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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 30-Jul-2020 21:29
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form: COHORT SELECTION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

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 pratocol 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?
Page 1 of 495

FDA-CBER-2021-5683-0793952
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: MAIN INFORMED CONSENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Informed Consent

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Aug/25/2020

Page 2 of 495
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form: DEMOGRAPHY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Demography

Subject ID

[11171058]

Birth Date:

(b) (6) 1986

Sex:

MALE

NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

Race: (Check X all that apply):

WHITE

1
2
3
4. | Ethnicity:
5
6

Racial Designation:

*** Confidential***

Page 3 of 495
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Dateof Visit
1. | Date of Visit Aug/25/2020
2. | Erroneous Visit
Page 4 of 495
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Header Text: 4591001

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

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Form Comments

Inclusion Criteria Not Met

1 Description of Inclusion Criterion | Not Applicable

Not Met

Exclusion Criteria M et

2. Description of Exclusion Criterion | Not Applicable

Met

Page 5 of 495
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: DISPOSITION - SCREENING

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Disposition - Screening

1. | Date of Completion/Discontinuation | Aug/25/2020
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: [
Page 6 of 495
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Medical History Details

*** Confidential***

1a||Line/MH Number: [1]
Disease/Syndrome/Surgery [GASTROESOPHAGEAL REFLUX DISEASE]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2005
Ongoing: YES
Page 7 of 495
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: VITAL SIGNS- BASELINE

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Vital Signs
1. | Date: Aug/25/2020
2. | Weight: [159.2]
3. | Unit: LB
4. |Height: [68.0]
5. | Unit: in
6. | Body Mass Index: [24.2]
Vital Signs Details
7a|| Record Identifier: 1
Temperature: [98.3]
Unit: F
Temperature Location: ORAL CAVITY
Page 8 of 495
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: RANDOMIZATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

*** Confidential***

Disposition
1. | Randomization Date : Aug/25/2020
2. | Randomization Number: [64846]
3. | Randomization Group: [
Page 9 of 495
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Aug/25/2020
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 [BP58L8]
5b || sampleID [BP58LY)]
5C || sampleID [BP5SLB]
5d || sampleID [BPRTZF]
5€ || sampleID [BPRTZG]
Page 10 of 495
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Header Text: 4591001

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
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171058 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE

2. | Sample Type NASAL_SWAB

3. | Sample Collected? YES
Date of Collection:
Aug/25/2020

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 [BP5SKK]

Page 11 of 495
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

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/25/2020 16:21
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 12 of 495
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form: REACTOGENICITY DIARY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Reactogenicity Diary

1

Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS SUBJECT

*** Confidential***

Page 13 of 495

FDA-CBER-2021-5683-0793964




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V2 VAX2_L

Form Version: 22-Apr-2020 21:02
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Sep/15/2020
2. | Erroneous Visit Not Applicable Comments
Page 14 of 495
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Header Text: c4591001

Visit: V2_VAX2 L Form: VITAL SIGNS- TEMP

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Vital Signs
1. | Date Sep/15/2020
Vital Signs Details
28| | Record | dentifier: 1
Temperature: [97.5]
Unit: F
Temperature Location: ORAL CAVITY
Page 15 of 495
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Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:03
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/15/2020
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.
5a|| sampleID [BM8Y J9]
Page 16 of 495
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Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:04
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

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/15/2020 16:49
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 17 of 495
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Header Text: c4591001

Visit: V3_ MONTH1 _POSTVAX2 L
Form Version: 22-Apr-2020 21:02
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Oct/13/2020
2. | Erroneous Visit
Page 18 of 495

*** Confidential***
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Header Text: c4591001

Visit: V3 MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:03
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Electronic Sample Tracking

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

Date of Collection:

*** Confidential***

Oct/13/2020
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 [BRISGP|
5b || sampleID [BRISGR]
5C || sampleID [BRISGS]
5d || sampleID [BRSRM7]
5€ || sampleID [BRSRMS]
Page 19 of 495
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Header Text: c4591001

Visit: V4_MONTH6_L

Form Version: 22-Apr-2020 21:02
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Date of Visit

1. | Date of Visit 1l

2. | Erroneous Visit

Page 20 of 495
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Header Text: c4591001

Visit: V4_ MONTH6_L

Form Version: 22-Apr-2020 21:03
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

was not collected according to
protocol, please provide reason:

If no sample was collected or sample

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

[]

*** Confidential***

Page 21 of 495
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Header Text: c4591001

Visit: V5_ MONTH12 L

Form Version: 22-Apr-2020 21:02
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Date of Visit

1. | Date of Visit 1l

2. | Erroneous Visit

Page 22 of 495
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Header Text: c4591001

Visit: V5_MONTH12 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

was not collected according to
protocol, please provide reason:

If no sample was collected or sample

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

[]

*** Confidential***

Page 23 of 495
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Header Text: c4591001

Visit: V6_MONTH24 L

Form Version: 22-Apr-2020 21:02
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Date of Visit

1. | Date of Visit 1l

2. | Erroneous Visit

Page 24 of 495
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Header Text: c4591001

Visit: V6_MONTH24 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

was not collected according to
protocol, please provide reason:

If no sample was collected or sample

Aliquot

Please enter barcode for each aliquot.

5. 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/21/2020

Form Version: 22-Apr-2020 21:03
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Sep/21/2020
2. | Erroneous Visit ERRONEOUSVISIT Comments
COVID-19 IlIness Visit
3. | COVID-19 IlIness Visit: COVID_A
Page 26 of 495
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Header Text: c4591001

Sep/21/2020

Form Version: 15-Sep-2020 21:55
Site No: 1117

Subject No: 11171058

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: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Form Comments
eCRF Audit Trail History

Signsand Symptoms

*** Confidential***

1. | Date of Assessment: Not Applicable Comments
1
2. | Date of First Symptom Started: Not Applicable Comments
1
3. | Symptoms Ongoing? Not Applicable Comments
Symptoms
4.2 || symptoms: FEVER
Was symptom present? Not Applicable Comments
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? Not Applicable Comments
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? Not Applicable Comments
4d || symptoms: CHILLS
Was symptom present? Not Applicable Comments
4.e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? Not Applicable Comments
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? Not Applicable Comments
Page 27 of 495
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Header Text: c4591001

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

Sep/21/2020

Form Version: 15-Sep-2020 21:55
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 10:58

49

Symptoms: NEW OR INCREASED SORE THROAT

Was symptom present? Not Applicable Comments
4h Symptoms:

ptoms: DIARRHEA

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

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

[]
Page 28 of 495
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Header Text: 4591001
Visit: POT_COVID_ILL 1

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Version: 06-Jul-2020 21:54

Form: MICROBIOLOGY SPECIMEN

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

4 Date of Collecti | Specimen Ty | Specimen C_ollectlon Loca | Assay Codf_a 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
Page 29 of 495
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN
Sep/21/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

1. [ Actua Date of Collection: Not Applicable Comments
1
2. | Specimen Type: Not Applicable Comments
3. | Specimen Collection Location: Not Applicable Comments
4. | Assay Code and Description: Not Applicable Comments
5. | Device Type: Not Applicable Comments
6. | Trade Name: Not Applicable Comments
7. | Test Result: Not Applicable Comments
8. | Comments/Findings/Details: Not Applicable Comments
[]
9. | Trade Name Other, Specify: Not Applicable Comments
[]
Page 30 of 495
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
Sep/21/2020

Form Version: 22-Apr-2020 21:03
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin Not Applicable Comments
2. | Sample Type Not Applicable Comments
3. | Sample Collected? Not Applicable Comments
4. | If no sample was collected or 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: 4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Sep/21/2020

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin Not Applicable Comments
2. | Sample Type Not Applicable Comments
3. | Sample Collected? Not Applicable Comments
4. | If no sample was collected or 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/21/2020

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Form Comments
eCRF Audit Trail History

Health Care Utilization

La|| physician or Healthcare SPECIALIST

Professional:

Occurrence of Visitsor Contacts: | Not Applicable Comments
1b || physician or Healthcare EMERGENCY ROOM

Professional:

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

Professional:

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

Professional:

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

Professional:

Occurrence of Visitsor Contacts: | Not Applicable Comments
11 || physician or Healthcare OTHER

Professional:

Occurrence of Visitsor 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 illness?
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Header Text: 4591001
Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:53
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Treatment | dentif

Con Non-Drug Treatments Pre-spe

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT
Sep/21/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

*** Confidential***

1. | What isthe treatment |dentifier? 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: 4591001

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

Sep/21/2020

Form Version: 06-Jul-2020 21:52
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Form Comments
eCRF Audit Trail History

[lIness Details
1. | Category of Clinical Event: Not Applicable Comments
2. | Wasadiagnosis 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
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

# | 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
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE
Sep/21/2020

Form Version: 17-Jul-2020 21:55
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

[lIness 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

Form Version: 21-Aug-2020 02:49
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

Category for L | Vendor Na | Collection | Specimen Form Instanc
# ab Test me Date: Type L.ab Result e
1. | Not Applicable | Not Applic | Not Applica | Not Applic Sponsor-Defined | Teqt Result: Repeating
Not Applicable Not Applic | Not Applic
able able
Not Applicable Not Applic | Not Applic
able able
Not Applicable Not Applic | Not Applic
able able
Not Applicable Not Applic | Not Applic
able able
Not Applicable Not Applic | Not Applic
able able
Not Applicable Not Applic | Not Applic
able able
Not Applicable Not Applic | Not Applic
able able
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Header Text: c4591001

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

Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

Lab Chemistry Details

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
5.a Sponsor ID: Not Applicable Comments
[]
Test: C Reactive Protein_PX329
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Sep/21/2020
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5b Sponsor ID: Not Applicable Comments
[]
Test: Alanine Aminotransferase_PX30
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
5S¢ Sponsor ID: Not Applicable Comments
[]
Test: Aspartate Aminotransferase_PX28
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

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

Sep/21/2020

Form Version: 21-Aug-2020 02:49
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 10:58

5d Sponsor ID: Not Applicable Comments

[]

Test: Alkaline Phosphatase PX35

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit

Se Sponsor ID: Not Applicable Comments

[]

Test: Bilirubin_PX21

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Sep/21/2020

Form Version: 21-Aug-2020 02:49
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

St Sponsor ID: Not Applicable Comments

[]

Test: Blood Urea Nitrogen_PX47

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit

59 Sponsor ID: Not Applicable Comments

[]

Test: Creatinine_PX48

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: 4591001

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

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

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

able able I dentifier Test: | 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

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology
Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

Laboratory 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
5.a Sponsor ID: Not Applicable Comments
[]
Test: Hemoglobin PX1
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

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

Sep/21/2020

Form Version: 21-Aug-2020 02:51
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 10:58

5b Sponsor ID: Not Applicable Comments

[]

Test: Hematocrit_PX2

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit

5S¢ Sponsor ID: Not Applicable Comments

[]

Test: Erythrocytes PX3

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

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

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology
Sep/21/2020
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5d Sponsor ID: Not Applicable Comments
[]
Test: Platelets PX5
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
Se Sponsor ID: Not Applicable Comments
[]
Test: Leukocytes PX7
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology
Sep/21/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 10:58

St Sponsor ID: Not Applicable Comments
[]
Test: Neutrophils_PX608
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
59 Sponsor ID: Not Applicable Comments
[]
Test: Eosinophils_PX609
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology
Sep/21/2020
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5h Sponsor ID: Not Applicable Comments
[]
Test: Monocytes PX612
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
Si Sponsor ID: Not Applicable Comments
[]
Test: Basophils PX610
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology
Sep/21/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 10:58

5] Sponsor ID: Not Applicable Comments
[]
Test: Lymphocytes PX611
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 21-Aug-2020 02:50
SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: VITAL SIGNS- COVID

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

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

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

Sep/21/2020

Form Version: 21-Aug-2020 02:50
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Form Comments

eCRF Audit Trail History
Form Audit Trail

Vital Signs
1. |Date Not Applicable Comments
1
Vital Signs Details
2 || Record I dentifier: 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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SiteNo: 1117

Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 21-Aug-2020 02:51

Subject No: 11171058
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: VITAL SIGNS - PULSE OX ROOM AIR
Sep/21/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

Vital Signs
1. | Date: Not Applicable Comments
1

Vital Signs Details

2.2 || Record | dentifier: 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
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

# | DateTimeof Assessment | Arterial Blood Gases PaO2 FiO2 (Fraction of Inhaled Oxygen) Form Instance
1. | Not Applicable Not Applicable Not Applicable Repeating Pages
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Header Text: c4591001

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

Sep/21/2020

Form Version: 06-Jul-2020 21:52
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

Oxygenation Parameters

1. | Date Time of Assessment: Not Applicable Comments
1
2. | Arteria Blood Gases PaO2 (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
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

Sponsor-Defined Id | Category for Med | Concomitant M edications Pr | Name of Medic Form Instanc
# - L e . Start Date
entifier ication 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/21/2020

Form Version: 06-Jul-2020 21:55
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

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
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form: IMAGING

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

# | Date of Assessment L ocation of Assessment Imaging Method Overall Assessment Form Instance
1. | Not Applicable Not Applicable Not Applicable Not Applicable Repeating Pages
Page 59 of 495

FDA-CBER-2021-5683-0794010




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: IMAGING
Sep/21/2020

Form Version: 06-Jul-2020 21:53

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

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: 1117

Subject No: 11171058

Generated By: (b) (4)

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

Form Status: Not Started

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Date of Visit

1. | Date of Visit

1

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 IlIness Visit:

*** Confidential***
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Header Text: 4591001

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

Visit

Form Version: 22-Apr-2020 21:03
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Form Status: Not Started

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

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 - New Unscheduled Visit
Form Version: 22-Apr-2020 21:02
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Date of Visit

1. | Date of Visit 1l

2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit
Form Version: 22-Apr-2020 21:04
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: UNPLANNED VISIT
Form Status: Not Started

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Unplanned Assessments

1. | Assessments
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: DISPOSITION - TREATMENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Disposition - Treatment

*** Confidential***

1. | Date of Completion/Discontinuation | Oct/13/2020
/Desth :
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: [
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Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Disposition - Follow-Up

1. | Date of Completion/Discontinuation
/Desth :

=~

/

2. | Phase of Disposition:

3. | Status:

4. | Specify Status:
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form Version: 10-Oct-2020 15:57

SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Date of Visit

1. | Date of Visit 1l

2. | Erroneous Visit

COVID-19 Repeat Swab

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

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form Version: 10-Oct-2020 15:57

SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Status: Not Started

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

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

Vigit: Logs

Form Version: 22-Apr-2020 21:02
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

AE lde Isthe Adverse Even | Form Instan
# Category ntifier Adverse Event Start Date t Still Ongoing ce
1 ADVERSE |1 SUPRACLAVICULARLYMP |Aug/25/2020 | YES Repeating
EVENT HADENOPATHY, RIGHT 15:42 Pages
2. ADVERSE |2 Headache Aug/27/2020 |NO Repeating
EVENT UNK:UNK End Date Time: Pages
Aug/29/2020 UN
K:UNK
3.DELETED |ADVERSE |3 Myolgia, neck Aug/26/2020 |NO Repeating
EVENT UNK:UNK End Date Time: Pages
Aug/28/2020 UN
K:UNK
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [1]
3. | Adverse Event: [SUPRACLAVICULAR LY MPHADENOPATHY, RIGHT]

(If possible specify diagnosis, not
individual symptoms)

4. | Start Date Time: Aug/25/2020 15:42
5. | Isthe adverse event still ongoing? YES

6. | Toxicity Grade: 1

7. | Isthe adverse event serious? NO

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

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

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

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

9. | Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[UNKNOWN]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication NO
given?

12. | WasaNon-Drug Treatment given? | NO

Page 70 of 495
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Verified

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

13.

What was the outcome of this
adverse event?:

NOT RECOVERED/NOT RESOLVED

14.

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

NO

15.

Serious Adverse Event Number: For
Pfizer Use Only

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1

Category:

ADVERSE EVENT

2.

AEID:

(2]

3.

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

[Headache]

Start Date Time:

Aug/27/2020 UNK:UNK

Isthe adverse event still ongoing?

NO

End Date Time:
Aug/29/2020 UNK:UNK

Toxicity Grade:

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

NO

Isthis adverse event the result of a
study Medication Error?

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

NO

Isthis event related to study
treatment:

RELATED

10.

Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11

Was a Concomitant Medication
given?

YES

12.

Was a Non-Drug Treatment given?

NO
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

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

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Deleted, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [3]
3. | Adverse Event: [Myolgia,neck]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Atgl26/2020-UNK-UNK
5. | Isthe adverse event still ongoing? NO
Aug/28/2020 UNIK-UNK
6. | Toxicity Grade: 1
7. | Isthe adverse event serious? NO
If Yes, NOTIFY PFIZER
IMMEDIATELY.
Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).
8. | Isthisadverseeventtheresultof a | NS
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. | Isthis event related to study NOTRELATED
treatment: H-NotRelated-to-study-treatment(s)this event is dueto:
OTHER
[pestural]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
Page 74 of 495
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Deleted, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

*** Confidential***

11. | Was a Concomitant Medication NO
given?
12. | WasaNon-Drug Treatment given? | NO
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For |[]
Pfizer Use Only
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Header Text: 4591001
Visit: Logs
Form Version: 17-Jul-2020 21:54

SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form: MEDICATION ERROR

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Categor | Medication Err | Start Da | Isthemedication error Still On | Study Medication Errors A
# . - Form Instance
y or te going ction
1 Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled Form: MEDICATION ERROR
Form Version: 17-Jul-2020 21:54 Form Status: Not Started
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
M edication Error
1. | Category:
2. | Medication Error (Type of [
Medication Error):
3. | Start Date: 1
4. |Isthe medication error still ongoing?
5. | Latest Action Taken with Study
Treatment:
6. | Was a Concomitant Medication
given?
7. | WasaNon-Drug Treatment given?
8. | Did the Medication Error cause the
subject to be discontinued from the
study?
9. | Wasthis medication error associated
with any adverse events?
10. | Serious Adverse Event Number: For |[]
Pfizer Use Only

*** Confidential***
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Header Text: 4591001

Visit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1117

Subject No: 11171058
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

4 Sponsor-_D_efmed Categ_ory_for M | Concomitant M_e_dlcatlon Name of Medication Start D | Form Instanc
Identifier edication s Pre-specified ate e
1|1 VACCINATION |NO FLU VACCINE Oct/8/20 | Repesting
S 20 Pages
2.|12 VACCINATION |NO Tdap (Tetanus, Diphtheria, P | Oct/27/2 | Repeating
S ertussis) Vaccine 020 Pages
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
eCRF Audit Trail History

Form Audit Trail

Concomitant Medications

1

What is the medication identifier?

(1]

2.

Category:

VACCINATIONS

Concomitant Medications
Pre-specified:

NO

Medication:

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

[FLU VACCINE]

Date:

Oct/8/2020

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

Form Version: 22-Apr-2020 21:03
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
eCRF Audit Trail History

Form Audit Trail

Concomitant Medications

1

What is the medication identifier?

(2]

2.

