) one

Page 413 of 466

*** Confidential***
FDA-CBER-2021-5683-0905663



090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Sep/10/2020
Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen, Verified
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject No: 10391010
Generated By: | (b) (4)

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

Systalic:: Not D
one
Diastolic:: Not D
one

Respiratory Ratein respir Not D

ationgminute: one

Heart Ratein beatsminut Not D

e one
2.a Record | dentifier:
Date L ocation User Value Reason
Sep-11-2020 12:35:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
2.a Systolic:
Date L ocation User Value Reason
Sep-21-2020 15:03:38 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:26 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
2.aDiagtdlic:
Date L ocation User Value Reason
Sep-21-2020 15:03:38 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:26 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:36 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: 4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: VITAL SIGNS- COVID - eCRF Audit Trail History
Sep/10/2020

Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen, Verified

Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---

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

2.a Respiratory Ratein respirationg/minute:

Date L ocation User Value Reason
Sep-21-2020 15:03:38 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable

(US & Canada)

Sep-17-2020 13:05:26 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)

(US & Canada)

Sep-11-2020 12:35:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done

(US & Canada)

2.a Heart Rate in beats/minute:

Date L ocation User Value Reason
Sep-21-2020 15:03:38 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:26 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:35:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History

Sep/10/2020

Form Version: 21-Aug-2020 02:51

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date:
Date L ocation User Value Reason
Sep-21-2020 15:04:14 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:05:14 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:37:14 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
2a
Date L ocation User Value Reason
Sep-21-2020 15:04:14 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (0) (6) Record Identifier:: Not Done
(US& Canada) Oxygen Saturation Not Applicabl
: e

Sep-17-2020 13:05:14 ACVOPFEINFPE000 |/ (0) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Record Identifier:: Not Done
(US& Canada) Oxygen Saturation:
Sep-11-2020 12:37:14 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Record Identifier:: Not Done
(US & Canada) Oxygen Saturation: Not Done
2.a Record I dentifier:
Date L ocation User Value Reason
Sep-11-2020 12:37:14 ACVOPFEINFP6000 |(b) (4). Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
2.a SPO2 Pulse Oximetry %
Date L ocation User Value Reason
Sep-21-2020 15:04:14 AcvoPFEINFPe000 | (B) (). (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) Not Applicable
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: 4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History
Sep/10/2020

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

Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject No: 10391010 Subject Initials: ---

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

(US & Canada) (b) (4). (b) (6)

Sep-17-2020 13:05:14 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)

(US & Canada)

Sep-11-2020 12:37:14 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done

(US & Canada)
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: OXY GENATION PARAMETERS - eCRF Audit Trail History

Sep/10/2020

Form Version: 06-Jul-2020 21:52

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

Form Status. Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

1. Date Time of Assessment:

Date L ocation User Value Reason
Sep-21-2020 15:04:28 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:04:44 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:37:28 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
2. Arterial Blood Gases PaO2 (mmHg):
Date L ocation User Value Reason
Sep-21-2020 15:04:28 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:04:44 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:37:28 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
3. FiO2 (Fraction of Inhaled Oxygen):
Date L ocation User Value Reason
Sep-21-2020 15:04:28 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:04:44 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:37:28 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF
Audit Trail History

Sep/10/2020

Form Version: 06-Jul-2020 21:55

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. What isthe medication identifier?
Date L ocation User Value Reason
Sep-21-2020 15:05:10 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:04:29 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:37:37 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
2. Category:
Date L ocation User Value Reason
Sep-21-2020 15:05:10 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:04:29 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:37:37 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
3. Concomitant Medications Pre-specified:
Date L ocation User Value Reason
Sep-21-2020 15:05:10 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:04:29 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:37:37 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF

Sep/10/2020

Form Version: 06-Jul-2020 21:55

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

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., | ngredient(s), route, use,

formulation).
Date L ocation User Value Reason
Sep-21-2020 15:05:10 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:04:29 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:37:37 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5. Start Date:
Date L ocation User Value Reason
Sep-21-2020 15:05:10 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:04:29 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:37:37 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
6. Ongoing?
Date L ocation User Value Reason
Sep-21-2020 15:05:10 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:04:29 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:37:37 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: IMAGING - eCRF Audit Trail History

Sep/10/2020

Form Version: 06-Jul-2020 21:53

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Assessment:
Date L ocation User Value Reason
Sep-21-2020 15:05:22 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:01:11 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:40:50 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
2. Location of Assessment:
Date L ocation User Value Reason
Sep-21-2020 15:05:22 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:01:11 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:40:50 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
3. Type of Imaging Exam:
Date L ocation User Value Reason
Sep-21-2020 15:05:22 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:01:11 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:40:50 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: IMAGING - eCRF Audit Trail History

Sep/10/2020

Form Version: 06-Jul-2020 21:53

Site No: 1039
Subject No: 10391010
Generated By: | (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

4. Assessment:
Date L ocation User Value Reason
Sep-21-2020 15:05:22 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Applicable
(US & Canada)
Sep-17-2020 13:01:11 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
Sep-11-2020 12:40:50 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on Form: DATE OF VISIT - eCRF Audit Trail History
Dec/09/2020

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---

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

Back to Form

1. Date of Visit

Date L ocation User Value | Reason

Jan-17-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Response satisfies query
23:33:18 2:Clo

(UTC-06:00) sed

Central Time

Us&

Canada)

Jan-15-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Patient's wife contacted the
10:04:24 2: Ans | site on this date to notify the
(UTC-06:00) wered | clinic of the patient's death.
Central Time

Us&

Canada)

Jan-14-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW6841638;' Date of
19:33:53 (b) (4) 2: Op | Visit'isafter ‘Date of
(UTC-06:00) ened | Completion/Discontinuation
Central Time /Death’ on the Disposition -
(Us& Follow-up eCRF. Please
Canada) clarify or correct.
Dec-10-2020 | ACVOPFEINFPE000 (b) (4), (b) (6) Query | Response satisfies query
22:17:34 1: Clo

(UTC-06:00) sed

Central Time

Us&

Canada)

Dec-10-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Added to document date of
11:21:12 1: Ans | notification of patient's
(UTC-06:00) wered | death.