Category:

VACCINATIONS

Concomitant Medications
Pre-specified:

NO

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

[Tdap (Tetanus, Diphtheria, Pertussis) Vaccine]

Date:

Oct/27/2020
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Header Text: 4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Version: 22-Apr-2020 21:03
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
4 Sponsor-Defined Id | Category for Med | Concomitant MedicationsP | Name of Medi | Dose Descri | Form Instanc
entifier ication re-specified cation ption e
1. Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Status: Not Started

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Concomitant Medications

1. | What isthe medication identifier? [

2. | Category:

3. | Concomitant Medications
Pre-specified:

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

5. | Dose: [

6. | Dose Unit:

7. | Dose Frequency:

8. | Route:

9. | Start Date: 1l

10. | Ongoing?
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Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21:02
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: RADIATION TREATMENT

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

# | Category | Treatment | dentifier

Con Non-Drug Treatments Pre-specified

Treatment | Start Date | Form Instance

1

Repeating Pages

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: RADIATION TREATMENT
Form Status; Not Started

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Radiation Treatment

1

Category:

2.

What is the treatment Identifier?

Concomitant Non-drug Treatment
Pre-specified:

Treatment:

[]

Start Date:

I

Ongoing?
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Visit: Logs

SiteNo: 1117

Header Text: c4591001
Form Version: 22-Apr-2020 21:03

Subject No: 11171058
Generated By: (b) (4)

Form: TRANSFUSIONS

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

#

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: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. | Transfusion Type:

2. | Date of Transfusion: 1l
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Header Text: c4591001

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

SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Date of Visit

1. | Date of Visit 1l

2. | Erroneous Visit
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Header Text: c4591001

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

SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: VITAL SIGNS- TEMP
Form Status: Not Started

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Vital Signs

1. | Date Il

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
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: VACCINATION

Form Status: Not Started

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Vaccination

1

Was there atemporary delay of
vaccination?

Treatment Name

Formulation:

Dose Date Time:

I

Anatomical Location:

Body Side:

Route:

Actual Dose:

|| N |G| wWIDN

Unit:

=
©

Timeframe Subject Was Observed

[EnY
=

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

*** Confidential***
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Header Text: c4591001

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

SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

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

SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

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

SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Date of Visit
1. | Date of Visit 1l
2. | Erroneous Visit
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Header Text: 4591001

Form Version: 14-Jan-2021 02:29
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Visit: V201_SURVEIL_CONSENT - Unscheduled Form: INFORMED CONSENT - ASYMPTOMATIC SURVEILLANCE

Form Status: Not Started

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Informed Consent - Asymptomatic Surveillance

1. | Consent Was:
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Header Text: c4591001
Visit: V201_SURVEIL_CONSENT - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Version: 22-Apr-2020 21:03
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form Status: Not Started

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Electronic Sample Tracking

1

Data Origin

Sample Type

Sample Collected?

2
3.
4

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

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]
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Header Text: 4591001

Form Version: 22-Apr-2020 21:03
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

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

Form Status: Not Started

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

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***

Page 95 of 495

FDA-CBER-2021-5683-0794046
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Dateof Visit
1. | Dateof Visit Dec/18/2020
2. | Erroneous Visit
Page 96 of 495
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Header Text: 4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Further Vaccination Confirmation

1

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

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

*** Confidential***
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: TREATMENT UNBLINDED

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Treatment Unblinded

1. | Date Treatment Unblinded :

Dec/18/2020

2. | Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: c4591001
Visit: Disposition - Unscheduled

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: WITHDRAWAL OF CONSENT
Form Status: Not Started

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Withdrawal Of Consent

1. | Withdrawal of Consent Date :

I

*** Confidential***
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: DEATH DETAILS CODED
Form Status: Not Started

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Death Details

1

Date of Collection / Notification of
Death:

I

Cau

se of Death

Cause of Death Status:

Cause of Death:

[]
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Header Text: c4591001

Vigit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: SUBJECT STATUS

Form Status: Data Complete, Verified

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

*** Confidential***

Subject Status
1. | Subject Status FOLLOW-UP
2. | Subject Status Date Oct/13/2020
Page 101 of 495
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Header Text: c4591001

Vigit: Investigator Signature - Unscheduled
Form Version: 22-Apr-2020 21:04
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM
Form Status: Data Complete, Signed, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature

Click Hereto Enable

Page 102 of 495
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Audit Trail
This form requires signing by a member of each of the following signature groups:
e CRF_Sign
Name Signature Date Type Action
M eaning
(b) (6) Approved Mar-10-2021 15:21:55 (UTC-06:00) Central BOOK Signed
Time (US & Canada)
Affidavit:

By my dated signature below, I, (b) (6) , 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

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - Comments
Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Item | Date User Comment
Form | Aug-28-2020 10:42:29 (UTC-06:00) Central (b) Not Applicable
Time (US & Canada) (4),
(b) (6)
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Subject No: 11171058
Generated By: (b) (4)

Header Text: c4591001

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Visit: V2 VAX2 L Form: DATE OF VISIT - Comments
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research

Back to Form

*** Confidential***

Item | Date User Comment
2 |Sep-17-2020 09:30:46 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
Page 105 of 495
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Header Text: c4591001
V2 VAX2 L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

Visit:

Form Version: 22-Apr-2020 21:03
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
4 Sep-21-2020 12:08:54 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
Page 106 of 495

*** Confidential***
FDA-CBER-2021-5683-0794057




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
2 | Dec-03-2020 17:31:04 (UTC-06:00) Central Time |(b) (4), (b) EVENT ISLIKELY Reactogenicity
(US & Canada) (6)
2 | Dec-03-2020 17:30:45 (UTC-06:00) Central Time |(b) (4), (b) EVENT ISLIKELY Reactogenicity
(US & Canada) (6)
Not Applicable
2 Nov-25-2020 13:13:15 (UTC-06:00) Central Time |(b) (4), (b) EVENT ISLIKELY Reactogenicity
(US & Canada) (6)
2 |Sep-30-2020 13:25:37 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
2 Sep-21-2020 15:26:39 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -

Sep/21/2020

Form Version: 15-Sep-2020 21:55
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item |Date User Comment
Form | Dec-03-2020 17:27:03 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
Form | Dec-02-2020 14:34:20 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
Form | Nov-25-2020 13:11:25 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -
Comments

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Item | Date User Comment
1 Dec-03-2020 17:27:03 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable

(US & Canada) (6)
1 Dec-02-2020 14:34:20 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
1 Nov-25-2020 13:11:25 (UTC-06:00) Central Time |(b) (4), (b) Not Done

(US & Canada) (6)
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Header Text: c4591001

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

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

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Item | Date User Comment
2 Dec-03-2020 17:27:03 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable

(US & Canada) (6)
2 Dec-02-2020 14:34:20 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
2 Nov-25-2020 13:11:25 (UTC-06:00) Central Time |(b) (4), (b) Not Done

(US & Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

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

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Item | Date User Comment
3 Dec-03-2020 17:27:03 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable

(US & Canada) (6)
3 Dec-02-2020 14:34:20 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
3 Nov-25-2020 13:11:25 (UTC-06:00) Central Time |(b) (4), (b) Not Done

(US & Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
POT_COVID_ILL 1 Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Visit:

Form Version: 15-Sep-2020 21:55
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
4.a |Dec-03-2020 17:27:03 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
4.a | Dec-02-2020 14:34:20 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
4.a |Nov-25-2020 13:11:25 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Visit:

Form Version: 15-Sep-2020 21:55
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Header Text: c4591001

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

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
4.b | Dec-03-2020 17:27:03 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
4b | Dec-02-2020 14:34:20 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
4.b  |Nov-25-2020 13:11:25 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
POT_COVID_ILL 1 Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Visit:

Form Version: 15-Sep-2020 21:55
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
4.c |Dec-03-2020 17:27:03 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
4c | Dec-02-2020 14:34:20 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
4.c |Nov-25-2020 13:11:25 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Visit:

Form Version: 15-Sep-2020 21:55
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Header Text: c4591001

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

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
4.d |Dec-03-2020 17:27:03 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
4.d | Dec-02-2020 14:34:20 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
4.d |Nov-25-2020 13:11:25 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
POT_COVID_ILL 1 Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Visit:

Form Version: 15-Sep-2020 21:55
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
4.e |Dec-03-2020 17:27:03 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
4.e | Dec-02-2020 14:34:20 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
4.e |Nov-25-2020 13:11:25 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Form Version: 15-Sep-2020 21:55
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Header Text: c4591001
Visit: POT_COVID_ILL 1

Comments

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
4f | Dec-03-2020 17:27:03 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
4f | Dec-02-2020 14:34:20 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
4f |Nov-25-2020 13:11:25 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
POT_COVID_ILL 1 Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Visit:

Form Version: 15-Sep-2020 21:55
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
4.9 |Dec-03-2020 17:27:03 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
4.9 | Dec-02-2020 14:34:20 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
4.9 |Nov-25-2020 13:11:25 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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FDA-CBER-2021-5683-0794069




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Visit:

Form Version: 15-Sep-2020 21:55
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Header Text: c4591001

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

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
4h |Dec-03-2020 17:27:03 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
4h | Dec-02-2020 14:34:20 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
4h |Nov-25-2020 13:11:25 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
POT_COVID_ILL 1 Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Visit:

Form Version: 15-Sep-2020 21:55
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
4.i | Dec-03-2020 17:27:03 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
4i | Dec-02-2020 14:34:20 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
4.i  |Nov-25-2020 13:11:25 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments
Sep/21/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item |Date User Comment

Form | Dec-10-2020 10:45:38 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

Form | Sep-21-2020 15:36:43 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

Form | Sep-21-2020 15:30:24 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments
Sep/21/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

1 Dec-10-2020 10:45:38 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

1 |Sep-21-2020 15:36:43 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

1 Sep-21-2020 15:30:24 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments
Sep/21/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment

2 Dec-10-2020 10:45:38 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

2 | Sep-21-2020 15:36:43 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

2 Sep-21-2020 15:30:24 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments
Sep/21/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

3 Dec-10-2020 10:45:38 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

3 | Sep-21-2020 15:36:43 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

3 Sep-21-2020 15:30:24 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments
Sep/21/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment

4 Dec-10-2020 10:45:38 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

4 | Sep-21-2020 15:36:43 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

4 Sep-21-2020 15:30:24 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments
Sep/21/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5 Dec-10-2020 10:45:38 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5 | Sep-21-2020 15:36:43 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5 Sep-21-2020 15:30:24 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments
Sep/21/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment

6 Dec-10-2020 10:45:38 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

6 | Sep-21-2020 15:36:43 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

6 Sep-21-2020 15:30:24 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments
Sep/21/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

7 Dec-10-2020 10:45:38 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

7 | Sep-21-2020 15:36:43 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

7 Sep-21-2020 15:30:24 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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*** Confidential***
FDA-CBER-2021-5683-0794079




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments
Sep/21/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment

8 Dec-10-2020 10:45:38 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

8 | Sep-21-2020 15:36:43 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

8 Sep-21-2020 15:30:24 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments
Sep/21/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

9 Dec-10-2020 10:45:38 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

9 | Sep-21-2020 15:36:43 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

9 Sep-21-2020 15:30:24 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

Page 130 of 495
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
Sep/21/2020

Form Version: 22-Apr-2020 21:03
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item |Date User Comment

Form | Dec-03-2020 17:28:42 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

Form | Dec-02-2020 14:34:00 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

Form | Nov-25-2020 13:08:50 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

Form | Sep-24-2020 12:14:51 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

Form | Sep-21-2020 15:36:57 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

Form | Sep-21-2020 15:30:37 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

1 Dec-03-2020 17:28:42 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

1 |Dec-02-2020 14:34:00 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

1 Nov-25-2020 13:08:50 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

1 |Sep-24-2020 12:14:51 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

1 |Sep-21-2020 15:36:57 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

1 Sep-21-2020 15:30:37 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Form Version: 22-Apr-2020 21:03
Site No: 1117

Subject No: 11171058

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: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

2 Dec-03-2020 17:28:42 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

2 | Dec-02-2020 14:34:00 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

2 Nov-25-2020 13:08:50 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

2 | Sep-24-2020 12:14:51 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

2 | Sep-21-2020 15:36:57 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

2 Sep-21-2020 15:30:37 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
3 Dec-03-2020 17:28:42 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
3 | Dec-02-2020 14:34:00 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
3 Nov-25-2020 13:08:50 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
3 |Sep-24-2020 12:14:51 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
3 | Sep-21-2020 15:36:57 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
3 Sep-21-2020 15:30:37 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Form Version: 22-Apr-2020 21:03
Site No: 1117

Subject No: 11171058

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: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment

4 Dec-03-2020 17:28:42 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US& Canada) (6)

4 | Dec-02-2020 14:34:00 (UTC-06:00) Central Time |(b) (4), (b)
(US& Canada) (6)

4 Nov-25-2020 13:08:50 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US& Canada) (6)

4 Sep-25-2020 13:39:11 (UTC-06:00) Central Time |(b) (4), (b) Not requested by the investigator
(US& Canada) (6)

4 | Sep-24-2020 12:15:20 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US& Canada) (6)

4 | Sep-24-2020 12:14:51 (UTC-06:00) Central Time |(b) (4), (b)
(US& Canada) (6)

4 | Sep-21-2020 15:36:57 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US& Canada) (6)

4 Sep-21-2020 15:30:37 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US& Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

Sep/21/2020

Form Version: 22-Apr-2020 21:03
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item |Date User Comment

Form | Dec-03-2020 17:27:59 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

Form | Dec-02-2020 14:33:45 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

Form | Nov-25-2020 13:07:41 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

Form | Sep-24-2020 16:32:45 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

Form | Sep-21-2020 15:37:13 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

Form | Sep-21-2020 15:30:55 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

Page 136 of 495

*** Confidential***
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Form Version: 22-Apr-2020 21:03
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Header Text: c4591001
Visit: POT_COVID_ILL 1

Comments

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

1 Dec-03-2020 17:27:59 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

1 |Dec-02-2020 14:33:45 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

1 Nov-25-2020 13:07:41 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

1 |Sep-24-2020 16:32:45 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

1 |Sep-21-2020 15:37:13 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

1 Sep-21-2020 15:30:55 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

2 Dec-03-2020 17:27:59 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

2 | Dec-02-2020 14:33:45 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

2 Nov-25-2020 13:07:41 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

2 | Sep-24-2020 16:32:45 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

2 |Sep-21-2020 15:37:13 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

2 Sep-21-2020 15:30:55 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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FDA-CBER-2021-5683-0794089




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Form Version: 22-Apr-2020 21:03
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Header Text: c4591001
Visit: POT_COVID_ILL 1

Comments

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

3 Dec-03-2020 17:27:59 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

3 | Dec-02-2020 14:33:45 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

3 Nov-25-2020 13:07:41 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

3 | Sep-24-2020 16:32:45 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

3 |Sep-21-2020 15:37:13 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

3 Sep-21-2020 15:30:55 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
4 Dec-03-2020 17:27:59 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
4 | Dec-02-2020 14:33:45 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
4 Nov-25-2020 13:07:41 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
4 | Sep-24-2020 16:32:45 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
4 | Sep-21-2020 15:37:13 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
4 Sep-21-2020 15:30:55 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - Comments
Sep/21/2020

Form Version: 15-Sep-2020 21:53
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item |Date User Comment
Form | Dec-03-2020 17:27:21 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
Form | Dec-02-2020 14:31:41 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
Form | Nov-25-2020 13:06:17 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
Form | Sep-24-2020 16:31:54 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
Form | Sep-21-2020 15:31:59 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 15-Sep-2020 21:53
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
la |Dec-03-2020 17:27:21 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
la |Dec-02-2020 14:31:41 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
la |Nov-25-2020 13:06:17 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
la |Sep-24-2020 16:31:54 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
la |Sep-21-2020 15:31:59 (UTC-06:00) Central Time |((b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 15-Sep-2020 21:53
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
1b | Dec-03-2020 17:27:21 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
1b |Dec-02-2020 14:31:41 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
1b |Nov-25-2020 13:06:17 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
1b |Sep-24-2020 16:31:54 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
1b |Sep-21-2020 15:31:59 (UTC-06:00) Central Time |((b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 15-Sep-2020 21:53
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
lc |Dec-03-2020 17:27:21 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
1c |Dec-02-2020 14:31:41 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
1.c |Nov-25-2020 13:06:17 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
1c |Sep-24-2020 16:31:54 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
lc |Sep-21-2020 15:31:59 (UTC-06:00) Central Time |((b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 15-Sep-2020 21:53
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
1.d |Dec-03-2020 17:27:21 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
1d |Dec-02-2020 14:31:41 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
1.d |Nov-25-2020 13:06:17 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
1d | Sep-24-2020 16:31:54 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
1.d |Sep-21-2020 15:31:59 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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FDA-CBER-2021-5683-0794096




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 15-Sep-2020 21:53
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
le |Dec-03-2020 17:27:21 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
le |Dec-02-2020 14:31:41 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
le |Nov-25-2020 13:06:17 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
le |Sep-24-2020 16:31:54 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
le |Sep-21-2020 15:31:59 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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*** Confidential***
FDA-CBER-2021-5683-0794097




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 15-Sep-2020 21:53
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
1f | Dec-03-2020 17:27:21 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US& Canada) (6)
1f | Dec-02-2020 14:31:41 (UTC-06:00) Central Time |(b) (4), (b)
(US& Canada) (6)
1f  |Nov-25-2020 13:06:17 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
1f | Sep-24-2020 16:31:54 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
1f |Sep-21-2020 15:31:59 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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FDA-CBER-2021-5683-0794098




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 15-Sep-2020 21:53
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
2 Dec-03-2020 17:27:21 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
2 | Dec-02-2020 14:31:41 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
2 Nov-25-2020 13:06:17 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
2 | Sep-24-2020 16:31:54 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
2 Sep-21-2020 15:31:59 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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*** Confidential***
FDA-CBER-2021-5683-0794099




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 15-Sep-2020 21:53
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
3 Dec-03-2020 17:27:21 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
3 | Dec-02-2020 14:31:41 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
3 Nov-25-2020 13:06:17 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
3 | Sep-24-2020 16:31:54 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
3 Sep-21-2020 15:31:59 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Sep/21/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item |Date User Comment

Form | Dec-10-2020 10:54:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

Form | Nov-25-2020 13:04:39 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

Form | Oct-22-2020 17:24:29 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

Form | Oct-19-2020 18:01:27 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

Form | Sep-21-2020 15:32:20 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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*** Confidential***
FDA-CBER-2021-5683-0794101




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Sep/21/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

1 Dec-10-2020 10:54:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

1 Nov-25-2020 13:04:39 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

1 |Oct-22-2020 17:24:29 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

1 |Oct-19-2020 18:01:27 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

1 | Sep-21-2020 15:32:20 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

Page 151 of 495

*** Confidential***

FDA-CBER-2021-5683-0794102




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Sep/21/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

2 Dec-10-2020 10:54:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

2 Nov-25-2020 13:04:39 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

2 | Oct-22-2020 17:24:29 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

2 | Oct-19-2020 18:01:27 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

2 |Sep-21-2020 15:32:20 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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*** Confidential***

FDA-CBER-2021-5683-0794103




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Sep/21/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

3 Dec-10-2020 10:54:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

3 Nov-25-2020 13:04:39 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

3 | Oct-22-2020 17:24:29 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

3 | Oct-19-2020 18:01:27 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

3 | Sep-21-2020 15:32:20 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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*** Confidential***

FDA-CBER-2021-5683-0794104




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Sep/21/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

4 Dec-10-2020 10:54:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

4 Nov-25-2020 13:04:39 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

4 | Oct-22-2020 17:24:29 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

4 | Oct-19-2020 18:01:27 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

4 | Sep-21-2020 15:32:20 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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FDA-CBER-2021-5683-0794105




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Sep/21/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5 Dec-10-2020 10:54:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5 Nov-25-2020 13:04:39 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5 | Oct-22-2020 17:24:29 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5 | Oct-19-2020 18:01:27 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5 | Sep-21-2020 15:32:20 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Sep/21/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

6 Dec-10-2020 10:54:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

6 Nov-25-2020 13:04:39 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

6 | Oct-22-2020 17:24:29 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

6 | Oct-19-2020 18:01:27 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

6  |Sep-21-2020 15:32:20 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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FDA-CBER-2021-5683-0794107




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ILLNESS DETAILS - Comments
Sep/21/2020

Form Version: 06-Jul-2020 21:52
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item |Date User Comment
Form | Dec-03-2020 17:27:42 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
Form | Dec-02-2020 14:30:28 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
Form | Nov-25-2020 13:04:23 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:52
Site No: 1117

Subject No: 11171058
Generated By: (b) (4)

Form: ILLNESS DETAILS - Comments
Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
1 Dec-03-2020 17:27:42 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
1 | Dec-02-2020 14:30:28 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
1 Nov-25-2020 13:04:23 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:52
Site No: 1117

Subject No: 11171058
Generated By: (b) (4)

Form: ILLNESS DETAILS - Comments
Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
2 Dec-03-2020 17:27:42 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
2 | Dec-02-2020 14:30:28 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
2 Nov-25-2020 13:04:23 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:52
Site No: 1117

Subject No: 11171058
Generated By: (b) (4)

Form: ILLNESS DETAILS - Comments
Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
3 Dec-03-2020 17:27:42 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
3 | Dec-02-2020 14:30:28 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
3 Nov-25-2020 13:04:23 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE - Comments
Sep/21/2020

Form Version: 17-Jul-2020 21:55
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item |Date User Comment

Form | Dec-10-2020 10:54:31 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

Form | Nov-25-2020 13:03:42 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

Form | Oct-22-2020 17:25:26 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

Form | Oct-19-2020 18:01:47 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

Form | Sep-21-2020 15:33:10 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE - Comments
Sep/21/2020

Form Version: 17-Jul-2020 21:55
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

1 Dec-10-2020 10:54:31 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

1 Nov-25-2020 13:03:42 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

1 | Oct-22-2020 17:25:26 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

1 | Oct-19-2020 18:01:47 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

1 | Sep-21-2020 15:33:10 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE - Comments
Sep/21/2020

Form Version: 17-Jul-2020 21:55
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

2 Dec-10-2020 10:54:31 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

2 Nov-25-2020 13:03:42 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

2 | Oct-22-2020 17:25:26 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

2 | Oct-19-2020 18:01:47 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

2 |Sep-21-2020 15:33:10 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE - Comments
Sep/21/2020

Form Version: 17-Jul-2020 21:55
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

3 Dec-10-2020 10:54:31 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

3 Nov-25-2020 13:03:42 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

3 | Oct-22-2020 17:25:26 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

3 | Oct-19-2020 18:01:47 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

3 | Sep-21-2020 15:33:10 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE - Comments
Sep/21/2020

Form Version: 17-Jul-2020 21:55
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment

4 Dec-10-2020 10:54:31 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

4 Nov-25-2020 13:03:42 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

4 | Oct-22-2020 17:25:26 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

4 | Oct-19-2020 18:01:47 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

4 | Sep-21-2020 15:33:10 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item |Date User Comment

Form | Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

Form | Nov-25-2020 13:03:24 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

Form | Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

Form | Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

Form | Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

Form | Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment

1 Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

1 Nov-25-2020 13:03:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

1 |Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

1 |Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

1 | Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

1 Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

2 Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

2 Nov-25-2020 13:03:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

2 | Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

2 | Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

2 | Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

2 Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

3 Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

3 Nov-25-2020 13:03:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

3 | Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

3 | Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

3 | Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

3 Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

4 Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

4 Nov-25-2020 13:03:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

4 | Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

4 | Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

4 | Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

4 Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5.a |Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.a |Nov-25-2020 13:03:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.a |Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5a |Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.a |Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.a |Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5.a |Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.a |Nov-25-2020 13:03:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.a |Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5a |Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.a |Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.a |Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5.a |Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.a |Nov-25-2020 13:03:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.a |Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5a |Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.a |Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.a |Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5.a |Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.a |Nov-25-2020 13:03:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.a |Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5a |Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.a |Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.a |Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5.b | Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.b | Nov-25-2020 13:03:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5b | Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5b | Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.b | Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.b | Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5.b | Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.b | Nov-25-2020 13:03:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5b | Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5b | Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.b | Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.b | Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5.b | Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.b | Nov-25-2020 13:03:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5b | Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5b | Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.b | Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.b | Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5.b | Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.b | Nov-25-2020 13:03:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5b | Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5b | Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.b | Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.b | Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5.c | Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.c | Nov-25-2020 13:03:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.c | Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.c | Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.c | Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.c | Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5.c | Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.c | Nov-25-2020 13:03:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.c | Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.c | Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.c | Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.c | Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5.c | Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.c | Nov-25-2020 13:03:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.c | Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.c | Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.c | Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.c | Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5.c | Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.c | Nov-25-2020 13:03:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.c | Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.c | Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.c | Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.c | Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5.d | Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.d | Nov-25-2020 13:03:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5d | Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5d | Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.d |Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.d | Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5.d | Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.d | Nov-25-2020 13:03:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5d | Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5d | Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.d |Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.d | Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5.d | Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.d | Nov-25-2020 13:03:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5d | Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5d | Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.d |Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.d | Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5.d | Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.d | Nov-25-2020 13:03:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5d | Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5d | Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.d |Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.d | Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5.e | Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.e | Nov-25-2020 13:03:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.e |Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5e |Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.e |Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.e |Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5.e | Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.e | Nov-25-2020 13:03:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.e |Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5e |Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.e |Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.e |Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5.e | Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.e | Nov-25-2020 13:03:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.e |Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5e |Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.e |Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.e |Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5.e | Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.e | Nov-25-2020 13:03:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.e |Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5e |Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.e |Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.e |Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5f | Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5f | Nov-25-2020 13:03:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5f | Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5f | Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5f | Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5f | Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5f | Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5f | Nov-25-2020 13:03:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5f | Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5f | Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5f | Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5f | Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5f | Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5f | Nov-25-2020 13:03:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5f | Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5f | Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5f | Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5f | Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5f | Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5f | Nov-25-2020 13:03:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5f | Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5f | Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5f | Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5f | Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5.9 |Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.9 |Nov-25-2020 13:03:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.9 |Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

59 |Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.0 |Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.9 |Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5.9 |Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.9 |Nov-25-2020 13:03:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.9 |Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

59 |Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.0 |Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.9 |Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5.9 |Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.9 |Nov-25-2020 13:03:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.9 |Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

59 |Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.0 |Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.9 |Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep/21/2020

Form Version: 21-Aug-2020 02:49
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5.9 |Dec-10-2020 10:54:51 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.9 |Nov-25-2020 13:03:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.9 |Oct-22-2020 17:26:12 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

59 |Oct-19-2020 18:02:06 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.0 |Sep-21-2020 15:38:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.9 |Sep-21-2020 15:33:27 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

Page 198 of 495

*** Confidential***
FDA-CBER-2021-5683-0794149




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item |Date User Comment

Form | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

Form | Nov-25-2020 13:03:08 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

Form | Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

Form | Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

Form | Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
1 Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
1 Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
1 | Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
1 |Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
1 | Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
2 Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
2 Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
2 | Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
2 | Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
2 |Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
3 Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
3 Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
3 | Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
3 | Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
3 | Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
4 Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
4 Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
4 | Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
4 | Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
4 | Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
5.a |Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.a |Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
5.a |Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5a |Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
5.a |Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
5.a |Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.a |Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
5.a |Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5a |Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
5.a |Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
5.a |Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.a |Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
5.a |Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5a |Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
5.a |Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
5.a |Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.a |Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
5.a |Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5a |Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
5.a |Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5.b | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.b | Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5b | Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5b | Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.b | Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done

(US & Canada)

(6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

(US & Canada)

(6)

Item | Date User Comment

5.b | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.b | Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5b | Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5b | Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.b | Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5.b | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.b | Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5b | Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5b | Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.b | Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done

(US & Canada)

(6)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5.b | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.b | Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5b | Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5b | Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.b | Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
5.c | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.c | Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
5.c | Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.c | Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
5.c | Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
5.c | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.c | Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
5.c | Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.c | Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
5.c | Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
5.c | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.c | Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
5.c | Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.c | Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
5.c | Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
5.c | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.c | Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
5.c | Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.c | Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
5.c | Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5.d | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.d | Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5d | Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5d | Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.d |Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done

(US & Canada)

(6)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

(US & Canada)

(6)

Item | Date User Comment

5.d | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.d | Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5d | Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5d | Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.d |Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5.d | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.d | Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5d | Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5d | Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.d |Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done

(US & Canada)

(6)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

(US & Canada)

(6)

Item | Date User Comment

5.d | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.d | Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5d | Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5d | Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.d |Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
5.e | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.e | Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
5.e |Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5e |Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
5.e |Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)
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Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
5.e | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.e | Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
5.e |Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5e |Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
5.e |Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
5.e | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.e | Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
5.e |Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5e |Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
5.e |Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)
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Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
5.e | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.e | Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
5.e |Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5e |Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
5.e |Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5f | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5f | Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5f | Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5f | Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5f | Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done

(US & Canada)

(6)
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Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117
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Generated By: (b) (4)
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Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

(US & Canada)

(6)

Item | Date User Comment

5f | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5f | Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5f | Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5f | Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5f | Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
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Site No: 1117
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Generated By: (b) (4)
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Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5f | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5f | Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5f | Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5f | Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5f | Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done

(US & Canada)

(6)
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(6)
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5f | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5f | Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5f | Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5f | Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5f | Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
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Back to Form
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5.9 |Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.9 |Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.9 |Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

59 |Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.0 |Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done

(US & Canada)

(6)

Page 228 of 495

*** Confidential***
FDA-CBER-2021-5683-0794179




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

(US & Canada)

(6)

Item | Date User Comment

5.9 |Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.9 |Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.9 |Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

59 |Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.0 |Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5.9 |Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.9 |Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.9 |Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

59 |Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.0 |Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done

(US & Canada)

(6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

(US & Canada)

(6)

Item | Date User Comment

5.9 |Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.9 |Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5.9 |Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

59 |Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5.0 |Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5h | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5h | Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5h | Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5h | Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5h | Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done

(US & Canada)

(6)

Page 232 of 495

*** Confidential***
FDA-CBER-2021-5683-0794183




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

(US & Canada)

(6)

Item | Date User Comment

5h | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5h | Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5h | Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5h | Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5h | Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
5h | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5h | Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
5h | Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5h | Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
5h | Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

(US & Canada)

(6)

Item | Date User Comment

5h | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5h | Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5h | Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5h | Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5h | Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
5.i | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.i | Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
5i | Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5i | Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
5.i | Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
5.i | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.i | Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
5i | Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5i | Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
5.i | Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
5.i | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.i | Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
5i | Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5i | Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
5.i | Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
5.i | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.i | Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
5i | Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5i | Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
5.i | Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
5j | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5j | Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
5j |Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5j |Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
5j |Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5j | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5j | Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5j |Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5j |Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5j |Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment

5j | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5j | Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)

5j |Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)

5j |Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

5j |Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Comments
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
5j | Dec-10-2020 10:55:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5j | Nov-25-2020 13:03:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
5j |Oct-22-2020 17:26:58 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5j |Oct-19-2020 18:02:29 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
5j |Sep-21-2020 15:33:56 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
[tem | Date User Comment
Form | Dec-10-2020 10:55:25 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
Form | Nov-25-2020 13:02:48 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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Form Version: 21-Aug-2020 02:50
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
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Item | Date User Comment
1 Dec-10-2020 10:55:25 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
1 Nov-25-2020 13:02:48 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Form Version: 21-Aug-2020 02:50
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
2.a |Dec-10-2020 10:55:25 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
2.a |Nov-25-2020 13:02:48 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: VITAL SIGNS - COVID - Comments
Sep/21/2020

Form Version: 21-Aug-2020 02:50
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
2.a |Dec-10-2020 10:55:25 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
2.a |Nov-25-2020 13:02:48 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: VITAL SIGNS - COVID - Comments
Sep/21/2020

Form Version: 21-Aug-2020 02:50
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
2.a |Dec-10-2020 10:55:25 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
2.a |Nov-25-2020 13:02:48 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
Page 248 of 495

*** Confidential***
FDA-CBER-2021-5683-0794199




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: VITAL SIGNS - COVID - Comments
Sep/21/2020

Form Version: 21-Aug-2020 02:50
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
2.a |Dec-10-2020 10:55:25 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
2.a |Nov-25-2020 13:02:48 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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FDA-CBER-2021-5683-0794200




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: VITAL SIGNS - PULSE OX ROOM AIR - Comments
Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item |Date User Comment
Form | Oct-22-2020 17:27:41 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
Form | Oct-19-2020 18:02:48 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
Form | Sep-21-2020 15:35:12 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
Page 250 of 495

*** Confidential***
FDA-CBER-2021-5683-0794201




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: VITAL SIGNS - PULSE OX ROOM AIR - Comments
Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
1 |Oct-22-2020 17:27:41 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
1 | Oct-19-2020 18:02:48 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
1 Sep-21-2020 15:35:12 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
Page 251 of 495

FDA-CBER-2021-5683-0794202




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: VITAL SIGNS - PULSE OX ROOM AIR - Comments
Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
2.a |Oct-22-2020 17:27:41 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
2.a | Oct-19-2020 18:02:48 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
2.a |Sep-21-2020 15:35:12 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
Page 252 of 495

*** Confidential***
FDA-CBER-2021-5683-0794203




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: OXY GENATION PARAMETERS - Comments
Sep/21/2020

Form Version: 06-Jul-2020 21:52
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item |Date User Comment
Form | Oct-22-2020 17:38:13 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
Form | Oct-19-2020 18:03:20 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
Form | Oct-19-2020 18:03:06 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US& Canada) (6)
Form | Sep-21-2020 15:35:28 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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FDA-CBER-2021-5683-0794204




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: OXY GENATION PARAMETERS - Comments
Sep/21/2020

Form Version: 06-Jul-2020 21:52
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
1 |Oct-22-2020 17:38:13 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
1 | Oct-19-2020 18:03:20 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
1 |Oct-19-2020 18:03:06 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
1 | Sep-21-2020 15:35:28 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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*** Confidential***
FDA-CBER-2021-5683-0794205




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: OXY GENATION PARAMETERS - Comments
Sep/21/2020

Form Version: 06-Jul-2020 21:52
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
2 | Oct-22-2020 17:38:13 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
2 | Oct-19-2020 18:03:20 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
2 | Oct-19-2020 18:03:06 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
2 |Sep-21-2020 15:35:28 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
Page 255 of 495

FDA-CBER-2021-5683-0794206




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: OXY GENATION PARAMETERS - Comments
Sep/21/2020

Form Version: 06-Jul-2020 21:52
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
3 | Oct-22-2020 17:38:13 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
3 | Oct-19-2020 18:03:20 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
3 | Oct-19-2020 18:03:06 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
3 | Sep-21-2020 15:35:28 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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*** Confidential***
FDA-CBER-2021-5683-0794207




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Sep/21/2020

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item |Date User Comment
Form | Oct-22-2020 17:38:38 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
Form | Oct-19-2020 18:03:37 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
Form | Sep-21-2020 15:35:44 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US& Canada) (6)
Page 257 of 495

*** Confidential***
FDA-CBER-2021-5683-0794208



Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Sep/21/2020
Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject I nitials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Item | Date User Comment
1 Oct-22-2020 17:38:38 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
1 Oct-19-2020 18:03:37 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
1 Sep-21-2020 15:35:44 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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*** Confidential***
FDA-CBER-2021-5683-0794209




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Sep/21/2020
Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject I nitials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Item | Date User Comment
2 Oct-22-2020 17:38:38 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
2 Oct-19-2020 18:03:37 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
2 Sep-21-2020 15:35:44 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
Page 259 of 495

*** Confidential***
FDA-CBER-2021-5683-0794210



Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Sep/21/2020
Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject I nitials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Item | Date User Comment
3 Oct-22-2020 17:38:38 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
3 Oct-19-2020 18:03:37 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
3 Sep-21-2020 15:35:44 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
Page 260 of 495

*** Confidential***
FDA-CBER-2021-5683-0794211




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Sep/21/2020
Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject I nitials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Item | Date User Comment
4 Oct-22-2020 17:38:38 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
4 Oct-19-2020 18:03:37 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
4 Sep-21-2020 15:35:44 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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*** Confidential***
FDA-CBER-2021-5683-0794212



Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Sep/21/2020
Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject I nitials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Item | Date User Comment
5 Oct-22-2020 17:38:38 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5 Oct-19-2020 18:03:37 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
5 Sep-21-2020 15:35:44 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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*** Confidential***
FDA-CBER-2021-5683-0794213




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Sep/21/2020
Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject I nitials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Item | Date User Comment
6 Oct-22-2020 17:38:38 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
6 Oct-19-2020 18:03:37 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
6 Sep-21-2020 15:35:44 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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*** Confidential***
FDA-CBER-2021-5683-0794214



090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: IMAGING - Comments
Sep/21/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item |Date User Comment
Form | Oct-22-2020 17:39:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
Form | Oct-19-2020 18:03:55 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
Form | Sep-21-2020 15:36:06 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
Page 264 of 495

*** Confidential***
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: IMAGING - Comments
Sep/21/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
1 | Oct-22-2020 17:39:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
1 | Oct-19-2020 18:03:55 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
1 Sep-21-2020 15:36:06 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
Page 265 of 495

FDA-CBER-2021-5683-0794216




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: IMAGING - Comments
Sep/21/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
2 Oct-22-2020 17:39:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
2 Oct-19-2020 18:03:55 (UTC-06:00) Central Time |((b) (4), (b)
(US & Canada) (6)
2 Sep-21-2020 15:36:06 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
Page 266 of 495

*** Confidential***
FDA-CBER-2021-5683-0794217




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: IMAGING - Comments
Sep/21/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
3 | Oct-22-2020 17:39:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
3 | Oct-19-2020 18:03:55 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
3 Sep-21-2020 15:36:06 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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FDA-CBER-2021-5683-0794218




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: IMAGING - Comments
Sep/21/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
4 Oct-22-2020 17:39:08 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
4 Oct-19-2020 18:03:55 (UTC-06:00) Central Time |((b) (4), (b)
(US & Canada) (6)
4 Sep-21-2020 15:36:06 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
Page 268 of 495
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Vigit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171058 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

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
(b) (6) Approved Mar-10-2021 15:21:55 (UTC-06:00) Central BOOK Signed
Time (US & Canada)
Affidavit:

By my dated signature below, |, (b) (6)  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
signatureis to be the legally binding equivalent of my handwritten signature.

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

(b) (6) N/A Nov-25-2020 13:01:41 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-17-2020 17:55:48 (UTC-06:00) Central BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, I, (b) (6) , 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
signatureis to be the legally binding equivalent of my handwritten signature.

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

(b) (6) N/A Nov-13-2020 16:30:42 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Oct-30-2020 16:31:28 (UTC-06:00) Central Time | BOOK Signed
(US & Canada)
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Header Text: c4591001

Vigit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171058 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Affidavit:

By my dated signature below, |, (b) (6)  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.

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Form Version: 30-Jul-2020
SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Visit: COHORT_SELECTION

21:29

Form: COHORT SELECTION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Select appropriate response - Protocol version

(US & Canada)

Date L ocation User Value Reason
Aug-26-2020 15:14:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), 24 JUL 2020

(b) (6)

2. Select appropriate respon

se - What cohort does the subject belong to?