Central Time

Us&

Canada)

Dec-10-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data | Changed Information
11:19:27 Entry

(UTC-06:00) M

Central Time Dec/9

Us& /2020

Canada)

Dec-10-2020 | ACVOPFEINFP6000 auto query Query | Date of Visit is after the

Page 423 of 466

*** Confidential***

FDA-CBER-2021-5683-0905673




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: 4591001
Visit: Unplanned 1 - Unscheduled Visit on

Dec/09/2020

Form Version: 22-Apr-2020 21:02

Site No: 1039

Subject No: 10391010
Generated By: | (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

11:16:11 (autoquery) 1: Op |Dateof

(UTC-06:00) ened | Completion/Discontinuation

Central Time /Death on the Follow-Up

(US& Disposition form. Please

Canada) review and update as
appropriate.

Dec-10-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data | Initial Entry

11:16:11 Entry

(UTC-06:00) L

Central Time Dec/1

(Us& 0/202

Canada) 0
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Dec/09/2020

Form Version: 22-Apr-2020 21:04
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: UNPLANNED VISIT - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke

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

Back to Form

1. Assessments

Date L ocation

User Value

Reason

Dec-10-2020 11:18:37 ACVOPFEINFP6000
(UTC-06:00) Central Time
(US & Canada)

auto query Query 1. Deleted
(autoquery)

Close Auto Query

Dec-10-2020 11:16:22 ACVOPFEINFP6000
(UTC-06:00) Central Time
(US & Canada)

auto query Query 1: Candidate
(autoquery)

'Contact Outcomeis
ticked however
'CONTACT
OUTCOME' formis
not entered. Please
review and update as

appropriate.
Dec-10-2020 11:16:22 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) CONTACT OUTCOME
(US & Canada)
Page 425 of 466

*** Confidential***

FDA-CBER-2021-5683-0905675




090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on

Dec/09/2020

Form Version: 22-Apr-2020 21:04

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

Form: CONTACT OUTCOME - UNPLANNED - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Back to Form

1. Contact Type:

Date L ocation User Value Reason
Dec-10-2020 11:18:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | TELEPHONEVISIT
(US & Canada)
2. Was contact made?
Date L ocation User Value Reason
Dec-10-2020 11:19:27 ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Dec-10-2020 11:19:02 ACVOPFEINFP6000 | auto query Query 2: Opened Date of Contact
(UTC-06:00) Central Time (autoquery) 09/Dec/2020 is not
(US & Canada) equal to the Date of
Visit 10/Dec/2020
within same
unplanned visit.
Please review and
update as appropriate.
Dec-10-2020 11:19:02 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Dec-10-2020 11:19:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed Information
(UTC-06:00) Central Time (b) (6) YES
(US & Canada) Date of Contact:
Dec/9/2020
Contact Outcome:
VISIT NOT ARRANGED, REA
CTION NO LONGER PRESEN
T
Dec-10-2020 11:18:37 ACVOPFEINFP6000 | auto query Query 1: Opened Response to " Contact
(UTC-06:00) Central Time (autoquery) Outcome" is missing.
(US & Canada)
Dec-10-2020 11:18:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada) Date of Contact:
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Dec/09/2020

Form Version: 22-Apr-2020 21:04
Site No: 1039

Subject No: 10391010

Generated By: | (b) (4)

Form: CONTACT OUTCOME - UNPLANNED - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Dec/10/2020
3. Comments:
Date L ocation User Value Reason
Dec-10-2020 11:18:37 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Patient's wife contacted the clinic on
(US & Canada) 09Dec2020 ti report subject died. S
AE submitted.
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Header Text: c4591001

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

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

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

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Oct-08-2020 11:48:14 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Oct/8/2020
(US & Canada)
2. Phase of Disposition:
Date L ocation User Value Reason
Oct-08-2020 11:48:14 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | VACCINATION
(US & Canada)
3. Status:
Date L ocation User Value Reason
Oct-08-2020 11:48:14 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) COMPLETED
(US & Canada)
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Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

Form: DISPOSITION - FOLLOW-UP - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason

Dec-10-2020 10:58:41 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Nov/18/2020

(US & Canada)

2. Phase of Disposition:

Date L ocation User Value Reason

Dec-10-2020 10:58:41 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) | FOLLOW-UP

(US & Canada)

3. Status:

Date L ocation User Value Reason

Dec-10-2020 11:22:13 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Dec-10-2020 10:58:41 ACVOPFEINFP6000 | auto query Query 1: Opened 'Response to 'Status’

(UTC-06:00) Central Time (autoquery) is'Death’ on

(US & Canada) Disposition- Folow
up, but 'Death’ CRF
isnot yet initiated.
Please review and
update as
appropriate.

Dec-10-2020 10:58:41 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) DEATH

(US & Canada)
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Header Text: c4591001

090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
Date L ocation User Value Reason
Sep-10-2020 09:32:51 ACVOPFEINFP6000 | (b) (4), Form Created
(UTC-06:00) Central Time (b) (6)
(US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---

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

Back to Form

Date L ocation User Value Reason
Sep-10-2020 10:04:37 ACVOPFEINFP6000 | (b) (4), Form Created
(UTC-06:00) Central Time (b) (6)
(US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---

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

Back to Form

090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Date L ocation User Value Reason
Sep-10-2020 10:06:25 ACVOPFEINFP6000 | (b) (4), Form Created
(UTC-06:00) Central Time (b) (6)
(US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---

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

Back to Form

Date L ocation User Value Reason
Sep-17-2020 12:59:31 ACVOPFEINFP6000 | (b) (4), Form Created
(UTC-06:00) Central Time (b) (6)
(US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---

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

Back to Form

090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Date L ocation User Value Reason
Dec-10-2020 11:06:48 ACVOPFEINFP6000 | (b) (4), Form Created
(UTC-06:00) Central Time (b) (8)
(US & Canada)
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1039 Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject No: 10391010 Subject Initials: ---

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

Back to Form

Date L ocation User Value Reason
Dec-14-2020 10:19:20 ACVOPFEINFP6000 | (b) (4), Form Created
(UTC-06:00) Central Time (b) (8)
(US & Canada)
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen

Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initial

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

S -

Back to Form

1. Category:

Date L ocation User Value Reason

Sep-10-2020 09:32:51 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) | ADVERSE EVENT

(US & Canada)

2. AE ID:

Date L ocation User Value Reason

Sep-10-2020 09:32:51 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) |1

(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Sep-28-2020 14:41:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed Information

(UTC-06:00) Central Time (b) (6) injection site pain

(US & Canada)

Sep-18-2020 03:25:29 ACVOPFEINFP6000 |Juleen Gayed | Query 2: Closed Response satisfies

(UTC-06:00) Central Time (b) (4) query

(US & Canada)

Sep-17-2020 09:17:59 ACVOPFEINFP6000 | auto query Query 2: Answered Changed Information

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Sep-17-2020 09:17:59 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed Information

(UTC-06:00) Central Time (b) (6) Right Arm Pain

(US & Canada)

Sep-17-2020 08:15:43 ACVOPFEINFP6000 |Juleen Gayed | Query 2: Opened Clin: Please add

(UTC-06:00) Central Time (b) (4) which armis

(US & Canada) involved. Asthe AE
is considered related
to the vaccination,
was this the arm that
received the vaccine?

Sep-17-2020 05:35:01 ACVOPFEINFP6000 |(b) (4). (b) (6) | Query 1: Closed Response satisfies

(UTC-06:00) Central Time query

(US & Canada)

Sep-16-2020 11:19:26 ACVOPFEINFPE000 | (B) (4), (0) | Query 1: Answered Injection site was not

(6)
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Header Text: 4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1039

Subject No: 10391010

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

(UTC-06:00) Central Time (b) (4), indicated on AE

(US & Canada) (b) (6) source provided.

Sep-14-2020 16:07:55 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Opened GPDCLIN: Please

(UTC-06:00) Central Time review all reported

(US & Canada) AEs of pain and
bruising and if any
refersto injection
site, please record as
"injection site XXX"
(e.g. injection site
pain), to alow
clarity.

Sep-10-2020 09:32:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Arm Pain

(US & Canada)

4. Start Date Time:

Date L ocation User Value Reason

Sep-10-2020 09:32:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Sep/9/2020 19:00

(US & Canada)

5. Isthe adverse event till ongoing?

Date L ocation User Value Reason

Sep-28-2020 14:42:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed Information

(UTC-06:00) Central Time (b) (8) NO

(US & Canada) End Date Time:

Sep/11/2020 UNK:UNK

Sep-10-2020 09:32:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) YES

(US & Canada)

6. Toxicity Grade:

Date L ocation User Value Reason

Sep-10-2020 09:32:51 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) 2

(US & Canada)

7. 1sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

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

Date L ocation User Value Reason
Sep-10-2020 09:32:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
8. I sthis adverse event the result of a study Medication Error?
I Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Sep-10-2020 09:32:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Sep-15-2020 08:25:11 ACVOPFEINFP6E000 |(b) (4), (b) (6) Query 1: Closed Response satisfies
(UTC-06:00) Central Time query
(US & Canada)
Sep-14-2020 09:44:02 ACVOPFEINFP6000 | (b) (4), Query 1: Answered Patient received 2nd
(UTC-06:00) Central Time (b) (6) vaccination on
(US & Canada) 09SEP2020.
Sep-13-2020 18:44:37 ACVOPFEINFPE000 |(b) (4), (b) (6) Query 1: Opened ClinQuery: Event
(UTC-06:00) Central Time start 19 days after
(US & Canada) vaccination. Please
confirm related

Sep-10-2020 09:32:51 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) RELATED
(US & Canada)
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Sep-10-2020 09:32:51 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NOT APPLICABLE
(US & Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

*** Confidential***

Sep-10-2020 09:32:51 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) NO

(US & Canada)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason

Sep-10-2020 09:32:51 ACVOPFEINFPG000 | (b) (4). Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) NO

(US & Canada)

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

Date L ocation User Value Reason

Sep-28-2020 14:43:36 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Sep-28-2020 14:43:36 ACVOPFEINFP6000 | (b) (4), Data Entry: Changed Information

(UTC-06:00) Central (b) (6) RECOVERED/RESOLVED

Time (US & Canada)

Sep-28-2020 14:42:17 ACVOPFEINFP6000 | auto query Query 1: Opened For AE injection site

(UTC-06:00) Central (autoquery) pain: Response to

Time (US & Canada) "What was the outcome
of this adverse event?'
is
'Recovering/Resolving'
but AE End Date/Time
is present.