*** Confidential***

Date L ocation User Value Reason
Aug-26-2020 15:14:06 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time <§>v STAGE 3 COHORTS
(US& Canada) () (6)
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Consent Was:

Date L ocation User Value Reason
Aug-26-2020 15:14:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), OBTAINED
(US & Canada) (b) (6) Date Written Consent Obtained

Aug/25/2020
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Header Text: 4591001

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

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: DEMOGRAPHY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Subject ID
Date L ocation User Value Reason
Aug-26-2020 15:13:59 ACVOPFEINFP6000 |autocalc |DataEntry: Item copied from
(UTC-06:00) Central Time (autocalc) |11171058 previous form
(US & Canada)
2. Birth Date:
Date L ocation User Value Reason
Aug-26-2020 15:13:56 ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment Entry
(UTC-06:00) Central Time (autocalc) |(b) (6) /1986
(US & Canada)
3. Sex:
Date L ocation User Value Reason
Aug-26-2020 15:14:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), MALE
(US & Canada) () (6)
4. Ethnicity:
Date L ocation User Value Reason
Aug-26-2020 15:14:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NOT HISPANIC OR LATINO(A) O
(US& Canada) Ruo) R OF SPANISH ORIGIN
5. Race: (Check X all that apply):
Date Location User Value Reason
Aug-26-2020 15:14:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (f;)' WHITE
(US& Canada) () (6)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Aug-26-2020 15:14:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4) Aug/25/2020

(US & Canada)

(b) (6)
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Header Text: 4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Completion/Discontinuation/Death

Date L ocation User Value Reason
Aug-26-2020 15:14:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Aug/25/2020
(US & Canada) (b) (6)
2. Phase of Disposition:
Date L ocation User Value Reason
Aug-26-2020 15:14:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SCREENING
(US & Canada)
3. Status:
Date L ocation User Value Reason
Aug-26-2020 15:14:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), COMPLETED
(US & Canada) () (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: 4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

la
Date L ocation User Value Reason
Aug-28-2020 10:43:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | LineMH N 1
(US & Canada) umber:

Medical His GASTROESOPHAGE

tory Term: AL REFLUX DISEAS

E

Start Date:  UNK/UNK/2005

Ongoing:  YES
l.aLine/MH Number:
Date L ocation User Value Reason
Aug-28-2020 10:43:27 ACVOPFEINFP6000 |autocalc |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-28-2020 10:43:27 ACVOPFEINFP6000 |(b) Data Entry: [nitial Entry
(UTC-06:00) Central (4), GASTROESOPHAGEAL REFL
Time (US & Canada) (b) (6) UX DISEASE
1l.a Start Date:
Date L ocation User Value Reason
Aug-28-2020 10:43:27 ACVOPFEINFP6000 |(b) Data Entry: [nitial Entry
(UTC-06:00) Central (4), UNK/UNK/2005
Time (US & Canada) (b) (6)
1.a Ongoing:
Date L ocation User Value Reason
Aug-28-2020 10:43:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: 4591001
Visit: V1_DAY1 VAX1 L

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:51

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

1. Date:
Date L ocation User Value Reason
Aug-26-2020 15:15:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Aug/25/2020
(US & Canada) (b) (6)
2. Weight:
Date L ocation User Value Reason
Aug-26-2020 15:15:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), 159.2
(US & Canada) () 6)
3. Unit:
Date L ocation User Value Reason
Aug-26-2020 15:15:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), LB
(US & Canada) () (6)
4. Height:
Date L ocation User Value Reason
Aug-26-2020 15:15:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), 68.0
(US& Canada) Ruo)
5. Unit:
Date Location User Value Reason
Aug-26-2020 15:15:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)- in
(US& Canada) () (6)
6. Body Mass | ndex:
Date L ocation User Value Reason
Aug-26-2020 15:15:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |24.2
(US & Canada)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

7.a
Date Location User Value Reason
Aug-26-2020 15:15:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ?'@) Record Identifier:: 1
(US & Canada) Temperature: 98.3

TemperatureUnit: F

Temperature Locati ORAL CAVI

on:: TY
7.a Record | dentifier:
Date L ocation User Value Reason
Aug-26-2020 15:15:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), 1
(US & Canada) (b) (6)
7.a Temperature:
Date L ocation User Value Reason
Aug-26-2020 15:15:39 ACVOPFEINFP6000 (2) Data Entry: Initial Entry
(UTC-06:00) Central Time : 98.3
(US& Canada) 840
7.aUnit:
Date L ocation User Value Reason
Aug-26-2020 15:15:39 ACVOPFEINFP6000 (2) Data Entry: Initial Entry
(UTC-06:00) Central Time , F
(US& Canada) () (6)
7.a Temperature Location:
Date L ocation User Value Reason
Aug-26-2020 15:15:39 ACVOPFEINFPGE000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4), ORAL CAVITY
(US& Canada) (b) (6)
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Header Text: 4591001
Visit: V1_DAY1 VAX1 L

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: RANDOMIZATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Randomization Date :

(US & Canada)

(b))

Date L ocation User Value Reason
Aug-26-2020 15:15:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Aug/25/2020

(US & Canada) (b) (6)

2. Randomization Number:

Date L ocation User Value Reason
Aug-26-2020 15:15:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4) 64846

*** Confidential***
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Header Text: 4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status: Data Complete, L ocked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Data Origin
Date L ocation User Value Reason
Aug-28-2020 10:47:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Aug-28-2020 10:47:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SERUM
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Aug-28-2020 10:47:50 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Aug-28-2020 10:47:25 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected?
(UTC-06:00) Central (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Aug-28-2020 10:47:25 | ACVOPFEINFP6000 |(b) Data Entry: [nitial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6) Date of Collection:
Aug/25/2020
5.a
Date L ocation User Value Reason
Aug-28-2020 10:47:50 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sample | D: BP58L8
Time (US & Canada) (b) (6)
5.aSample D
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

Date L ocation User Value Reason
Aug-28-2020 10:47:50 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), BP58L8
Time (US & Canada) (b) (6)
5.b
Date L ocation User Value Reason
Aug-28-2020 10:48:00 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Sample |D: BP58L9
Time (US & Canada) (b) (6)
5.b Sample D
Date L ocation User Value Reason
Aug-28-2020 10:48:00 ACVOPFEINFP6000 |(b) Data Entry: [nitial Entry
(UTC-06:00) Central (4), BP58L9
Time (US & Canada) (b) (6)
5.c
Date L ocation User Value Reason
Aug-28-2020 10:48:09 ACVOPFEINFP6000 |(b) Data Entry: [nitial Entry
(UTC-06:00) Central (4), Sample |D: BP58LB
Time (US & Canada) (b) (6)
5.c Sample 1D
Date L ocation User Value Reason
Aug-28-2020 10:48:09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), BPSSLB
Time (US & Canada) (b) (6)
5.d
Date L ocation User Value Reason
Aug-28-2020 10:48:28 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Sample |D: BPRTZF
Time (US & Canada) (b) (6)
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Header Text: c4591001

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Visit: V1 DAY1 VAX1 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5.d Sample D
Date L ocation User Value Reason
Aug-28-2020 10:48:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), BPRTZF
Time (US & Canada) (b) (6)
5.e
Date L ocation User Value Reason
Aug-28-2020 10:48:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), SampleID: BPRTZG
Time (US & Canada) (b) (6)
5.e Sample D
Date L ocation User Value Reason
Aug-28-2020 10:48:39 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), BPRTZG
Time (US & Canada) (b) (6)
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SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Header Text: 4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status: Data Complete, L ocked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

1. Data Origin
Date L ocation User Value Reason
Aug-28-2020 10:48:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Aug-28-2020 10:48:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | NASAL_SWAB
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Aug-28-2020 10:49:08 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Aug-28-2020 10:48:53 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected?
(UTC-06:00) Central (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Aug-28-2020 10:48:53 | ACVOPFEINFP6000 |(b) Data Entry: [nitial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6) Date of Collection:
Aug/25/2020
5.a
Date L ocation User Value Reason
Aug-28-2020 10:49:08 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), SampleD: BP58KK
Time (US & Canada) (b) (6)
5.aSample D
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 10:58

Date L ocation User Value Reason
Aug-28-2020 10:49:08 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), BP58KK
Time (US & Canada) (b) (6)
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Header Text: 4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason
Aug-26-2020 15:16:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) (b) (6)
2. Treatment Name
Date L ocation User Value Reason
Aug-26-2020 15:16:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | BLINDED THERAPY
(US & Canada)
3. Formulation:
Date L ocation User Value Reason
Aug-26-2020 15:16:18 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-26-2020 15:16:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Aug/25/2020 16:21
(US& Canada) Ruo)
5. Anatomical Location:
Date L ocation User Value Reason
Aug-26-2020 15:16:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | DELTOID MUSCLE
(US & Canada)
6. Body Side:
Date L ocation User Value Reason
Aug-26-2020 15:16:18 ACVOPFEINFP6E000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (:)1)- RIGHT
(US& Canada) (b) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

7. Route:

Date L ocation User Value Reason
Aug-26-2020 15:16:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |INTRAMUSCULAR

(US & Canada)

10. Timeframe Subject Was Observed

Date Location User Value Reason
Aug-26-2020 15:16:18 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?

Date Location User Value Reason
Aug-26-2020 15:16:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES
(US & Canada) (b) 6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: 4591001
Visit: V1_DAY1 VAX1 L

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Version: 06-Jul-2020 21:53

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Select appropriate response - Reactogenicity diary collection

*** Confidential***

Date Location User Value Reason
Aug-26-2020 15:16:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), NO - REACTOGENICITY E-DIAR
(US & Canada) (b) (6) Y NOT COLLECTED FOR THIS S
UBJECT
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Header Text: c4591001
Visit: V2_VAX2 L
Form Version: 22-Apr-2020 21:02

SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-22-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: C | Auto closed by

19:56:01 (b) (4) losed Validation Check:

(UTC-06:00) VC_Sv001_02

Central Time

(US & Canada)

Sep-22-2020 ACVOPFEINFP6000 (b) (4), (b) Query 1: A | Original valueis

13:26:34 (6) nswered correct

(UTC-06:00)

Central Time

(US & Canada)

Sep-22-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1. O | DMW4767390;The

03:08:43 (b) (4) pened Date of Visit at

(UTC-06:00) Visit V2_VAX2 L

Centra Time isthe same asthe

(US & Canada) other Date of Visit
at Visit COVID_A.
Please review for
duplication and
update as
appropriate.

Sep-17-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entr | Initia Entry

09:30:39 (6) y:

(UTC-06:00) Sep/15/202

Central Time 0

(US & Canada)

2. Erroneous Visit

Date L ocation User Value Reason

Sep-17-2020 09:30:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time 4) Not Applicable

(US & Canada)

(6) (6)
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Header Text: 4591001
Visit: V2_VAX2_ L

Form Version: 15-Sep-2020 21:54

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: VITAL SIGNS- TEMP - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date:
Date L ocation User Value Reason
Sep-17-2020 09:31:09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Sep/15/2020
(US & Canada) (b) (6)
2a
Date L ocation User Value Reason
Sep-17-2020 09:31:09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ;'(e) Record Identifier:: 1
(US& Canada) Temperature: 97.5
TemperatureUnit: F
Temperature Locati ORAL CAVI
on:: TY
2.a Record | dentifier:
Date L ocation User Value Reason
-17-2020 09:31:09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
Data entry:
(UTC-06:00) Central Time (4), 1
(US & Canada) (b) (6)
2.a Temperature:
Date L ocation User Value Reason
Sep-17-2020 09:31:.09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), 975
(US & Canada) (6) (6)
2.aUnit:
Date L ocation User Value Reason
Sep-17-2020 09:31:09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), F
(US & Canada) (b) (6)
2.a Temperature Location:
Date L ocation User Value Reason
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Header Text: c4591001
Visit: V2_VAX2 L

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Sep-17-2020 09:31:09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), ORAL CAVITY
(US& Canada) S
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Header Text: 4591001
Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status: Data Complete, L ocked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Data Origin

Date L ocation User Value Reason
Sep-21-2020 12:08:10 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 12:08:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | NASAL_SWAB

(US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Sep-21-2020 12:09:14 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)

(US & Canada)

Sep-21-2020 12:08:10 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-21-2020 12:08:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (4), YES

(US & Canada) (b) (6) Date of Collection:

Sep/15/2020

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 12:08:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (4), Not Applicable

(US & Canada) (b) (6)

5a
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Header Text: c4591001
Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Date L ocation User Value Reason
Sep-21-2020 12:09:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Sample 1D: BM8Y 19
(US & Canada) (b))
5.aSampleID
Date L ocation User Value Reason
Sep-21-2020 12:09:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), BM8YJ9
(US & Canada) (b) (6)
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Header Text: 4591001
Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:04

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason
Sep-17-2020 09:32:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) (b) (6)
2. Treatment Name
Date L ocation User Value Reason
Sep-17-2020 09:32:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | BLINDED THERAPY
(US & Canada)
3. Formulation:
Date L ocation User Value Reason
Sep-17-2020 09:32:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | INJECTION
(US & Canada)
4. Dose Date Time:
Date L ocation User Value Reason
Sep-17-2020 09:32:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Sep/15/2020 16:49
(US& Canada) (b) (6)
5. Anatomical Location:
Date L ocation User Value Reason
Sep-17-2020 09:32:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | DELTOID MUSCLE
(US & Canada)
6. Body Side:
Date L ocation User Value Reason
Sep-17-2020 09:32:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (s), RIGHT
(US& Canada) (b) (6)
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Header Text: c4591001
Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

7. Route:

Date Location User Value Reason
Sep-17-2020 09:32:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | INTRAMUSCULAR

(US & Canada)

10. Timeframe Subject Was Observed

Date Location User Value Reason
Sep-17-2020 09:32:04 ACVOPFEINFPE000 |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?

Date L ocation User Value Reason
Sep-17-2020 09:32:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES
(US & Canada) () (©)
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Header Text: c4591001

Visit: V3_ MONTH1 _POSTVAX2 L
Form Version: 22-Apr-2020 21:02
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Visit

Date Location User Value Reason
Oct-21-2020 10:38:13 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ‘ﬁ” Oct/13/2020

(US & Canada) (b) (6)
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Header Text: 4591001

Visit: V3 MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status: Data Complete, L ocked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Data Origin

Date L ocation User Value Reason

Oct-22-2020 11:09:33 ACVOPFEINFP6000 |(b) Query 1: Deleted Form updated by

(UTC-06:00) Central Time 4), Site

(US & Canada) (b) (6)

Oct-21-2020 10:14:30 ACVOPFEINFPG000 |(b) (4), (b) | Query 1: Candidate Please keep this

(UTC-06:00) Central Time (6) candidate query until

(US & Canada) site updates page
and then delete
query.

Oct-14-2020 15:43:45 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

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

(US & Canada)

2. Sample Type

Date L ocation User Value Reason

Oct-14-2020 15:43:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Oct-14-2020 15:43:54 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto Query

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Oct-14-2020 15:43:45 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.

Oct-14-2020 15:43:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (4), YES

(US & Canada) (b) (6) Date of Collection:

Oct/13/2020
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

5.a
Date L ocation User Value Reason
Oct-14-2020 15:43:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (g)' . Sample | D: BRIBGP
(US& Canada) S
5.aSample D
Date L ocation User Value Reason
Oct-14-2020 15:43:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (3): BRJBGP
(US& Canada) (b) (6)
5b
Date L ocation User Value Reason
Oct-14-2020 15:44:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Sample |D: BRIBGR
(US & Canada) () (©)
5.b Sample ID
Date L ocation User Value Reason
Oct-14-2020 15:44:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), BRJBGR
(US & Canada) (b) (6)
5.c
Date L ocation User Value Reason
Oct-14-2020 15:44:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Sample 1D: BRI8GS
(US & Canada) (b))
5.c Sample D
Date L ocation User Value Reason
Oct-14-2020 15:44:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), BRJISGS
(US & Canada) (b))
5.d
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Header Text: c4591001
Visit: V3 MONTH1 _POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Date L ocation User Value Reason
Oct-21-2020 13:23:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Sample 1D: BRSRM7
(US & Canada) (b))
5.d Sample D
Date L ocation User Value Reason
Oct-21-2020 13:23:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), BRSRM7
(US & Canada) (b) (6)
5e
Date L ocation User Value Reason
Oct-21-2020 13:23:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Sample 1D: BRSRMS
(US & Canada) (b) (6)
5.e Sample D
Date Location User Value Reason
Oct-21-2020 13:23:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (s)’ BRSRMS8
(US& Canada) (b) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Sep/21/2020

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Dec-11-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 10: | Closed as data

00:15:37 Closed updated.

(UTC-06:00)

Central Time

(US & Canada)

Dec-10-2020 ACVOPFEINFP6000 (b) (4), (b) Query 10: | Changed data per

10:56:19 (6) Answered | query

(UTC-06:00)

Central Time

(US & Canada)

Dec-08-2020 ACVOPFEINFP6000 (b) (4), (b) Query 10: | DM: Visitis

02:25:24 (6) Opened marked as

(UTC-06:00) Erroneous. If in

Central Time error, please clear

(US & Canada) the data and add
FORM LEVEL

comment as Not
applicable on al the

initiated forms for
thisvisit.

Dec-03-2020 | ACVOPFEINFPS000 (b) (4), Query 7: C | Closing asform

23:57:23 (b) (6) |osed level NA comment

(UTC-06:00) isapplied

Central Time

(US & Canada)

Dec-03-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 7: A | Query is ambiguous

17:31:27 (6) nswered

(UTC-06:00)

Central Time

(US & Canada)

Dec-03-2020 ACVOPFEINFP6000 auto query Query 10: | Erroneous Visit is

17:31:17 (autoquery) Candidate | marked, but date of

(UTC-06:00) visit is entered.

Central Time Please check

(US & Canada) whether other
assessments are
performed at this
visit.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Sep/21/2020

Form Version: 22-Apr-2020 21:03
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Dec-03-2020 ACVOPFEINFP6000 auto query Query 9: C | Close Auto Query

17:29:47 (autoquery) losed

(UTC-06:00)

Central Time

(US & Canada)

Dec-03-2020 ACVOPFEINFP6000 (b) (4), (b) Query 9: O | DM: Visitis

03:10:40 (6) pened marked as

(UTC-06:00) Erroneous. If in

Central Time error, please clear

(US & Canada) the data and add
FORM LEVEL
comment as Not
applicable on al the
initiated forms for
thisvisit.

Dec-03-2020 ACVOPFEINFP6000 (b) (4), Query 8: C | Response satisfies

01:05:47 (b) (6) |osed query

(UTC-06:00)

Central Time

(US & Canada)

Dec-03-2020 | ACVOPFEINFPS000 (b) (4), (b) Query 7: R | DM: Erroneous

00:11:49 (6) eissued:Op | visitis marked.

(UTC-06:00) ened However, form

Central Time level comment is

(US & Canada) not present on
SOD, SELF SWAB,
SWAB PFE,
HLTHCARE, ILL
POTEN forms.
Please review and
add form level
comment by
selecting as Not
Applicable on
mentioned forms of
thisvisit or else
clarify.

Dec-02-2020 ACVOPFEINFP6000 auto query Query 9: C | Erroneous Visit is

14:34:58 (autoquery) andidate marked, but date of

(UTC-06:00) visit is entered.