Sep-10-2020 09:32:51 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) RECOVERING/RESOLVING

Time (US & Canada)

14. Did the adverse event cause the subject to be discontinued from the study?

Date L ocation User Value Reason

Sep-10-2020 09:32:51 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) NO

(US & Canada)
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: 4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1039
Subject No: 10391010
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initial

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

S ---

Back to Form

1. Category:
Date L ocation User Value Reason
Sep-10-2020 10:04:37 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | ADVERSE EVENT
(US & Canada)
2. AE ID:
Date L ocation User Value Reason
Sep-10-2020 10:04:37 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |2
(US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Sep-18-2020 03:25:51 ACVOPFEINFP6000 |Juleen Gayed | Query 1: Closed Response satisfies
(UTC-06:00) Central Time (b) (4 query
(US & Canada)
Sep-17-2020 09:18:20 ACVOPFEINFP6000 | auto query Query 1: Answered Changed Information
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Sep-17-2020 09:18:20 ACVOPFEINFP6000 | (b) (4), Data Entry: Changed Information
(UTC-06:00) Central Time (b) (6) right arm bruising
(US & Canada)
Sep-17-2020 08:17:39 ACVOPFEINFP6000 |Juleen Gayed | Query 1: Reissued:Opened Clin: Please confirm
(UTC-06:00) Central Time (b) (4) the location within
(US & Canada) the adverse event
term

Sep-16-2020 11:20:33 ACVOPFEINFP6000 |(b) (4), Query 1: Answered Bruising location
(UTC-06:00) Central Time (b) (6) wasindicated on AE
(US & Canada) source provided.
Sep-14-2020 17:06:53 ACVOPFEINFPE000 |Juleen Gayed | Query 1: Opened Clin: Please specify
(UTC-06:00) Central Time (b) (4) location of bruising
(US & Canada)
Sep-10-2020 10:04:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) bruising
(US & Canada)
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090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

4, Start Date Time:

Date L ocation User Value Reason
Sep-10-2020 10:04:37 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Aug/21/2020 11:00
(US & Canada)
5. Isthe adverse event till ongoing?
Date L ocation User Value Reason
Sep-10-2020 10:04:37 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
(UTC-06:00) Central Time () (6) NO
(US & Canada) End Date Time:

Sep/2/2020 11:00
6. Toxicity Grade:
Date L ocation User Value Reason
Sep-10-2020 10:04:37 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) 1
(US & Canada)

7. |sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Sep-10-2020 10:04:37 ACVOPFEINFP6000 |(b) (4). Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
8. I sthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Sep-10-2020 10:04:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
9. Isthis event related to study treatment:
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Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Date L ocation User Value Reason
Sep-10-2020 10:04:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time () (6) RELATED
(US & Canada)
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Sep-10-2020 10:04:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NOT APPLICABLE
(US & Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Sep-10-2020 10:04:37 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Sep-10-2020 10:04:37 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Sep-11-2020 12:30:24 ACVOPFEINFP6000 | (b) (4), Data Entry: Changed Information
(UTC-06:00) Central Time (b) (6) RECOVERED/RESOLVED
(US & Canada)
Sep-10-2020 10:04:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) RECOVERED/RESOLVED WITH
(US & Canada) SEQUELAE
14. Did the adver se event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Sep-10-2020 10:04:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
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1. Category:

Date L ocation User Value Reason

Sep-10-2020 10:06:25 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) | ADVERSE EVENT

(US & Canada)

2. AE ID:

Date L ocation User Value Reason

Sep-10-2020 10:06:25 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) |3

(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Sep-24-2020 03:18:23 ACVOPFEINFP6000 |(b) (4), (0) (6) | Query 1: Closed Response satisfies

(UTC-06:00) Central Time query

(US & Canada)

Sep-23-2020 18:05:41 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Sep-23-2020 18:05:41 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

(UTC-06:00) Central Time (b) (6) INJECTION SITE PAIN

(US & Canada)

Sep-23-2020 14:02:00 ACVOPFEINFP6000 |(b) (4). (b) (6) | Query 1: Opened GPDCLIN: Please

(UTC-06:00) Central Time clarify which arm

(US & Canada) and if pain was at
injection site. please
update the term as
applicable.

Sep-10-2020 10:06:25 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) arm pain

(US & Canada)

4. Start Date Time:

Date L ocation User Value Reason

Sep-10-2020 10:06:25 ACVOPFEINFPe000 | (B) ((‘é))- (b) | pataEntry: Initial Entry
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Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