Central Time Please check

(US & Canada) whether other
assessments are
performed at this
visit.
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Sep/21/2020

SiteNo: 1117

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Dec-02-2020 ACVOPFEINFP6000 (b) (4), (b) Query 7: A | ERRONEOUS
14:34:49 (6) nswered | VISIT
(UTC-06:00)
Central Time
(US & Canada)
Dec-02-2020 | ACVOPFEINFPG000 (b) (4), (b) Query 8: A | ERRONEOUS
14:34:38 (6) nswered [ VISIT
(UTC-06:00)
Central Time
(US & Canada)
Nov-30-2020 | ACVOPFEINFPG000 (b) (4), (b) Query 7: O | Dateof Visitis
01:29:03 (6) pened completed but Date
(UTC-06:00) of Collectionin
Central Time both Nasal Swab
(US & Canada) Self and Nasal
Swab are missing.
Please review and
update as
appropriate.
Nov-30-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 8: O | Date of Visitis
01:28:47 (6) pened completed but Date
(UTC-06:00) of Assessmentin
Central Time the Signs and
(US & Canada) Symptoms formis
missing. Please
review and update
as appropriate.
Nov-25-2020 ACVOPFEINFP6000 auto query Query 8: C | Date of Visitis
13:11:14 (autoquery) andidate completed but Date
(UTC-06:00) of Assessmentin
Central Time the Signs and
(US & Canada) Symptoms formis
missing. Please
review and update
as appropriate.
Nov-25-2020 ACVOPFEINFP6000 auto query Query 7: C | Date of Visit is
13:08:40 (autoquery) andidate completed but Date
(UTC-06:00) of Collectionin
Central Time both Nasal Swab
(US & Canada) Self and Nasal
Swab are missing.
Please review and
update as
appropriate.
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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/21/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 10:58

Nov-25-2020 | ACVOPFEINFP6000 auto query Query 6: D | Close Auto Query

13:08:40 (autoquery) eleted

(UTC-06:00)

Central Time

(US & Canada)

Nov-25-2020 ACVOPFEINFP6000 auto query Query 6: C | Date of Visitis

13:07:31 (autoquery) andidate completed but Date

(UTC-06:00) of Collectionin

Central Time both Nasal Swab

(US & Canada) Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Sep-26-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 5: C | Response setisfies

02:37:29 losed query

(UTC-06:00)

Central Time

(US & Canada)

Sep-25-2020 ACVOPFEINFP6000 (b) (4), (b) Query 5: A | Original valueis

13:40:06 (6) nswered correct

(UTC-06:00)

Central Time

(US & Canada)

Sep-25-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 5: O | PDQ : Date of Visit

03:07:50 pened is completed but

(UTC-06:00) Date of Collection

Central Time in both Nasal Swab

(US & Canada) Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Sep-24-2020 ACVOPFEINFP6000 auto query Query 5: C | Date of Visit is

12:15:10 (autoquery) andidate completed but Date

(UTC-06:00) of Collection in

Central Time both Nasal Swab

(US & Canada) Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Sep-24-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: C | Asper site
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Sep/21/2020

SiteNo: 1117

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
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06:30:08 (b) (4), (b) (6) losed confirmation - pd

(UTC-06:00) tracker updated

Central Time

(US & Canada)

Sep-23-2020 ACVOPFEINFP6000 (b) (4), Query 4: D | Alternate query

06:24:42 (b) (6) eleted present.

(UTC-06:00)

Centra Time

(US & Canada)

Sep-22-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 3: C | Auto closed by

19:56:01 (b) (4) losed Validation Check:

(UTC-06:00) VC_Sv001_02

Central Time

(US & Canada)

Sep-22-2020 ACVOPFEINFP6000 auto query Query 4: C | Date of Visitis

13:24:15 (autoquery) andidate completed but Date

(UTC-06:00) of Collectionin

Centra Time both Nasal Swab

(US & Canada) Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Sep-22-2020 ACVOPFEINFP6000 auto query Query 3: A | Changed

13:24:15 (autoquery) nswered Information

(UTC-06:00)

Central Time

(US & Canada)

Sep-22-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entr | Changed

13:24:15 (6) \'A Information

(UTC-06:00) Sep/21/202

Central Time 0

(US & Canada)

Sep-22-2020 ACVOPFEINFP6000 (b) (4), (b) Query 1: A | Specimens not

13:23:19 (6) nswered collected per

(UTC-06:00) investigator

Central Time

(US & Canada)

Sep-22-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: O | PDQ: Date of Visit

04:05:30 pened is completed but

(UTC-06:00) Date of Collection

Central Time in both Nasal Swab

(US & Canada) Self and Nasal
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Swab are missing.
Please review and
update as
appropriate.

Sep-22-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 3: O | DMW4767389;The

03:08:43 (b) (4) pened Date of Visit at

(UTC-06:00) Visit COVID_A is

Central Time the same asthe

(US & Canada) other Date of Visit
at Visit
V2 VAX2 L.
Please review for
duplication and
update as
appropriate.

Sep-21-2020 | ACVOPFEINFP6000 (b) (4), (b) Data Entr | Transcription Error

15:29:16 (6) '

(UTC-06:00) Sep/15/202

Central Time 0

(US & Canada)

Sep-21-2020 ACVOPFEINFP6000 auto query Query 2: D | Close Auto Query

15:28:05 (autoquery) eleted

(UTC-06:00)

Central Time

(US & Canada)

Sep-21-2020 | ACVOPFEINFP6000 (b) (4), (b) Data Entr | Transcription Error

15:26:28 (6) v

(UTC-06:00) Aug/26/20

Central Time 20

(US & Canada)

Sep-21-2020 ACVOPFEINFP6000 auto query Query 2: C | Dateof Visitis

15:25:48 (autoquery) andidate completed but Date

(UTC-06:00) of Assessment in

Central Time the Signs and

(US & Canada) Symptoms formis
missing. Please
review and update
as appropriate.

Sep-21-2020 ACVOPFEINFP6000 auto query Query 1: C | Date of Visitis

15:25:48 (autoquery) andidate completed but Date

(UTC-06:00) of Collection in

Central Time both Nasal Swab

(US & Canada) Self and Nasal
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Swab are missing.
Please review and
update as
appropriate.

Sep-21-2020 | ACVOPFEINFP6000 (b) (4), (b) DataEntr |Initial Entry

15:25:48 (6) '

(UTC-06:00) Sep/15/202

Central Time 0

(US & Canada)

2. Erroneous Visit

Date L ocation User Value Reason

Dec-03-2020 17:31:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time 4), ERRONEOUSVISIT

(US & Canada) (b) (6)

Dec-03-2020 17:31:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (4),

(US & Canada) () (6)

Dec-03-2020 17:30:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (4), Not Applicable

(US & Canada) () (6)

Dec-03-2020 17:29:47 ACVOPFEINFP6000 Egg Data Entry: Changed Information

(UTC-06:00) Central Time ,

(US& Canada) ®©

Dec-02-2020 14:34:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time 4), ERRONEOUSVISIT

(US & Canada) (b) (6)

Oct-01-2020 06:28:40 ACVOPFEINFPG000 |(b) (4), Query 1: Closed Response satisfies

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

(US & Canada)

Sep-30-2020 13:25:52 ACVOPFEINFP6E000 |(b) Query 1: Answered Changed data per

(UTC-06:00) Central Time 4), query

(US & Canada) () (6)

Sep-30-2020 13:25:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (4),

(US & Canada) () (6)

Sep-30-2020 06:17:10 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Asthisvisit

(UTC-06:00) Central Time (b) (6) performed on

(US & Canada) 21Sep2020, kindly

consider to remove
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‘Not applicable' item
level comment added
at Erroneous Visit

datapoint.

Sep-21-2020 15:26:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (ﬁ)- Not Applicable

(US& Canada) ®©

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason

Oct-22-2020 09:31:33 ACVOPFEINFP6000 |(b) Query 1: Closed Response satisfies

(UTC-06:00) Central (4), query

Time (US & Canada) (b) (6)

Oct-19-2020 18:09:45 ACVOPFEINFP6000 |(b) Query 1: Answered SEE SOURCE AE

(UTC-06:00) Central 4), FORMS 2,34. PER

Time (US & Canada) (b) (6) INVESTIGATOR
PROGRESS NOTES,
NO SUSPICION OF
COVID ILLNESS
PRESENT AT THIS
TIME. v2 ON
15SEPT 2020,
SYMPTOMS START
ON 16SEPT2020.
REACTINOGENIVITY
PERIOD. THIS
EVENT SHOULD BE
REMOVED.

Oct-17-2020 12:01:40 ACVOPFEINFP6000 |(b) Query 1: Opened Data does not match

(UTC-06:00) Central (4), source

Time (US & Canada) (b) (6)

Sep-21-2020 15:25:48 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-06:00) Central (autocalc) COVID_A

Time (US & Canada)
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Back to Form

1. Date of Assessment:

Date L ocation User Value Reason

Dec-03-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entr | Initia Entry

17:27:03 (6) 'S

(UTC-06:00) Not Appli

Central Time cable

(US & Canada)

Dec-02-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 3: Auto closed by

20:23:45 (b) (4) Closed Validation Check:

(UTC-06:00) VC_CESODO006_05

Central Time

(US & Canada)

Dec-02-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entr | Initia Entry

14:34:20 (6) 'S

(UTC-06:00)

Central Time

(US & Canada)

Dec-02-2020 ACVOPFEINFP6000 (b) (4), (b) Query 3: ERRONEOUS

14:33:33 (6) Answered |VISIT

(UTC-06:00)

Central Time

(US & Canada)

Nov-25-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 3: DMW6245434;Date

22:55:19 (b) (4) Opened of Assessment is not

(UTC-06:00) expected to be

Central Time Unknown or Not

(US & Canada) Done. Please review
and update
appropriately or
clarify

Nov-25-2020 | ACVOPFEINFP6000 (b) (4), (b) Data Entr |Initial Entry

13:11:25 (6) A

(UTC-06:00) Not Done

Central Time

(US & Canada)

Nov-25-2020 | ACVOPFEINFP6000 (b) (4), (b) Data Entr | Changed

13:11:14 (6) v Information

(UTC-06:00)

Central Time

*** Confidential***

Page 307 of 495

FDA-CBER-2021-5683-0794258




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Sep/21/2020

Form Version: 15-Sep-2020 21:55

SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

(US & Canada)

Sep-22-2020 ACVOPFEINFP6000 auto query Query 2: Close Auto Query
13:25:49 (autoquery) Closed

(UTC-06:00)

Central Time

(US & Canada)

Sep-22-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entr | Changed

13:25:49 (6) v Information
(UTC-06:00) Sep/21/20

Central Time 20

(US & Canada)

Sep-22-2020 ACVOPFEINFP6000 auto query Query 2: Date of assessment
13:24:15 (autoquery) Opened isnot same as Date
(UTC-06:00) Visit. Please check
Central Time and correct.

(US & Canada)

Sep-21-2020 ACVOPFEINFP6000 auto query Query 1: Close Auto Query
15:29:16 (autoquery) Closed

(UTC-06:00)

Central Time

(US & Canada)

Sep-21-2020 ACVOPFEINFP6000 auto query Query 1: Date of assessment
15:28:05 (autoquery) Opened isnot same as Date
(UTC-06:00) Visit. Please check
Central Time and correct.

(US & Canada)

Sep-21-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entr | Initial Entry
15:28:05 (6) 'S

(UTC-06:00) Sep/15/20

Central Time 20

(US & Canada)

2. Date of First Symptom Started:

Date L ocation User Value Reason
Dec-03-2020 | ACVOPFEINFPG000 (b) (4), (b) Data Entr | Initial Entry
17:27:03 (6) \'A

(UTC-06:00) Not Appli

Central Time cable

(US & Canada)

Dec-02-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Auto closed by
20:28:13 (b) (4) Closed Validation Check:
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(UTC-06:00) VC_CESODO006_06

Central Time

(US & Canada)

Dec-02-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entr | Initia Entry

14:34:20 (6) '

(UTC-06:00)

Central Time

(US & Canada)

Dec-02-2020 ACVOPFEINFP6000 (b) (4), (b) Query 1: ERRONEOUS

14:33:26 (6) Answered |VISIT

(UTC-06:00)

Central Time

(US & Canada)

Nov-25-2020 | ACVOPFEINFPE000.InFormAdapter.Discrepancy | DMW QUERY Query 1: DMW6245523;Date

23:10:18 (b) (4) Opened First Symptom

(UTC-06:00) Started is not

Central Time expected to be

(US & Canada) Unknown or Not
Done. Please review
and update
appropriately or
clarify

Nov-25-2020 | ACVOPFEINFP6000 (b) (4), (b) Data Entr | Initial Entry

13:11:25 (6) \'4

(UTC-06:00) Not Done

Central Time

(US & Canada)

Nov-25-2020 | ACVOPFEINFP6000 (b) (4), (b) Data Entr | Changed

13:11:04 (6) \'H Information

(UTC-06:00)

Central Time

(US & Canada)

Sep-21-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entr | Initia Entry

15:28:05 (6) 'S

(UTC-06:00) Aug/26/20

Central Time 20

(US & Canada)

3. Symptoms Ongoing?

Date L ocation User Value | Reason

Dec-03-2020 | ACVOPFEINFP6000 (b) (4), (b) Data |Initial Entry

17:27:03 (6) Entry:
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(UTC-06:00) Not A

Central Time pplica

(US& ble

Canada)

Dec-02-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | Auto closed by Validation
20:28:13 (b) (4) 2: Clos | Check:

(UTC-06:00) ed VC_CESODO006_07
Central Time

(US&

Canada)

Dec-02-2020 | ACVOPFEINFP6000 (b) (4), (b) Data | Initia Entry

14:34:20 (6) Entry:

(UTC-06:00)

Central Time

(US&

Canada)

Dec-02-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | ERRONEOUSVISIT
14:33:19 (6) 2. Ans

(UTC-06:00) wered

Central Time

(US&

Canada)

Nov-25-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW6245522; Symptoms
23:11:44 (b) (4) 2: Ope | Ongoing is not expected
(UTC-06:00) ned to be Unknown or Not
Central Time Done. Please review and
(Us& update appropriately or
Canada) clarify

Nov-25-2020 | ACVOPFEINFP6000 (b) (4), (b) Data | Initia Entry

13:11:25 (6) Entry:

(UTC-06:00) Not D

Central Time one

(US&

Canada)

Nov-25-2020 | ACVOPFEINFP6000 (b) (4), (b) Data | Changed Information
13:10:53 (6) Entr

(UTC-06:00)

Central Time

(US&

Canada)

Nov-14-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | Response satisfies query
09:33:54 (6) 1: Clos

(UTC-06:00) ed
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Form Version: 15-Sep-2020 21:55

Audit Trail History
Form Status: Data Complete, Frozen, Verified
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

*** Confidential***

Central Time
Us&
Canada)
Nov-13-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | PERTHE
17:30:04 (6) 1: Ans | INVESTIGATOR'S
(UTC-06:00) wered | PROGRESS NOTES,
Central Time SYMPTOMS WERE
(Us& RELATED TO
Canada) REACTOGENICITY
FROM VACCINATION
EVENT ON
25AUG2020. NO
CONVALESCENT
VISIT WOULD BE
REQUIRED.
Oct-31-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | DM: Subject has
13:07:11 1: Ope | completed illness Visit
(UTC-06:00) ned and symptoms are
Central Time resolved, however
(UsS& corresponding
Canada) Convalescent Visit not yet
initiated. Please review
and update as appropriate.
Thank you.
Sep-21-2020 | ACVOPFEINFP6000 (b) (4), (b) Data | Initia Entry
15:28:05 (6) Entry:
(UTC-06:00) NO
Central Time Date
(Us& of La
Canada) st Sy
mpto
m Re
solve
d:
Au
g2
8/2
020
4.a
Date L ocation User Value Reason
Dec-03-2020 17:27:03 ACVOPFEINFP000 | (B)@):(B)(6) | pata Entry: Initial Entry
(UTC-06:00) Central Time Symptoms: FEVER
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(US & Canada) (0)(4).(0)(6) | Ssymptom Present Not Applicable

Dec-02-2020 14:34:20 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Symptoms: FEVER

(US & Canada) R Symptom Present:

Nov-25-2020 13:11:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ;' ©) Symptoms: FEVER

(US & Canada) Symptom Present: Not Done

Nov-25-2020 13:10:42 ACVOPFEINFP6000 | (b) Data Entry: Changed Information
(UTC-06:00) Central Time ), Symptoms: FEVER

(US & Canada)

(b) (6)

Symptom Present:

Oct-13-2020 14:41:15 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time Eﬁ;'(e) Symptoms: FEVER

(US & Canada) Symptom Present: YES

Sep-21-2020 15:28:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time E‘tg = Symptoms: FEVER

(US & Canada) Symptom Present: NO

4.a Symptoms:

Date L ocation User Value Reason
Sep-21-2020 15:28:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), FEVER

(US & Canada) (b) (6)

4.a Was symptom present?

Date L ocation User Value |[Reason
Dec-03-2020 | ACVOPFEINFP6000 (b) (4), (b) Data |Initid Entry
17:27:03 (6) Entry:

(UTC-06:00) Not A

Central Time pplica

(US& ble

Canada)

Dec-02-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | Auto closed by Validation
20:28:13 (b) (4) 1: Clos | Check:
(UTC-06:00) ed VC_CESODO006_08
Central Time

(US&
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Canada)

Dec-02-2020 | ACVOPFEINFP6000 (b) (4), (b) Data | Initial Entry
14:34:20 (6) Entr

(UTC-06:00)

Central Time

Us&

Canada)

Dec-02-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | ERRONEOUSVISIT
14:33:09 (6) 1: Ans

(UTC-06:00) wered

Central Time

(Us&

Canada)

Nov-25-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW6245544;Symptoms
23:14:14 (b) (4) 1: Ope | Present is not expected to
(UTC-06:00) ned be Unknown or Not
Central Time Done. Please review and
(Usé& update appropriately or
Canada) clarify

Nov-25-2020 | ACVOPFEINFP6000 (b) (4), (b) Data |Initial Entry

13:11:25 (6) Entry:

(UTC-06:00) Not D

Central Time one

Usé&

Canada)

Nov-25-2020 | ACVOPFEINFPE000 (b) (4), (b) Data | Changed Information
13:10:42 (6) Entry:

(UTC-06:00)

Central Time

Us&

Canada)

Oct-13-2020 | ACVOPFEINFP6000 (b) (4), (b) Data | Changed Information
14:41:15 (6) Entry:

(UTC-06:00) YES

Central Time

Us&

Canada)

Sep-21-2020 | ACVOPFEINFP6000 (b) (4), (b) Data | Initial Entry
15:28:05 (6) Entry:

(UTC-06:00) NO

Central Time

Us&

Canada)
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4.b
Date L ocation User Value Reason
Dec-03-2020 17:27:03 . ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time E‘g; © Symptoms. NEW OR INCREAS
(US& Canada) ED COUGH

Symptom P Not Applicable

resent:
Dec-02-2020 14:34:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ; . Symptoms: NEW OR INCREAS
(US& Canada) ED COUGH

Symptom P

resent:
Nov-25-2020 13:11:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time E‘gg © Symptoms NEW OR INCREAS
(US & Canada) ED COUGH

Symptom P Not Done

resent:
Nov-25-2020 13:10:32 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time E‘g © Symptoms: NEW OR INCREAS
(US & Canada) ED COUGH

Symptom P

resent:
Sep-21-2020 15:28:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (s Symptoms. NEW OR INCREAS
(US & Canada) ®)© ED COUGH

Symptom P NO

resent:
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Sep/21/2020

Site No: 1117
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Form Version: 15-Sep-2020 21:55

Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

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

*** Confidential***

4.b Symptoms:
Date L ocation User Value Reason
Sep-21-2020 15:28:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (s)' NEW OR INCREASED COUGH
(US& Canada) ®®
4.b Was symptom present?
Date L ocation User Value Reason
Dec-03-2020 17:27:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (;*)» Not Applicable
(US & Canada) ®) ©)
Dec-02-2020 14:34:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)v
(US & Canada) ®) (6)
Nov-25-2020 13:11:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US& Canada) (b) (©)
Nov-25-2020 13:10:32 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time (4),
(US& Canada) (b) ()
Sep-21-2020 15:28:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (;*)» NO
(US& Canada) (b) (6)
4.c
Date L ocation User Value Reason
Dec-03-2020 17:27:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ;’(e) Sympto NEW OR INCREASED
(US & Canada) ms: SHORTNESS OF BREA
TH

Sympto Not Applicable

m Presen

t:
Dec-02-2020 14:34:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (‘g)’ . Sympto  NEW OR INCREASED
(US & Canada) () (6) ms: SHORTNESS OF BREA

TH
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Sep/21/2020

Form Version: 15-Sep-2020 21:55
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Sympto
m Presen
t:
Nov-25-2020 13:11:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ; © Sympto  NEW OR INCREASED
(US & Canada) ms: SHORTNESS OF BREA
TH
Sympto Not Done
m Presen
t:
Nov-25-2020 13:10: 19. ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time E‘t‘g - Sympto  NEW OR INCREASED
(US & Canada) ms:. SHORTNESS OF BREA
TH
Sympto
m Presen
t:
Sep-21-2020 15:28:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ; . Sympto  NEW OR INCREASED
(US & Canada) ms: SHORTNESS OF BREA
TH
Sympto NO
m Presen

t:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Sep/21/2020

Form Version: 15-Sep-2020 21:55

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

4.c Symptoms:
Date L ocation User Value Reason
Sep-21-2020 15:28:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NEW OR INCREASED SHORTNE
(US& Canada) S SS OF BREATH
4.c Was symptom present?
Date L ocation User Value Reason
Dec-03-2020 17:27:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (;1)» Not Applicable
(US& Canada) (b) (6)
Dec-02-2020 14:34:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)v
(US& Canada) )
Nov-25-2020 13:11:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) (b) (6)
Nov-25-2020 13:10:19 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time (4),
(US & Canada) (b) (6)
Sep-21-2020 15:28:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (;0» NO
(US& Canada) (b) (6)
4.d
Date L ocation User Value Reason
Dec-03-2020 17:27:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Symptoms: CHILLS
(US & Canada) (b) (6) -
Symptom Present Not Applicable

Dec-02-2020 14:34:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time E‘tg’(G) Symptoms: CHILLS
(US& Canada) Symptom Present:
Nov-25-2020 13:11:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (;‘)v @ Symptoms: CHILLS
(US & Canada) Symptom Present: Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/21/2020

Form Version: 15-Sep-2020 21:55

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Nov-25-2020 13:10:06 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time Eﬁ; - Symptoms: CHILLS
(US& Canada) Symptom Present:
Sep-21-2020 15:28:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 28' ©) Symptoms: CHILLS
(US & Canada) Symptom Present: NO
4.d Symptoms:
Date L ocation User Value Reason
Sep-21-2020 15:28:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁh CHILLS
(US& Canada) (b) (6)
4.d Was symptom present?
Date L ocation User Value Reason
Dec-03-2020 17:27:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) (b) (6)
Dec-02-2020 14:34:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)v
(US& Canada) (b) (6)
Nov-25-2020 13:11:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (b) (6)
Nov-25-2020 13:10:06 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time (4),
(US & Canada) (b) (6)
Sep-21-2020 15:28:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) (b) (6)
4e
Date L ocation User Value Reason
Dec-03-2020 17:27:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time gg © Symptoms NEW OR INCREASE
(US & Canada) : D MUSCLE PAIN

Symptom Not Applicable

Present:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Sep/21/2020

Form Version: 15-Sep-2020 21:55
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Back to Form

(UTC-06:00) Central Time

(OF
(b) (6)

Symptoms NEW OR INCREASE

4e
Date L ocation User Value Reason
Dec-02-2020 14:34:20 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ; . Symptoms NEW OR INCREASE
(US & Canada) : D MUSCLE PAIN

Symptom

Present:
Nov-25-2020 13:11:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time

(OF
(b) (6)

Symptoms NEW OR INCREASE

(US & Canada) : D MUSCLE PAIN
Symptom Not Done
Present:
Nov-25-2020 13:09:55 ACVOPFEINFP6000 |(b) Data Entry: Changed Information

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

(OF
(b) (6)

Symptoms NEW OR INCREASE
D MUSCLE PAIN

Symptom YES
Present:

(US & Canada) ; D MUSCLE PAIN
Symptom
Present:
Sep-21-2020 15:28:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

*** Confidential***
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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/21/2020

Form Version: 15-Sep-2020 21:55

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

4.e Symptoms:
Date L ocation User Value Reason
Sep-21-2020 15:28:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NEW OR INCREASED MUSCLE
(US & Canada) (b) (6) PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Dec-03-2020 17:27:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () (6)
Dec-02-2020 14:34:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US & Canada) () ()
Nov-25-2020 13:11:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' . Not Done
(US & Canada) (b) 8)
Nov-25-2020 13:09:55 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time 4),
(US & Canada) (b) (6)
Sep-21-2020 15:28:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), YES
(US & Canada) () (6)
Af
Date L ocation User Value Reason
Dec-03-2020 17:27:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ; © Symptoms: NEW LOSS OF TAS
(US & Canada) TE OR SMELL

Symptom Not Applicable

Present:
Dec-02-2020 14:34:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ; © Symptoms: NEW LOSS OF TAS
(US & Canada) TE OR SMELL

Symptom

Present:
Nov-25-2020 13:11:25 ACVOPFEINFP000 | (B)(@):(B)(6) | pata Entry: Initial Entry
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Header Text: c4591001

Sep/21/2020

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Version: 15-Sep-2020 21:55

Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

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

*** Confidential***

(UTC-06:00) Central Time (©)4),(0)(6) Symptoms: NEW LOSS OF TAS
(US & Canada) TE OR SMELL

Symptom Not Done

Present:
Nov-25-2020 13:09:44_ ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time (ﬁ)v . Symptoms: NEW LOSS OF TAS
(US & Canada) ©)48) TE OR SMELL

Symptom

Present:
Sep-21-2020 15:28:05 _ ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' . Symptoms. NEW LOSS OF TAS
(US & Canada) ©)&) TE OR SMELL

Symptom NO

Present:
4.f Symptoms:
Date L ocation User Value Reason
Sep-21-2020 15:28:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), NEW LOSS OF TASTE OR SMEL
(US & Canada) (b) (6) L
4.f Was symptom present?
Date L ocation User Value Reason
Dec-03-2020 17:27:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) (b) (6)
Dec-02-2020 14:34:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US & Canada) () ()
Nov-25-2020 13:11:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)v Not Done
(US& Canada) (b) 8)
Nov-25-2020 13:09:44 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time ﬁ -
(US& Canada) R
Sep-21-2020 15:28:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NO
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Sep/21/2020

Form Version: 15-Sep-2020 21:55
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

49
Date L ocation User Value Reason
Dec-03-2020 17:27:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ; . Symptoms NEW OR INCREASE
(US & Canada) : D SORE THROAT

Symptom Not Applicable

Present:
Dec-02-2020 14:34:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time g)‘; @ Symptoms NEW OR INCREASE
(US & Canada) ; D SORE THROAT

Symptom

Present:
Nov-25-2020 13:11:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time

(OF
(b) (6)

S}/mptoms NEW OR INCREASE

(US & Canada) D SORE THROAT
Symptom Not Done
Present:
Nov-25-2020 13:09:35 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time @), Symptoms NEW OR INCREASE
(US & Canada) ® ©) D SORE THROAT
Symptom
Present:
Sep-21-2020 15:28:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

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

4,
(b) (6)

Symptoms NEW OR INCREASE
D SORE THROAT

Symptom NO
Present:
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Header Text: c4591001

Sep/21/2020

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Version: 15-Sep-2020 21:55

Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

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

*** Confidential***

4.9 Symptoms:
Date L ocation User Value Reason
Sep-21-2020 15:28:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NEW OR INCREASED SORE TH
(US & Canada) (b) (6) ROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Dec-03-2020 17:27:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () (6)
Dec-02-2020 14:34:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US & Canada) () ()
Nov-25-2020 13:11:25 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' . Not Done
(US & Canada) (b) 8)
Nov-25-2020 13:09:35 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time 4),
(US & Canada) (b) (6)
Sep-21-2020 15:28:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NO
(US & Canada) () (6)
4.h
Date L ocation User Value Reason
Dec-03-2020 17:27:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (:"))' Symptoms: DIARRHEA
(US& Canada) (b) 8) :

Symptom Present Not Applicabl

: e
Dec-02-2020 14:34:20 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 28'(6) Symptoms: DIARRHEA
(US & Canada) Symptom Present:
Nov-25-2020 13:11:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eg o Symptoms: DIARRHEA
(US& Canada) Symptom Present: Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/21/2020

Form Version: 15-Sep-2020 21:55

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Nov-25-2020 13:09:25 ACVOPFEINFPE000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time Eﬁ;-@ Symptoms: DIARRHEA
(US& Canada) Symptom Present:
Sep-21-2020 15:28:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ; © Symptoms: DIARRHEA
(US& Canada) Symptom Present: NO
4.h Symptoms:
Date L ocation User Value Reason
Sep-21-2020 15:28:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ;‘ : DIARRHEA
(US& Canada) (b) (6)
4.h Was symptom present?
Date L ocation User Value Reason
Dec-03-2020 17:27:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time f') : Not Applicable
(US & Canada) (b) (8)
Dec-02-2020 14:34:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US & Canada) R
Nov-25-2020 13:11:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () (6)
Nov-25-2020 13:09:25 ACVOPFEINFP6000 | (b) Data Entry: Changed Information
(UTC-06:00) Central Time 4),
(US & Canada) () ()
Sep-21-2020 15:28:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' . NO
(US & Canada) o)
4.
Date L ocation User Value Reason
Dec-03-2020 17:27:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Symptoms: VOMITING
(US & Canada) (b) (6) :

Symptom Present Not Applicabl

: e
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Header Text: c4591001

Sep/21/2020

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 15-Sep-2020 21:55

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

(US & Canada)

(b) (6)

Symptom Present: Not Done

Dec-02-2020 14:34:20 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ;-@ Symptoms: VOMITING

(US& Canada) Symptom Present:

Nov-25-2020 13:11:25 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Symptoms: VOMITING

*** Confidential***

Nov-25-2020 13:09:12 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time Eﬁ; © Symptoms: VOMITING
(US & Canada) Symptom Present:
Sep-21-2020 15:28:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁi'@ Symptoms: VOMITING
(US& Canada) Symptom Present: NO
4.i Symptoms:
Date L ocation User Value Reason
Sep-21-2020 15:28:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), VOMITING
(US & Canada) (b) (6)
4.i Was symptom present?
Date L ocation User Value Reason
Dec-03-2020 17:27:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) (b) (6)

Page 325 of 495

FDA-CBER-2021-5683-0794276




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

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

Sep/21/2020

Form Version: 15-Sep-2020 21:55

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

4.i Was symptom present?

Date L ocation User Value Reason
Dec-02-2020 14:34:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US & Canada) (b) (8)
Nov-25-2020 13:11:25 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US & Canada) () (6)
Nov-25-2020 13:09:12 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time a -
(US& Canada) R
Sep-21-2020 15:28:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NO
(US& Canada) (b) (6)
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Header Text: 4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Sep/21/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Actual Date of Collection:
Date L ocation User Value Reason
Dec-10-2020 10:45:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) ®) ©
Sep-21-2020 15:36:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US & Canada) (b) (©)
Sep-21-2020 15:30:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (‘,;)’ Not Applicable
(US& Canada) ®®)
2. Specimen Type:
Date L ocation User Value Reason
Dec-10-2020 10:45:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US& Canada) (b) (6)
Sep-21-2020 15:36:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time g ; Not Done
(US & Canada) () (©)
Sep-21-2020 15:30:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) ®®)
3. Specimen Collection Location:
Date L ocation User Value Reason
Dec-10-2020 10:45:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time s ; Not Applicable
(US& Canada) () (©)
Sep-21-2020 15:36:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US & Canada) (b))
Sep-21-2020 15:30:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) ®®)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Sep/21/2020

Form Version: 06-Jul-2020 21:54

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

4. Assay Code and Description:

Date L ocation User Value Reason

Dec-10-2020 10:45:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (s), . Not Applicable

(US & Canada) (b) (6)

Sep-21-2020 15:36:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time 4), Not Done

(US & Canada) () ©)

Sep-21-2020 15:30:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time ), Not Applicable

(US & Canada) (®) (6)

5. Device Type:

Date L ocation User Value Reason

Dec-10-2020 10:45:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time 4), Not Applicable

(US& Canada) () ©)

Sep-21-2020 15:36:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (4), Not Done

(US & Canada) (b))

Sep-21-2020 15:30:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (§>, Not Applicable

(US & Canada) ®®)

6. Trade Name:

Date L ocation User Value Reason

Dec-10-2020 10:45:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (4), Not Applicable

(US & Canada) (b))

Sep-21-2020 15:36:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time s ' Not Done

(US & Canada) (b) (6)

Sep-21-2020 15:30:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time 4), Not Applicable

(US & Canada) (b) (6)

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/21/2020

Form Version: 06-Jul-2020 21:54

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Dec-10-2020 10:45:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (§>, Not Applicable
(US & Canada) () (©)
Sep-21-2020 15:36:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US& Canada) (b) 6)
Sep-21-2020 15:30:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) (b))
8. Comments/Findings/Details:
Date L ocation User Value Reason
Dec-10-2020 10:45:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) (b) (6)
Sep-21-2020 15:36:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US & Canada) (b) (6)
Sep-21-2020 15:30:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) (b) (6)
9. Trade Name Other, Specify:
Date Location User Value Reason
Dec-10-2020 10:45:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) (b) (6)
Sep-21-2020 15:36:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (3)' Not Done
(US& Canada) (b) (6)
Sep-21-2020 15:30:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US& Canada) (b) (6)
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Header Text: 4591001

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

Sep/21/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Data Origin
Date L ocation User Value Reason
Dec-03-2020 17:28:42 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) Not Applicable
(US & Canada)
Dec-02-2020 14:34:00 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc)
(US & Canada)
Nov-25-2020 13:08:50 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) Not Done
(US & Canada)
Nov-25-2020 13:08:40 ACVOPFEINFP6000 | auto calc Data Entry: Changed Information
(UTC-06:00) Central Time (autocalc)
(US & Canada)
Sep-24-2020 12:15:10 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) SITE
(US & Canada)
Sep-24-2020 12:14:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US & Canada) (b) (6)
Sep-21-2020 15:36:57 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (:)1), Not Done
(US& Canada) (b) (6)
Sep-21-2020 15:30:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US& Canada) )
2. Sample Type
Date L ocation User Value Reason
Dec-03-2020 17:28:42 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) Not Applicable
(US & Canada)
Dec-02-2020 14:34:00 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc)
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/21/2020

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

Nov-25-2020 13:08:50 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-06:00) Central Time (autocalc) Not Done

(US & Canada)

Nov-25-2020 13:08:40 ACVOPFEINFP6000 | auto calc Data Entry: Changed Information

(UTC-06:00) Central Time (autocalc)

(US & Canada)

Sep-24-2020 12:15:10 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-06:00) Central Time (autocalc) NASAL_SWAB_SELF

(US & Canada)

Sep-24-2020 12:14:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time 4),

(US & Canada) (b) (6)

Sep-21-2020 15:36:57 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (:)1), Not Done

(US & Canada) ®) ©)

Sep-21-2020 15:30:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (), Not Applicable

(US & Canada) ®)©

3. Sample Collected?

Date L ocation User Value Reason

Dec-04-2020 | ACVOPFEINFPE000 (b) (4), (b) Query 3: | Response satisfies

02:57:10 (6) Closed query

(UTC-06:00)

Central Time

(UsS&

Canada)

Dec-03-2020 | ACVOPFEINFP6000 (b) (4), (b) DataEn | Initial Entry

17:28:42 (6) try:

(UTC-06:00) Not App

Central Time licable

(US&

Canada)

Dec-03-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 3: | Changed data per

17:28:33 (6) Answere | query

(UTC-06:00) d

Central Time

(US&

Canada)

Dec-02-2020 | ACVOPFEINFPE000 (b) (4), (b) (6) Query 3: | DM1: Thank you for
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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

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Sep/21/2020

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

23:37:04 (b)(4).(b)(6) Reissued | response. Asthisvisit

(UTC-06:00) :Opened |is marked as

Central Time ‘Erroneousvisit’,

Us& kindly consider to add

Canada) form level *Not
Applicable’ comment
on thisform.

Dec-02-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 4: | Auto closed by

20:28:13 (b) (4) Closed | Validation Check:

(UTC-06:00) VC_BEETRKO001_07

Central Time

(US&

Canada)

Dec-02-2020 | ACVOPFEINFPE000 (b) (4), (b) DataEn |Initial Entry

14:34:00 (6) try:

(UTC-06:00)

Central Time

(US&

Canada)

Dec-02-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 3: | ERRONEOUSVISIT

14:32:36 (6) Answere

(UTC-06:00) d

Central Time

(US&

Canada)

Dec-02-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 4: | ERRONEOUSVISIT

14:32:19 (6) Answere

(UTC-06:00) d

Central Time

(UsS&

Canada)

Nov-26-2020 | ACVOPFEINFPG000 (b) (4), Query 3: | DM: Thanks for your

06:59:55 (b) (6) Reissued | response. Form can be

(UTC-06:00) :Opened | marked 'Not Dong' if

Central Time visit initiated in error.

(US& If so, please select

Canada) 'Erroneous visit' check
box on 'Date of visit -
I1Iness Onset' CRF.
Thanks

Nov-25-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 4: | DMW6245525; Sample

22:32:59 (b) (4) Opened | Collected is not

(UTC-06:00) expected to be Not
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Sep/21/2020

SiteNo: 1117

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Form Version: 22-Apr-2020 21:03

Subject No: 11171058
Generated By: (b) (4)

eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Central Time Done. Please review

(Us& and update

Canada) appropriately or clarify

Nov-25-2020 | ACVOPFEINFP6000 (b) (4), (b) Data En | Initial Entry

13:08:50 (6) try:

(UTC-06:00) Not Don

Central Time e

(UsS&

Canada)

Nov-25-2020 | ACVOPFEINFP6000 (b) (4), (b) DataEn | Changed Information

13:08:40 (6) try:

(UTC-06:00)

Central Time

(US&

Canada)

Nov-25-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 3: | EVENT BEING

13:08:28 (6) Answere | REMOVED FROM

(UTC-06:00) d EDC

Central Time

(US&

Canada)

Nov-25-2020 | ACVOPFEINFP6000 auto query Query 3: | 'Sample Collected? is

13:08:00 (autoquery) Opened | marked as No and 'If

(UTC-06:00) no sample was

Central Time collected or sample

(Us& was not collected

Canada) according to protocol,
please provide reason’
ismissing. Please
review and update as
appropriate.

Sep-26-2020 | ACVOPFEINFPE000 (b) (4), (b) (6) Query 2: | Response satisfies

02:37:01 Closed query

(UTC-06:00)

Central Time

(US&

Canada)

Sep-25-2020 | ACVOPFEINFPE000 (b) (4), (b) Query 2: | Original valueis

13:39:32 (6) Answere | correct

(UTC-06:00) d

Central Time

(US&

Canada)

*** Confidential***
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Header Text: c4591001

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

Sep/21/2020

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 10:58

Sep-25-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 2: | DM: Thank you for the

07:09:29 (6) Reissued | response. However

(UTC-06:00) :Opened | please enter the reason

Central Time why sample was not

(US& collected. Else clarify.

Canada)

Sep-24-2020 | ACVOPFEINFPE000 (b) (4), (b) Query 2: | Changed data per

16:34:04 (6) Answere | query

(UTC-06:00) d

Central Time

(US&

Canada)

Sep-24-2020 | ACVOPFEINFPE000 (b) (4), (b) Query 1: | Response satisfies

14:34:35 (6) Closed query

(UTC-06:00)

Central Time

(US&

Canada)

Sep-24-2020 | ACVOPFEINFP6000 auto query Query 2: | 'Sample Collected? is

12:15:10 (autoquery) Opened | marked as No and 'If

(UTC-06:00) no sample was

Central Time collected or sample

(Us& was not collected

Canada) according to protocol,
please provide reason’
ismissing. Please
review and update as
appropriate.