(UTC-06:00) Central Time (b) (4), Aug/21/2020 19:00
(US & Canada) (b) (6)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Sep-28-2020 09:19:52 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central Time (b) (6) query
(US & Canada)
Sep-24-2020 15:31:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed Information
(UTC-06:00) Central Time (b) (6) NO
(US & Canada) End Date Time:
Aug/23/2020 12:00
Sep-24-2020 15:31:39 ACVOPFEINFP6000 | auto query Query 1: Answered Changed Information
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Sep-24-2020 15:31:39 ACVOPFEINFP6000 | (b) (4), Data Entry: Changed Information
(UTC-06:00) Central Time (b) (6) NO
(US & Canada) End Date Time:
Aug/24/2020 12:00
Sep-24-2020 12:30:53 ACVOPFEINFP6000 | (b) (4), Query 1: Reissued:Opened CRF has been
(UTC-06:00) Central Time (b) (6) unlocked, please
(US & Canada) update as
appropriate.
Sep-22-2020 09:09:37 ACVOPFEINFP6000 |(b) (4), Query 1: Answered Please unlock page
(UTC-06:00) Central Time (b) (6) so changes can be
(US & Canada) made.
Sep-21-2020 23:15:50 ACVOPFEINFP6000 | (b) (4), Query 1: Opened Please reconcile end
(UTC-06:00) Central Time (b) (8) date. Per source
(US & Canada) document, end date
noted as 23Aug2020
at 1200. Please
update as
appropriate.
Sep-10-2020 10:06:25 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada) End Date Time:
Sep/9/2020 19:00
6. Toxicity Grade:
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Subject No: 10391010
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Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Date L ocation User Value Reason
Sep-10-2020 10:06:25 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) 1

(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; I 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

Sep-10-2020 10:06:25 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) NO

(US & Canada)

8. I sthis adverse event the result of a study Medication Error?

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

Date L ocation User Value Reason

Sep-10-2020 10:06:25 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Centra Time (b) (6) NO

(US & Canada)

9. Isthis event related to study treatment:

Date L ocation User Value Reason

Sep-10-2020 10:06:25 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) RELATED

(US & Canada)

10. Latest Action Taken with Study Treatment:

Date L ocation User Value Reason

Sep-10-2020 10:06:25 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) NOT APPLICABLE

(US & Canada)

11. Was a Concomitant Medication given?

Date L ocation User Value Reason

Sep-12-2020 08:20:55 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Closed as data

(UTC-06:00) Central (b) (6) entered.
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Time (US & Canada) (b) (4), (b) (6)

Sep-11-2020 12:23:23 ACVOPFEINFP6000 | auto query Query 1: Answered Initial Entry

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Sep-11-2020 12:23:23 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central NO

Time (US & Canada)

Sep-11-2020 05:59:37 ACVOPFEINFP6000 |(b) (4). (b) (6) Query 1: Opened DM: The response

(UTC-06:00) Central for "Was a

Time (US & Canada) Concomitant
Medication given?"
ismissing kindly
review and update.

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason

Sep-10-2020 10:06:25 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) NO

(US & Canada)

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

Date L ocation User Value Reason

Sep-11-2020 12:31:09 ACVOPFEINFP6000 | (b) (4), Data Entry: Changed Information

(UTC-06:00) Central Time (b) (6) RECOVERED/RESOLVED

(US & Canada)

Sep-10-2020 10:06:25 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) RECOVERED/RESOLVED WITH

(US & Canada) SEQUELAE

14. Did the adver se event cause the subject to be discontinued from the study?

Date L ocation User Value Reason

Sep-10-2020 10:06:25 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) NO

(US & Canada)
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1. Category:
Date L ocation User Value Reason
Sep-17-2020 12:59:31 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | ADVERSE EVENT
(US & Canada)
2. AE ID:
Date L ocation User Value Reason
Sep-17-2020 12:59:31 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |4
(US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Sep-17-2020 12:59:31 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) FEVER
(US & Canada)
4. Start Date Time:
Date L ocation User Value Reason
Sep-17-2020 12:59:31 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sep/10/2020 07:00
(US & Canada)
5. Isthe adverse event till ongoing?
Date L ocation User Value Reason
Sep-17-2020 12:59:31 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada) End Date Time:
Sep/10/2020 19:00

6. Toxicity Grade:
Date L ocation User Value Reason
Sep-17-2020 12:59:31 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) 1
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Generated Time (GMT): 29-Mar-2021 04:44

(US & Canada)

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

7. 1sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Sep-17-2020 12:59:31 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
8. I sthis adverse event the result of a study Medication Error?
I Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Sep-17-2020 12:59:31 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Sep-17-2020 12:59:31 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) RELATED
(US & Canada)
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Sep-17-2020 12:59:31 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NOT APPLICABLE
(US & Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Sep-17-2020 12:59:31 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada)
12. Was a Non-Drug Treatment given?
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Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 04:44

Date L ocation User Value Reason
Sep-17-2020 12:59:31 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO

(US & Canada)

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

Date L ocation User Value Reason
Sep-17-2020 12:59:31 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) RECOVERED/RESOLVED

(US & Canada)

14. Did the adver se event cause the subject to be discontinued from the study?

Date L ocation User Value Reason
Sep-17-2020 12:59:31 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)

Page 449 of 466

*** Confidential***
FDA-CBER-2021-5683-0905699



090177e196ae3e5a\Final\Final On: 01-Apr-2021 04:52 (GMT)

Header Text: 4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1039
Subject No: 10391010
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1039) ARC Clinical Research at Wilson Parke
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Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Category:

Date L ocation User Value Reason

Dec-10-2020 11:06:48 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) | ADVERSE EVENT

(US & Canada)

2. AE ID:

Date L ocation User Value Reason

Dec-10-2020 11:06:48 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) |5

(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Dec-14-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Clos | Discrepancy has been

11:59:31 Oracle ed closed.