Sep-24-2020 | ACVOPFEINFPG000 auto query Query 1: | Initia Entry

12:15:10 (autoquery) Answere

(UTC-06:00) d

Central Time

(US&

Canada)

Sep-24-2020 | ACVOPFEINFP6000 (b) (4), (b) DataEn |Initial Entry

12:15:10 (6) try:

(UTC-06:00) NO

Central Time

(US&

Canada)

Sep-24-2020 | ACVOPFEINFP6000 (b) (4), (b) Data En | Initial Entry

12:14:51 (6) try:

(UTC-06:00)
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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/21/2020

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Central Time
(Us&
Canada)
Sep-22-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 1: | Clinical Query: Must
20:02:34 (6) Opened | berecorded as Yes or
(UTC-06:00) No.
Central Time
(US&
Canada)
Sep-21-2020 | ACVOPFEINFP6000 (b) (4), (b) DataEn |Initial Entry
15:36:57 (6) try:
(UTC-06:00) Not Don
Central Time e
(Us&
Canada)
Sep-21-2020 | ACVOPFEINFP6000 (b) (4), (b) DataEn |Initial Entry
15:30:37 (6) try:
(UTC-06:00) Not App
Central Time licable
(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
Dec-03-2020 17:28:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) (b) (8)
Dec-02-2020 14:34:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US & Canada) (b) ()
Nov-25-2020 13:08:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US& Canada) (b))
Nov-25-2020 13:08:00 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time (s). .
(US & Canada) (R
Sep-25-2020 13:39:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Requested per discretion of Inv
(US & Canada) (b) 8) estigator
Sep-25-2020 13:39:11 ACVOPFEINFP6000 | (B)(4).(b)(6) | Data Entry: Initial Entry
(UTC-06:00) Central Time
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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/21/2020

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

(US & Canada) (b)(4),(b)(6)
Sep-24-2020 14:37:08 ACVOPFEINFP6000 |(b) Query 1: Closed Duplicate query.
(UTC-06:00) Central Time (4),
(US & Canada) (b)

(6)
Sep-24-2020 14:35:01 ACVOPFEINFPG000 |(b) Query 1: Opened Clinical Query:
(UTC-06:00) Central Time (4), Please enter reason
(US & Canada) (b) why sample was not

(6) collected.

Page 336 of 495

*** Confidential***
FDA-CBER-2021-5683-0794287




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Sep/21/2020 eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject I nitials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:
Date L ocation User Value Reason
Sep-24-2020 12:15:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US & Canada) (b) (6)
Sep-24-2020 12:14:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),
(US & Canada) (b) (6)
Sep-21-2020 15:36:57 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ;‘ ; Not Done
(US& Canada) (b) (6)
Sep-21-2020 15:30:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US& Canada) (b) (6)
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Header Text: 4591001

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

Sep/21/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Data Origin
Date L ocation User Value Reason
Dec-03-2020 17:27:59 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) Not Applicable
(US & Canada)
Dec-02-2020 14:33:45 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc)
(US & Canada)
Nov-25-2020 13:07:41 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) Not Done
(US & Canada)
Nov-25-2020 13:07:31 ACVOPFEINFP6000 | auto calc Data Entry: Changed Information
(UTC-06:00) Central Time (autocalc)
(US & Canada)
Sep-24-2020 16:33:10 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) SITE
(US & Canada)
Sep-24-2020 16:32:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US & Canada) (b) (6)
Sep-21-2020 15:37:13 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (:)1), Not Done
(US& Canada) (b) (6)
Sep-21-2020 15:30:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US& Canada) )
2. Sample Type
Date L ocation User Value Reason
Dec-03-2020 17:27:59 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) Not Applicable
(US & Canada)
Dec-02-2020 14:33:45 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc)
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/21/2020

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

Nov-25-2020 13:07:41 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-06:00) Central Time (autocalc) Not Done

(US & Canada)

Nov-25-2020 13:07:31 ACVOPFEINFP6000 | auto calc Data Entry: Changed Information

(UTC-06:00) Central Time (autocalc)

(US & Canada)

Sep-24-2020 16:33:10 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

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

(US & Canada)

Sep-24-2020 16:32:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time 4),

(US & Canada) (b) (6)

Sep-21-2020 15:37:13 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (:)1), Not Done

(US & Canada) ®) ©)

Sep-21-2020 15:30:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (), Not Applicable

(US & Canada) ®)©

3. Sample Collected?

Date L ocation User Value Reason

Dec-04-2020 | ACVOPFEINFPE000 (b) (4), Query 3: | Response satisfies

02:36:26 (b) (6) Closed query

(UTC-06:00)

Central Time

(UsS&

Canada)

Dec-03-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 3: | Changed data per

17:28:19 (6) Answere | query

(UTC-06:00) d

Central Time

(US&

Canada)

Dec-03-2020 | ACVOPFEINFP6000 (b) (4), (b) DataEn |Initial Entry

17:27:59 (6) try:

(UTC-06:00) Not App

Central Time licable

(US&

Canada)

Dec-02-2020 | ACVOPFEINFPE000 (b) (4), (b) (6) Query 3: | DM1: Thank you for
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Header Text: c4591001

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

Sep/21/2020

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

23:37:56 (b) (4, (b) (6) Reissued | response. Asthisvisit

(UTC-06:00) :Opened |is marked as

Central Time ‘Erroneousvisit’,

Us& kindly consider to add

Canada) form level *Not
Applicable’ comment
on thisform.

Dec-02-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 4: | Auto closed by

20:28:13 (b) (4) Closed | Validation Check:

(UTC-06:00) VC_BEETRKO001_07

Central Time

(US&

Canada)

Dec-02-2020 | ACVOPFEINFPE000 (b) (4), (b) DataEn |Initial Entry

14:33:45 (6) try:

(UTC-06:00)

Central Time

(US&

Canada)

Dec-02-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 3: | ERRONEOUSVISIT

14:32:09 (6) Answere

(UTC-06:00) d

Central Time

(US&

Canada)

Dec-02-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 4: | ERRONEOUSVISIT

14:31:59 (6) Answere

(UTC-06:00) d

Central Time

(UsS&

Canada)

Nov-26-2020 | ACVOPFEINFPG000 (b) (4), Query 3: | DM: Thanks for your

00:24:50 (b) (6) Reissued | response. Form can be

(UTC-06:00) :Opened | marked 'Not Dong' if

Central Time visit initiated in error.

(US& If so, please select

Canada) 'Erroneous visit' check
box on 'Date of visit -
I1Iness Onset' CRF.
Thanks

Nov-25-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 4: | DMW6245526;Sample

22:32:59 (b) (4) Opened | Collected is not

(UTC-06:00) expected to be Not
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Sep/21/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Central Time Done. Please review

(Us& and update

Canada) appropriately or clarify

Nov-25-2020 | ACVOPFEINFP6000 (b) (4), (b) DataEn | Initia Entry

13:07:41 (6) try:

(UTC-06:00) Not Don

Central Time e

Us&

Canada)

Nov-25-2020 | ACVOPFEINFP6000 (b) (4), (b) DataEn | Changed Information

13:07:31 (6) try:

(UTC-06:00)

Central Time

Us&

Canada)

Nov-25-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 3: | EVENT BEING

13:07:20 (6) Answere | REMOVED FROM

(UTC-06:00) d SYSTEM

Central Time

Us&

Canada)

Nov-25-2020 | ACVOPFEINFP6000 auto query Query 3: | 'Sample Collected? is

13:06:39 (autoquery) Opened | marked as No and 'If

(UTC-06:00) no sample was

Central Time collected or sample

(Us& was not collected

Canada) according to protocol,
please provide reason’
ismissing. Please
review and update as
appropriate.

Sep-28-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 1. | Response satisfies

10:07:46 (6) Closed | query

(UTC-06:00)

Central Time

Us&

Canada)

Sep-24-2020 | ACVOPFEINFPG000 auto query Query 2: | Close Auto Query

16:33:40 (autoquery) Closed

(UTC-06:00)

Central Time

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/21/2020

Form Version: 22-Apr-2020 21:03
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Sep-24-2020 | ACVOPFEINFP6000 auto query Query 2: | 'Sample Collected? is

16:33:10 (autoquery) Opened | marked as No and 'If

(UTC-06:00) no sample was

Central Time collected or sample

(US& was not collected

Canada) according to protocol,
please provide reason'
ismissing. Please
review and update as
appropriate.

Sep-24-2020 | ACVOPFEINFP6000 auto query Query 1: | Initial Entry

16:33:10 (autoquery) Answere

(UTC-06:00) d

Central Time

(UsS&

Canada)

Sep-24-2020 | ACVOPFEINFP6000 (b) (4), (b) Data En | Initia Entry

16:33:10 (6) try:

(UTC-06:00) NO

Central Time

(US&

Canada)

Sep-24-2020 | ACVOPFEINFP6000 (b) (4), (b) DataEn | Initial Entry

16:32:45 (6) try:

(UTC-06:00)

Central Time

(US&

Canada)

Sep-22-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 1: | Clinical Query: Must

20:02:20 (6) Opened | berecorded as Yes or

(UTC-06:00) No.

Central Time

(US&

Canada)

Sep-21-2020 | ACVOPFEINFP6000 (b) (4), (b) DataEn |Initial Entry

15:37:13 (6) try:

(UTC-06:00) Not Don

Central Time e

(US&

Canada)

Sep-21-2020 | ACVOPFEINFP6000 (b) (4), (b) Data En | Initial Entry

15:30:55 (6) try:

(UTC-06:00) Not App
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Sep/21/2020 Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Central Time licable
(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
Dec-03-2020 17:27:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) (b) (6)
Dec-02-2020 14:33:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (:)1).
(US & Canada) ®) (©)
Nov-25-2020 13:07:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) (b) (6)
Nov-25-2020 13:06:39 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time 4),
(US & Canada) (b) (6)
Sep-24-2020 16:33:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not requested by investigator
(US & Canada) (b) (6)
Sep-24-2020 16:32:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (:)1).
(US& Canada) (b) (6)
Sep-21-2020 15:37:13 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (b) (6)
Sep-21-2020 15:30:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) (b) (6)
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Header Text: 4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Sep/21/2020

Form Version: 15-Sep-2020 21:53

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

la
Date L ocation User Value Reason
Dec-03-2020 17:27:21 _ ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)’ 5 Type of Practitioner:  Not Appli
(US & Canada) ) © cable

Occurrence of Visitso Not Appli

r Contacts: cable
Dec-02-2020 14:31:41 _ ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (g)’ . Typeof Practitioner:  Not Appli
(US & Canada) (b) (6) cable

Occurrence of Visitso

r Contacts:
Nov-25-2020 13:06:17_ ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' . Typeof Practitioner:  Not Appli
(US & Canada) ) cable

Occurrence of Visitso Not Done

r Contacts:
Nov-25-2020 13:06:08_ ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time Eﬁg' ©) Type of Practitioner: Not Appli
(US & Canada) cable

Occurrenceof Visitso

r Contacts:
Sep-24-2020 16:32:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ; ©) Type of Practitioner: Not Appli
(US & Canada) cable

Occurrenceof Visitso NO

r Contacts:
Sep-24-2020 16:31:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eg;’ ©) Typeof Practitioner:  Not Appli
(US & Canada) cable

Occurrenceof Visitso

r Contacts:
Sep-21-2020 15:31:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time gg’ ©) Typeof Practitioner:  Not Appli
(US & Canada) cable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Sep/21/2020

Form Version: 15-Sep-2020 21:53

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 10:58

Occurrenceof Visitso Not Appli

r Contacts: cable
1.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Sep-21-2020 15:31:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) (b) (6)
1.a Occurrence of Visits or Contacts:
Date L ocation User Value | Reason
Dec-03-2020 | ACVOPFEINFPG6000 (b) (4), (b) Data |Initial Entry
17:27:21 (6) Entry
(UTC-06:00) :
Central Time Not A
(Us& pplica
Canada) ble
Dec-02-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | Auto closed by Validation
20:34:32 (b) (4) 2: Clo | Check:
(UTC-06:00) sed VC_HOHCU002 01
Central Time
(UsS&
Canada)
Dec-02-2020 | ACVOPFEINFP6000 (b) (4), (b) Data | Initial Entry
14:31:41 (6) Entry
(UTC-06:00) :
Central Time
(US&
Canada)
Dec-02-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | ERRONEOUSVISIT
14:31:34 (6) 2: Ans
(UTC-06:00) wered
Central Time
(US&
Canada)
Nov-26-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW6245624;Occurrence
01:46:03 (b) (4) 2:Op |of Visitsor Contactsis not
(UTC-06:00) ened | expected to be Not Done
Central Time or Not Applicable or
(Us& Unknown. Please review
Canada) and update appropriately
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Sep/21/2020

Form Version: 15-Sep-2020 21:53

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

or clarify
Nov-25-2020 | ACVOPFEINFP6000 (b) (4), (b) Data | Initial Entry
13:06:17 (6) Entr
(UTC-06:00) N
Central Time Not D
(Us& one
Canada)
Nov-25-2020 | ACVOPFEINFP6000 (b) (4), (b) Data |Changed Information
13:06:08 (6) Entr
(UTC-06:00) N
Central Time
(Us&
Canada)
Sep-28-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | Response satisfies query
10:06:38 (6) 1: Clo
(UTC-06:00) sed
Central Time
Us&
Canada)
Sep-24-2020 | ACVOPFEINFP6000 auto query Query | Initial Entry
16:32:30 (autoquery) 1: Ans
(UTC-06:00) wered
Central Time
Usé&
Canada)
Sep-24-2020 | ACVOPFEINFP6000 (b) (4), (b) Data | Initial Entry
16:32:30 (6) Entr
(UTC-06:00) N
Central Time NO
Us&
Canada)
Sep-24-2020 | ACVOPFEINFP6000 (b) (4), (b) Data | Initial Entry
16:31:54 (6) Entry
(UTC-06:00) N
Central Time
Us&
Canada)
Sep-22-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | Clinical Query: Must be
20:03:31 (6) 1: Op |recorded as Yesor No.
(UTC-06:00) ened
Central Time
Us&
Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Sep/21/2020

Form Version: 15-Sep-2020 21:53

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Sep-21-2020 | ACVOPFEINFP6000 (b) (4), (b) Data |lInitial Entry
15:31:59 (6) Entry
(UTC-06:00) .
Central Time Not A
(US& pplica
Canada) ble
1b
Date L ocation User Value Reason
Dec-03-2020 17:27:21 _ ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (‘g)’ o Type of Practitioner:  Not Appli
(US & Canada) (b) (6) cable

Occurrence of Visitso Not Appli

r Contacts: cable
Dec-02-2020 14:31:41 _ ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time é n Typeof Practitioner:  Not Appli
(US & Canada) (b) (6) cable

Occurrence of Visitso

r Contacts:
Nov-25-2020 13:06:17_ ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' ©) Type of Practitioner: Not Appli
(US & Canada) cable

Occurrenceof Visitso Not Done

r Contacts:
Nov-25-2020 13:05:59_ ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time (ﬁ)’ ©) Type of Practitioner: Not Appli
(US & Canada) cable

Occurrenceof Visitso

r Contacts:
Sep-24-2020 16:32:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ; ©) Type of Practitioner:  Not Appli
(US & Canada) cable

Occurrenceof Visitso NO

r Contacts:
Sep-24-2020 16:31:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ;’ ©) Typeof Practitioner:  Not Appli
(US & Canada) cable

Occurrenceof Visitso

r Contacts:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
Sep/21/2020

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Sep-21-2020 15:31:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Type of Practitioner: Not Appli
(US & Canada) (b) (6) cable

Occurrenceof Visitso Not Appli

r Contacts: cable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Sep/21/2020

Form Version: 15-Sep-2020 21:53

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

1.b Physician or Healthcare Professional:

Date L ocation User Value Reason

Sep-21-2020 15:31:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time ), Not Applicable

(US& Canada) S

1.b Occurrence of Visits or Contacts:

Date L ocation User Value |Reason

Dec-03-2020 | ACVOPFEINFP6000 (b) (4), (b) Data | Initial Entry

17:27:21 (6) Entry

(UTC-06:00) .

Central Time Not A

(US& pplica

Canada) ble

Dec-02-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | Auto closed by Validation

20:34.32 (b) (4) 2: Clo | Check:

(UTC-06:00) sed VC_HOHCUO002_01

Central Time

Us&

Canada)

Dec-02-2020 | ACVOPFEINFPG000 (b) (4), (b) Data |Initial Entry

14:31:41 (6) Entry

(UTC-06:00) N

Central Time

Us&

Canada)

Dec-02-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | ERRONEOUSVISIT

14:31:26 (6) 2: Ans

(UTC-06:00) wered

Central Time

(Us&

Canada)

Nov-26-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW6245625;Occurrence

01:46:03 (b) (4) 2:Op |of Visitsor Contactsis not

(UTC-06:00) ened | expected to be Not Done

Central Time or Not Applicable or

(Us& Unknown. Please review

Canada) and update appropriately
or clarify

Nov-25-2020 | ACVOPFEINFP6000 (b) (4), (b) Data |Initial Entry

13:06:17 (6) Entr
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Sep/21/2020

Form Version: 15-Sep-2020 21:53

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

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

Not D

Nov-25-2020
13:05:59
(UTC-06:00)
Central Time
Us&
Canada)

ACVOPFEINFP6000

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

Changed Information

Sep-28-2020
10:06:50
(UTC-06:00)
Centra Time
Us&
Canada)

ACVOPFEINFP6000

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

Response satisfies query

Sep-24-2020
16:32:30
(UTC-06:00)
Central Time
Us&
Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Initial Entry

Sep-24-2020
16:32:30
(UTC-06:00)
Central Time
(Us&
Canada)

ACVOPFEINFP6000

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

Initial Entry

Sep-24-2020
16:31:54
(UTC-06:00)
Central Time
(Us&
Canada)

ACVOPFEINFP6000

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

Initial Entry

Sep-22-2020
20:03:44
(UTC-06:00)
Central Time
(Us&
Canada)

ACVOPFEINFP6000

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

Query
1: Op

3
g

Clinical Query: Must be
recorded as Yes or No.