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

Central Time

(US & Canada)

Dec-14-2020 ACVOPFEINFP6000 auto query Query 1: Ans | Changed Information

10:16:21 (autoquery) wered

(UTC-06:00)

Central Time

(US & Canada)

Dec-14-2020 ACVOPFEINFP6000 (b) (4), (b) (6) |DataEntry: |Changed Information

10:16:21 arthrosclorati

(UTC-06:00) ¢ cardiovascu

Central Time lar disease

(US & Canada)

Dec-11-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Ope | Multiple conceptsin

17:02:17 Oracle ned theterm

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

Central Time AND

(US & Canada) HYPERTENSIVE
CARDIOVASCULAR
DISEASE. Split the
term into
ATHEROSCLEROQOTIC
CARDIOVASCULAR
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DISEASE and
HYPERTENSIVE
CARDIOVASCULAR
DISEASE and report as
separate entries. Thank
you.

*** Confidential***

Dec-10-2020 ACVOPFEINFP6000 (b) (4), (b) (6) |DataEntry: |Initial Entry
11:06:48 arthrosclorati
(UTC-06:00) ¢ and hyperte
Central Time nsive cardiov
(US & Canada) ascular diseas
e
4. Start Date Time:
Date L ocation User Value Reason
Dec-10-2020 11:06:48 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Nov/18/2020 UNK:UNK
(US & Canada)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Dec-10-2020 11:06:48 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada) End Date Time:
Nov/18/2020 UNK:UNK
6. Toxicity Grade:
Date L ocation User Value Reason
Dec-15-2020 18:42:44 ACVOPFEINFPG000 |/ (b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central Time (b) (6) query
(US & Canada)
Dec-14-2020 10:15:51 ACVOPFEINFP6000 |(b) (4), Query 1: Answered Toxicity grade should
(UTC-06:00) Central Time (b) (6) be 5-Fatal, but 4 is
(US & Canada) the highest radial that
can be selected.
Dec-13-2020 18:01:08 ACVOPFEINFP6000 |/ (0) (4), Query 1: Opened ClinQuery: Please
(UTC-06:00) Central Time (b) (6) confirm if the
(US & Canada) toxicity grade for
AE#5 should be 5 as
the AE was Fatal.
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Site No: 1039
Subject No: 10391010
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

Dec-10-2020 11:06:48
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFPE6000

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

Data Entry:
4

Initial Entry

7. |sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Dec-17-2020 05:59:48 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Dec-14-2020 10:16:21 ACVOPFEINFP6000 | auto query Query 1: Candidate For AE
(UTC-06:00) Central Time (autoquery) arthroscloratic
(US & Canada) cardiovascular
disease: Response to
"Isthe adverse event
serious?’ is'Yes but
"Serious Adverse
Event Number" is
blank.
Dec-10-2020 11:06:48 ACVOPFEINFP6000 | auto query Query 1: Candidate For AE
(UTC-06:00) Central Time (autoquery) arthroscloratic and
(US & Canada) hypertensive
cardiovascular
disease: Response to
"Is the adverse event
serious?" is'Yes but
"Serious Adverse
Event Number" is
blank.
Dec-10-2020 11:06:48 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central 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?
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YES

Did this serious event require or p
rolong hospitalization?

NO
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. I sthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason
Dec-10-2020 11:06:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO

(US & Canada)

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Dec-10-2020 11:06:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NOT RELATED

(US & Canada) If Not Related to study treatment(s

), thisevent is due to:
OTHER
If Other, specify:

cardiovascular disease

10. Latest Action Taken with Study Treatment:

Date L ocation User Value Reason
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Dec-10-2020 11:06:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) NOT APPLICABLE

(US & Canada)

11. Was a Concomitant Medication given?

Date L ocation User Value Reason

Dec-10-2020 11:06:48 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) NO

(US & Canada)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason

Dec-10-2020 11:06:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) NO

(US & Canada)

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

Date L ocation User Value Reason

Dec-10-2020 11:22:13 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Dec-10-2020 11:06:48 ACVOPFEINFP6000 | auto query Query 1: Opened Response to "What

(UTC-06:00) Central Time (autoquery) was the outcome of

(US & Canada) this adverse event?"
is'Fatal' but Date of
Collection/
Notification of Death
on the Death Details
formis not
completed. Please
review and update as
appropriate.

Dec-10-2020 11:06:48 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) FATAL

(US & Canada)

14. Did the adver se event cause the subject to be discontinued from the study?

Date L ocation User Value Reason

Dec-10-2020 11:13:10 ACVOPFEINFP6000 | (b) (4), Data Entry: New Information

(UTC-06:00) Central Time (b) (6) YES

(US & Canada)
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Dec-10-2020 11:06:48 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NO
(US & Canada) (b) (6)
15. Serious Adverse Event Number: For Pfizer Use Only
Date L ocation User Value Reason
Dec-17-2020 05:59:48 ACVOPFEINFPG000 |/ (b) (4), |DataEntry: Initial Entry
(UTC-06:00) Central Time (b) (6) 2020490602
(US & Canada)
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S ---
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Back to Form

1. Category:
Date L ocation User Value Reason
Dec-14-2020 10:19:20 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | ADVERSE EVENT
(US & Canada)
2. AE ID:
Date L ocation User Value Reason
Dec-14-2020 10:19:20 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) (6
(US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Dec-14-2020 10:19:20 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) hypertensive cardiovascular disease
(US & Canada)
4. Start Date Time:
Date L ocation User Value Reason
Dec-14-2020 10:19:20 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Nov/18/2020 UNK:UNK
(US & Canada)
5. Isthe adverse event till ongoing?
Date L ocation User Value Reason
Dec-14-2020 10:19:20 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada) End Date Time:
Nov/18/2020 UNK:UNK

6. Toxicity Grade:
Date L ocation User Value Reason
Dec-14-2020 10:19:20 ACVOPFEINFP6000 | (b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-06:00) Central Time 4
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(US & Canada) (b) (4), (b) (6)

7. Isthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.
Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant

disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason

Dec-17-2020 05:59:58 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Dec-14-2020 10:19:20 ACVOPFEINFP6000 | auto query Query 1: Candidate For AE hypertensive

(UTC-06:00) Central Time (autoquery) cardiovascular

(US & Canada) disease: Response to
"Isthe adverse event

serious?' is'Yes but
"Serious Adverse
Event Number" is
blank.

Dec-14-2020 10:19:20 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central 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?

YES

Did this serious event require or p
rolong hospitalization?

NO
Did this serious event result in per
sistent or significant disability/inc
apacity?

NO

Isthis serious event life threatenin
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g?
NO

Other medically important serious
event

NO

8. Isthis adverse event the result of a study Medication Error?
I Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason
Dec-14-2020 10:19:20 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Dec-14-2020 10:19:20 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NOT RELATED
(US & Canada) If Not Related to study treatment(s
), thisevent is due to:
OTHER
If Other, specify:
cardiovascular disease
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Dec-14-2020 10:19:20 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NOT APPLICABLE
(US & Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Dec-14-2020 10:19:20 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
12. Was a Non-Drug Treatment given?
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Time (US & Canada)

Date L ocation User Value Reason
Dec-14-2020 10:19:20 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO

(US & Canada)

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

Date L ocation User Value Reason
Dec-14-2020 10:19:20 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) FATAL

(US & Canada)

14. Did the adver se event cause the subject to be discontinued from the study?

Date L ocation User Value Reason
Dec-21-2020 18:19:05 ACVOPFEINFP6000 |(b) (4), Query 2: Closed Response satisfies
(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Dec-21-2020 18:18:32 ACVOPFEINFP6000 |(b) (4), Query 3: Closed Response satisfies
(UTC-06:00) Central (b) (6) query

Dec-21-2020 14:11:51
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Query 3: Answered

Changed data per
query

Time (US & Canada)

Dec-21-2020 14:11:24 ACVOPFEINFP6000 | auto query Query 3: Opened Morethan 1 AE for

(UTC-06:00) Central (autoquery) this patient has "Did

Time (US & Canada) the adverse event
cause the subject to
be discontinued from
the study?' marked as
'Yes.

Dec-21-2020 14:11:24 ACVOPFEINFP6000 | auto query Query 2: Answered Changed Information

(UTC-06:00) Central (autoquery)

*** Confidential***

Dec-21-2020 14:11:24 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Changed Information

(UTC-06:00) Central YES

Time (US & Canada)

Dec-21-2020 11:13:12 ACVOPFEINFP6000 |(b) (4), Query 2: Opened Clinical Autoquery

(UTC-06:00) Central (b) (6) has updated this

Time (US & Canada) response to NO based
on 1 condition
aready having 'YES
for discontinuing the
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study; please update
with your prior
answer YES asfatal
conditions clearly
lead to
discontinuation

Dec-14-2020 10:27:06 ACVOPFEINFP6000
(UTC-06:00) Central
Time (US & Canada)

auto query Query 1: Closed
(autoquery)

Close Auto Query

Dec-14-2020 10:27:06 ACVOPFEINFP6000
(UTC-06:00) Central
Time (US & Canada)

(b) (4), (b) (6) |DataEntry:
NO

Changed Information

Dec-14-2020 10:19:53 ACVOPFEINFP6000
(UTC-06:00) Central
Time (US & Canada)

auto query Query 1: Opened
(autoquery)

Morethan 1 AE for
this patient has "Did
the adverse event
cause the subject to
be discontinued from
the study?' marked as
'Yes.

Dec-14-2020 10:19:53 ACVOPFEINFP6000
(UTC-06:00) Central
Time (US & Canada)

(b) (4), (b) (6) |DataEntry:
YES

Changed Information

Dec-14-2020 10:19:20 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central NO

Time (US & Canada)

15. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation User Value Reason
Dec-17-2020 05:59:58 ACVOPFEINFP6000 (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) 2020490602

(US & Canada)
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Back to Form

1. Date of Collection / Notification of Death:

Date L ocation User Value Reason

Dec-13-2020 23:23:28 | ACVOPFEINFP6000 |((b) (), (0) (6) | Query 1: Closed Response satisfies query

(UTC-06:00) Central

Time (US & Canada)

Dec-11-2020 09:59:53 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Answered Site was notified of the

(UTC-06:00) Centra patient's death on

Time (US & Canada) 9Dec2020. Petient's death
occurred on 18Nov2020.

Dec-10-2020 22:16:38 | ACVOPFEINFP6000 |/ (b) (4), Query 1: Reissued:Opened DM : Date of

(UTC-06:00) Central (b) (6) Completion/Discontinuation

Time (US & Canada) /Death isrecorded as
18/Nov/2020 on
DISPOSITION -

FOLLOW-UP CRF.
However, Date of
Collection / Notification of
Death is 9/Dec/2020 on this
form. Please review and
update the data as
appropriate. Else, clarify.

Dec-10-2020 11:24:10 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Answered Origina valueis correct
(UTC-06:00) Central

Time (US & Canada)

Dec-10-2020 11:22:13 | ACVOPFEINFP6000 | auto query Query 1: Opened Date of Collection/
(UTC-06:00) Central (autoquery) Notification of Death is
Time (US & Canada) greater than the Date of

Completion/Discontinuation
/Desath on the Disposition
form 18/Nov/2020. Please
review and update as

appropriate
Dec-10-2020 11:22:13 | ACVOPFEINFP6E000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Centra Dec/9/2020
Time (US & Canada)
2a
Date L ocation User Value Reason
Dec-14-2020 10:24:26 AcvoPFEINFPe000 | (B) (4), (®) | pata Entry: Changed Information
(UTC-06:00) Central Time (6)
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(US & Canada) (b) @), (b) (6) | Causeof De PRIMARY CAUSE

ath Status. OF DEATH

Cause of De Arthrosclorative card

ath: iovascular disease
Dec-10-2020 11:23:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Causeof PRIMARY CAUSE OF
(US & Canada) Death Sta DEATH

tus:

Causeof Arthrosclorative and hy

Death: pertensive cardiovascul

ar disease
2.a Cause of Death Status:
Date L ocation User Value Reason
Dec-10-2020 11:23:59 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) PRIMARY CAUSE OF DEATH
(US & Canada)
2.a Cause of Death:
Date L ocation User Value Reason
Dec-14-2020 ACVOPFEINFP6000.I nFormAdapter.Discrepancy | PFETMS Query 1: Clo | Discrepancy has been
11:59:56 Oracle sed closed.
(UTC-06:00) (b) (4)
Central Time
(US & Canada)
Dec-14-2020 ACVOPFEINFP6000 auto query Query 1: An | Changed Information
10:24:26 (autoquery) swered
(UTC-06:00)
Central Time
(US & Canada)
Dec-14-2020 ACVOPFEINFP6000 (b) (4), (b) (6) |DataEntry: |Changed Information
10:24:26 Arthrosclora
(UTC-06:00) tive cardiova
Central Time scular diseas
(US & Canada) e
Dec-11-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Op | Multiple conceptsin the
17:05:13 Oracle ened term
(UTC-06:00) (b) (4) ARTHROSCLORATIVE
Centra Time AND HYPERTENSIVE
(US & Canada) CARDIOVASCULAR
DISEASE. Split theterm
into
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ATHEROSCLEROTIC
CARDIOVASCULAR
DISEASE and
HYPERTENSIVE
CARDIOVASCULAR
DISEASE and report as
separate entries. Thank
you.
Dec-10-2020 ACVOPFEINFP6000 (b) (4), (b) (6) |DataEntry: |Initial Entry
11:23:59 Arthrosclora
(UTC-06:00) tive and hyp
Central Time ertensive car
(US & Canada) diovascular
disease
2b
Date L ocation User Value Reason
Dec-14-2020 10:26:37 ACVOPFEINFP6000 | (b) (4), Data Entry: Changed Information
(UTC-06:00) Central Time (b) (6) Cause of Dea SECONDARY CA
(US & Canada) th Status: ~ USE OF DEATH
Cause of Dea hypertensive cardio
th: vascular disease
Dec-14-2020 10:24:43 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Cause of Dea PRIMARY CAUSE
(US& Canada) th Status.  OF DEATH
Cause of Dea hypertensive cardio
th: vascular disease
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Form: DEATH DETAILS CODED - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---

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

2.b Cause of Death Status:

Date L ocation User Value Reason

Dec-14-2020 10:26:37 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Dec-14-2020 10:26:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed Information

(UTC-06:00) Central Time (b) (6) SECONDARY CAUSE OF DEATH

(US & Canada)

Dec-14-2020 10:24:43 ACVOPFEINFP6000 | auto query Query 1: Opened Thereis more than

(UTC-06:00) Central Time (autoquery) one primary cause of

(US & Canada) death reported.
Please update so that
thereis one Primary
Cause of death,
noting that there can
be multiple
Secondary Causes of
death.

Dec-14-2020 10:24:43 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) PRIMARY CAUSE OF DEATH

(US & Canada)

2.b Cause of Death:

Date L ocation User Value Reason

Dec-14-2020 10:24:43 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) hypertensive cardiovascular disease

(US & Canada)
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Site No: 1039
Subject No: 10391010
Generated By:  (b) (4)

Form: SUBJECT STATUS - eCRF Audit Trail History

Form Status: Data Complete, Verified

Site Name: (1039) ARC Clinical Research at Wilson Parke
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Subject Status

Date L ocation User Value Reason
Dec-10-2020 10:58:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | DISCONTINUED
(US & Canada)
Oct-08-2020 11:48:14 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) [ FOLLOW-UP
(US & Canada)
Aug-21-2020 12:03:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | ENROLLED/RANDOMIZED
(US & Canada)
Aug-21-2020 12:00:20 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SCREENED
(US & Canada)
2. Subject Status Date
Date L ocation User Value Reason
Dec-10-2020 10:58:41 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Nov/18/2020
(US & Canada)
Oct-08-2020 11:48:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Oct/8/2020
(US & Canada)
Aug-21-2020 12:03:14 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Aug/21/2020
(US & Canada)
Aug-21-2020 12:00:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Aug/21/2020
(US & Canada)
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Visit: Investigator Signature - Unscheduled
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Subject No: 10391010
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Form Status: Data Complete, Signed, Verified
Site Name: (1039) ARC Clinical Research at Wilson Parke

Subject Initials: ---

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

Back to Form

1. Casebook Signature

Date L ocation User Value Reason
Oct-21-2020 13:14:45 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Click Hereto Enable
(US & Canada)
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