Sep-21-2020
15:31:59
(UTC-06:00)

ACVOPFEINFP6000

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

Data
Entry

Initial Entry
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Sep/21/2020

Form Version: 15-Sep-2020 21:53

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Central Time Not A
(Us& pplica
Canada) ble
1lc
Date L ocation User Value Reason
Dec-03-2020 17:27:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ;’ ©) Typeof Practitioner:  Not Appli
(US & Canada) cable

Occurrence of Visitso Not Appli

r Contacts: cable
Dec-02-2020 14:31:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ;’ © Typeof Practitioner:  Not Appli
(US & Canada) cable

Occurrence of Visitso

r Contacts:
Nov-25-2020 13:06:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time E‘g’ ©) Type of Practitioner:  Not Appli
(US & Canada) cable

Occurrence of Visitso Not Done

r Contacts:
Nov-25-2020 13:05:45_ ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time (ﬁ)’ 5 Type of Practitioner:  Not Appli
(US & Canada) (6) (6) cable

Occurrence of Visitso

r Contacts:
Sep-24-2020 16:32:30 _ ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time E’ 6 Type of Practitioner:  Not Appli
(US& Canada) ®)© cable

Occurrence of Visitso NO

r Contacts:
Sep-24-2020 16:31:54 _ ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ‘g s Typeof Practitioner: Not Appli
(US& Canada) (b) (6) cable

Occurrence of Visitso

r Contacts:
Sep-21-2020 15:31:59 _ ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' ©) Type of Practitioner: Not Appli
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
Sep/21/2020

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
cable
Occurrence of Visitso Not Appli
r Contacts: cable
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Sep/21/2020
Form Version:
SiteNo: 1117

Generated By:

Subject No: 11171058

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research

Subject Initials: -

(b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1.c Physician or Healthcare Professional:

Date

L ocation User

Value

Reason

(US & Canada)

Sep-21-2020 15:31:59 ACVOPFEINFP6000 |(b)
(UTC-06:00) Central Time

4),
(b) (6)

Data Entry:
Not Applicable

Initial Entry

1.c Occurrence of Visits or Contacts:

Date

L ocation

User

Reason

Dec-03-2020
17:27:21
(UTC-06:00)
Centra Time
(US&
Canada)

ACVOPFEINFP6000

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

Initial Entry

Dec-02-2020
20:34:32
(UTC-06:00)
Central Time
(Us&
Canada)

ACVOPFEINFP6000.InFormA dapter.Discrepancy

DMW QUERY
(b) (4)

Auto closed by Validation
Check:
VC_HOHCU002 01

Dec-02-2020
14:31:41
(UTC-06:00)
Central Time
Us&
Canada)

ACVOPFEINFP6000

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

O
=
)

>
—
—

Initial Entry

Dec-02-2020
14:31:18
(UTC-06:00)
Central Time
(Us&
Canada)

ACVOPFEINFP6000

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

ERRONEOUSVISIT

Nov-26-2020
01:46:03
(UTC-06:00)
Central Time
(Usé&
Canada)

ACVOPFEINFP6000.InFormA dapter.Discrepancy

DMW QUERY
(b) (4)

DMW6245626;Occurrence
of Visits or Contactsis not
expected to be Not Done
or Not Applicable or
Unknown. Please review
and update appropriately

or clarify

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Sep/21/2020

Form Version: 15-Sep-2020 21:53

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Nov-25-2020 | ACVOPFEINFPE000 (b) (4), (b) Data | Initial Entry
13:06:17 (6) Entry

(UTC-06:00) .

Central Time Not D

(US& one

Canada)

Nov-25-2020 | ACVOPFEINFP6000 (b) (4), (b) Data | Changed Information
13:05:45 (6) Entr

(UTC-06:00) .

Central Time

(US&

Canada)

Sep-28-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | Response satisfies query
10:06:57 (6) 1: Clo

(UTC-06:00) sed

Central Time

(US&

Canada)

Sep-24-2020 | ACVOPFEINFPG000 auto query Query | Initial Entry
16:32:30 (autoquery) 1: Ans

(UTC-06:00) wered

Central Time

(Us&

Canada)

Sep-24-2020 | ACVOPFEINFP6000 (b) (4), (b) Data | Initial Entry
16:32:30 (6) Entr

(UTC-06:00) .

Central Time NO

(UsS&

Canada)

Sep-24-2020 | ACVOPFEINFP6000 (b) (4), (b) Data | Initial Entry
16:31:54 (6) Entr

(UTC-06:00) .

Central Time

(US&

Canada)

Sep-22-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | Clinical Query: Must be
20:05:44 (6) 1:Op | recorded as Yesor No.
(UTC-06:00) ened

Central Time

(US&

Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Sep/21/2020

Form Version: 15-Sep-2020 21:53

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Sep-21-2020 | ACVOPFEINFP6000 (b) (4), (b) Data |lInitial Entry
15:31:59 (6) Entry
(UTC-06:00) .
Central Time Not A
(US& pplica
Canada) ble
1d
Date L ocation User Value Reason
Dec-03-2020 17:27:21 _ ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (‘g)’ o Type of Practitioner:  Not Appli
(US & Canada) (b) (6) cable

Occurrence of Visitso Not Appli

r Contacts: cable
Dec-02-2020 14:31:41 _ ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time é n Typeof Practitioner:  Not Appli
(US & Canada) (b) (6) cable

Occurrence of Visitso

r Contacts:
Nov-25-2020 13:06:17_ ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' ©) Type of Practitioner: Not Appli
(US & Canada) cable

Occurrenceof Visitso Not Done

r Contacts:
Nov-25-2020 13:05:32_ ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time (ﬁ)’ ©) Type of Practitioner: Not Appli
(US & Canada) cable

Occurrenceof Visitso

r Contacts:
Sep-24-2020 16:32:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ; ©) Type of Practitioner:  Not Appli
(US & Canada) cable

Occurrenceof Visitso NO

r Contacts:
Sep-24-2020 16:31:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ;’ ©) Typeof Practitioner:  Not Appli
(US & Canada) cable

Occurrenceof Visitso

r Contacts:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
Sep/21/2020

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Sep-21-2020 15:31:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Type of Practitioner: Not Appli
(US & Canada) (b) (6) cable

Occurrenceof Visitso Not Appli

r Contacts: cable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Sep/21/2020

Form Version: 15-Sep-2020 21:53

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

1.d Physician or Healthcare Professional:

Date L ocation User Value Reason

Sep-21-2020 15:31:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time ), Not Applicable

(US& Canada) S

1.d Occurrence of Visits or Contacts:

Date L ocation User Value |Reason

Dec-03-2020 | ACVOPFEINFP6000 (b) (4), (b) Data | Initial Entry

17:27:21 (6) Entry

(UTC-06:00) .

Central Time Not A

(US& pplica

Canada) ble

Dec-02-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | Auto closed by Validation

20:34.32 (b) (4) 2: Clo | Check:

(UTC-06:00) sed VC_HOHCUO002_01

Central Time

Us&

Canada)

Dec-02-2020 | ACVOPFEINFPG000 (b) (4), (b) Data |Initial Entry

14:31:41 (6) Entry

(UTC-06:00) N

Central Time

Us&

Canada)

Dec-02-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | ERRONEOUSVISIT

14:31:10 (6) 2: Ans

(UTC-06:00) wered

Central Time

(Us&

Canada)

Nov-26-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW6245627;Occurrence

01:46:03 (b) (4) 2:Op |of Visitsor Contactsis not

(UTC-06:00) ened | expected to be Not Done

Central Time or Not Applicable or

(Us& Unknown. Please review

Canada) and update appropriately
or clarify

Nov-25-2020 | ACVOPFEINFP6000 (b) (4), (b) Data |Initial Entry

13:06:17 (6) Entr

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Sep/21/2020

Form Version: 15-Sep-2020 21:53

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

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

Not D

Nov-25-2020
13.05:32
(UTC-06:00)
Central Time
Us&
Canada)

ACVOPFEINFP6000

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

Changed Information

Sep-28-2020
10:07:05
(UTC-06:00)
Centra Time
Us&
Canada)

ACVOPFEINFP6000

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

Response satisfies query

Sep-24-2020
16:32:30
(UTC-06:00)
Central Time
Us&
Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Initial Entry

Sep-24-2020
16:32:30
(UTC-06:00)
Central Time
(Us&
Canada)

ACVOPFEINFP6000

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

Initial Entry

Sep-24-2020
16:31:54
(UTC-06:00)
Central Time
(Us&
Canada)

ACVOPFEINFP6000

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

Initial Entry

Sep-22-2020
20:05:55
(UTC-06:00)
Central Time
(Us&
Canada)

ACVOPFEINFP6000

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

Query
1: Op

3
g

Clinical Query: Must be
recorded as Yes or No.

Sep-21-2020
15:31:59
(UTC-06:00)

ACVOPFEINFP6000

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

Data
Entry

Initial Entry

Page 358 of 495

*** Confidential***
FDA-CBER-2021-5683-0794309




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Sep/21/2020

Form Version: 15-Sep-2020 21:53

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Central Time Not A
(Us& pplica
Canada) ble
le
Date L ocation User Value Reason
Dec-03-2020 17:27:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ;’ ©) Typeof Practitioner:  Not Appli
(US & Canada) cable

Occurrence of Visitso Not Appli

r Contacts: cable
Dec-02-2020 14:31:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ;’ © Typeof Practitioner:  Not Appli
(US & Canada) cable

Occurrence of Visitso

r Contacts:
Nov-25-2020 13:06:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time E‘g’ ©) Type of Practitioner:  Not Appli
(US & Canada) cable

Occurrence of Visitso Not Done

r Contacts:
Nov-25-2020 13:05:21_ ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time (ﬁ)’ 5 Type of Practitioner:  Not Appli
(US & Canada) (6) (6) cable

Occurrence of Visitso

r Contacts:
Sep-24-2020 16:32:30 _ ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time E’ 6 Type of Practitioner:  Not Appli
(US& Canada) ®)© cable

Occurrence of Visitso NO

r Contacts:
Sep-24-2020 16:31:54 _ ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ‘g s Typeof Practitioner: Not Appli
(US& Canada) (b) (6) cable

Occurrence of Visitso

r Contacts:
Sep-21-2020 15:31:59 _ ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' ©) Type of Practitioner: Not Appli
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
Sep/21/2020

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
cable
Occurrence of Visitso Not Appli
r Contacts: cable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Sep/21/2020

Form Version: 15-Sep-2020 21:53

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

1.e Physician or Healthcare Professional:

Date L ocation User Value Reason

Sep-21-2020 15:31:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time ), Not Applicable

(US& Canada) S

1.e Occurrence of Visits or Contacts:

Date L ocation User Value |Reason

Dec-03-2020 | ACVOPFEINFP6000 (b) (4), (b) Data | Initial Entry

17:27:21 (6) Entry

(UTC-06:00) .

Central Time Not A

(US& pplica

Canada) ble

Dec-02-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | Auto closed by Validation

20:34.32 (b) (4) 2: Clo | Check:

(UTC-06:00) sed VC_HOHCUO002_01

Central Time

Us&

Canada)

Dec-02-2020 | ACVOPFEINFPG000 (b) (4), (b) Data |Initial Entry

14:31:41 (6) Entry

(UTC-06:00) N

Central Time

Us&

Canada)

Dec-02-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | ERRONEOUSVISIT

14:31:02 (6) 2: Ans

(UTC-06:00) wered

Central Time

(Us&

Canada)

Nov-26-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW6245628;Occurrence

01:46:03 (b) (4) 2:Op |of Visitsor Contactsis not

(UTC-06:00) ened | expected to be Not Done

Central Time or Not Applicable or

(Us& Unknown. Please review

Canada) and update appropriately
or clarify

Nov-25-2020 | ACVOPFEINFP6000 (b) (4), (b) Data |Initial Entry

13:06:17 (6) Entr

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Sep/21/2020

Form Version: 15-Sep-2020 21:53
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

(UTC-06:00) :

Central Time Not D

(Us& one

Canada)

Nov-25-2020 | ACVOPFEINFP6000 (b) (4), (b) Data | Changed Information
13:05:21 (6) Entry

(UTC-06:00)
Central Time
Us&
Canada)
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Header Text: c4591001

Sep/21/2020

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Version: 15-Sep-2020 21:53

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Back to Form

1.e Occurrence of Visitsor Contacts:

*** Confidential***

Date L ocation User Value Reason
Sep-28-2020 10:07:13 ACVOPFEINFP6000 |(b) Query 1: Closed Response satisfies
(UTC-06:00) Central Time (4), query
(US& Canada) (b)
(6)
Sep-24-2020 16:32:30 ACVOPFEINFP6000 |autoquery | Query 1: Answered Initial Entry
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Sep-24-2020 16:32:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (3% NO
(US & Canada) (6) (6)
Sep-24-2020 16:31:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time s ;
(US& Canada) (b) (6)
Sep-22-2020 20:06:13 ACVOPFEINFP6000 |(b) Query 1: Opened Clinical Query: Must
(UTC-06:00) Central Time (4), be recorded as Yes
(US & Canada) (b) or No.
(6)

Sep-21-2020 15:31:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) (b) (6)
1f
Date L ocation User Value Reason
Dec-03-2020 17:27:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (::)’ ©) Typeof Practitioner: Not Appli
(US & Canada) cable

Occurrenceof Visitso Not Appli

r Contacts: cable
Dec-02-2020 14:31:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 8;’ ©) Typeof Practitioner:  Not Appli
(US & Canada) cable

Occurrenceof Visitso

r Contacts:
Nov-25-2020 13:06:17 ACVOPFEINFP6000 |(B) (4), () (6) | Data Entry: Initial Entry
(UTC-06:00) Central Time
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Sep/21/2020

Form Version: 15-Sep-2020 21:53

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

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

(US & Canada) Type of Practitioner:  Not Appli
cable

Occurrenceof Visitso Not Done

r Contacts:
Nov-25-2020 13:05:11 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time Eﬁ;’ ©) Typeof Practitioner: Not Appli
(US & Canada) cable

Occurrenceof Visitso

r Contacts:
Sep-24-2020 16:32:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ;’ ©) Typeof Practitioner:  Not Appli
(US & Canada) cable

Occurrenceof Visitso NO

r Contacts:
Sep-24-2020 16:31:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time gg’ ©) Typeof Practitioner:  Not Appli
(US & Canada) cable

Occurrence of Visitso

r Contacts:
Sep-21-2020 15:31:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ;’ ©) Type of Practitioner:  Not Appli
(US & Canada) cable

Occurrence of Visitso Not Appli

r Contacts: cable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Sep/21/2020

Form Version: 15-Sep-2020 21:53

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

1.f Physician or Healthcare Professional:

Date L ocation User Value Reason

Sep-21-2020 15:31:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time ), Not Applicable

(US& Canada) S

1.f Occurrence of Visits or Contacts:

Date L ocation User Value |Reason

Dec-03-2020 | ACVOPFEINFP6000 (b) (4), (b) Data | Initial Entry

17:27:21 (6) Entry

(UTC-06:00) .

Central Time Not A

(US& pplica

Canada) ble

Dec-02-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | Auto closed by Validation

20:34.32 (b) (4) 2: Clo | Check:

(UTC-06:00) sed VC_HOHCUO002_01

Central Time

Us&

Canada)

Dec-02-2020 | ACVOPFEINFPG000 (b) (4), (b) Data |Initial Entry

14:31:41 (6) Entry

(UTC-06:00) N

Central Time

Us&

Canada)

Dec-02-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | ERRONEOUSVISIT

14:30:54 (6) 2: Ans

(UTC-06:00) wered

Central Time

(Us&

Canada)

Nov-26-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW6245629;Occurrence

01:46:03 (b) (4) 2:Op |of Visitsor Contactsis not

(UTC-06:00) ened | expected to be Not Done

Central Time or Not Applicable or

(Us& Unknown. Please review

Canada) and update appropriately
or clarify

Nov-25-2020 | ACVOPFEINFP6000 (b) (4), (b) Data |Initial Entry

13:06:17 (6) Entr
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Sep/21/2020

Form Version: 15-Sep-2020 21:53

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

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

Not D

Nov-25-2020
13.05:11
(UTC-06:00)
Central Time
Us&
Canada)

ACVOPFEINFP6000

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

Changed Information

Sep-28-2020
10:07:20
(UTC-06:00)
Centra Time
(US&
Canada)

ACVOPFEINFP6000

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

Response satisfies query

Sep-24-2020
16:32:30
(UTC-06:00)
Central Time
Us&
Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Initial Entry

Sep-24-2020
16:32:30
(UTC-06:00)
Central Time
(Us&
Canada)

ACVOPFEINFP6000

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

Initial Entry

Sep-24-2020
16:31:54
(UTC-06:00)
Central Time
(Us&
Canada)

ACVOPFEINFP6000

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

Initial Entry

Sep-22-2020
20:06:27
(UTC-06:00)
Central Time
(Us&
Canada)

ACVOPFEINFP6000

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

Query
1: Op

3
g

Clinical Query: Must be
recorded as Yes or No.

Sep-21-2020
15:31:59
(UTC-06:00)

ACVOPFEINFP6000

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

Data
Entry

Initial Entry

Page 366 of 495

*** Confidential***
FDA-CBER-2021-5683-0794317




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Sep/21/2020

Form Version: 15-Sep-2020 21:53

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Central Time Not A

(Us& pplica

Canada) ble

2. Other Type of Practitioner Specify:

Date L ocation User Value Reason
Dec-03-2020 17:27:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable

(US & Canada) () (6)

Dec-02-2020 14:31:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (‘;)-

(US & Canada) () (6)

Nov-25-2020 13:06:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done

(US & Canada) () (6)

Sep-24-2020 16:31:54 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),

(US & Canada) () 6)

Sep-21-2020 15:31:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable

(US & Canada) () (6)

3. Has the subject been hospitalized due to potential COVID-19 illness?

Date L ocation User Value |[Reason
Dec-03-2020 | ACVOPFEINFP6000 (b) (4), (b) Data E | Initial Entry
17:27:21 (6) ntry:

(UTC-06:00) Not Ap

Central Time plicable

(US&

Canada)

Dec-02-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | Auto closed by
20:34:32 (b) (4) 2: Clos | Validation Check:
(UTC-06:00) ed VC_HOHCUO002_02
Central Time

(US&

Canada)

Dec-02-2020 | ACVOPFEINFPS000 (b) (4), (b) DataE | Initial Entry
14:31:41 (6) ntry:

(UTC-06:00)

Central Time
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Sep/21/2020

Form Version: 15-Sep-2020 21:53
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: -
Generated Time (GMT): 29-Mar-2021 10:58

(US&

Canada)

Dec-02-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | ERRONEOUSVISIT

14:30:46 (6) 2: Ans

(UTC-06:00) wered

Central Time

(US&

Canada)

Nov-26-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW6245638;Response

01:46:03 (b) (4) 2: Ope |to'Hasthe subject been

(UTC-06:00) ned hospitalized due to

Central Time potential COVID-19

(Us& illness? is not expected

Canada) to be Not Done or Not
Applicable or Unknown.
Please review and update
appropriately or clarify

Nov-25-2020 | ACVOPFEINFP6000 (b) (4), (b) DataE |Initial Entry

13:06:17 (6) ntry:

(UTC-06:00) Not Do

Central Time ne

(US&

Canada)

Nov-25-2020 | ACVOPFEINFP6000 (b) (4), (b) Data E | Changed Information

13:04:58 (6) ntry:

(UTC-06:00)

Central Time

(US&

Canada)

Sep-28-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | Response satisfies query

10:07:28 (6) 1: Clos

(UTC-06:00) ed

Central Time

(US&

Canada)

Sep-24-2020 | ACVOPFEINFP6000 auto query Query | Initia Entry

16:32:30 (autoquery) 1: Ans

(UTC-06:00) wered

Central Time

(US&

Canada)

Sep-24-2020 | ACVOPFEINFP6000 (b) (4), (b) DataE | Initia Entry

16:32:30 (6) ntry:
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Header Text: c4591001

Sep/21/2020

Form Version: 15-Sep-2020 21:53
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

(UTC-06:00) NO

Central Time

(US&

Canada)

Sep-24-2020 | ACVOPFEINFP6000 (b) (4), (b) Data E | Initia Entry
16:31:54 (6) ntry:

(UTC-06:00)

Central Time

(US&

Canada)

Sep-22-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | Clinical Query: Must be
20:06:36 (6) 1: Ope |recorded as Yesor No.
(UTC-06:00) ned

Central Time

(US&

Canada)

Sep-21-2020 | ACVOPFEINFP6000 (b) (4), (b) DataE | Initia Entry
15:31:59 (6) ntry:

(UTC-06:00) Not Ap

Central Time plicable

(US&

Canada)
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Header Text: 4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - eCRF Audit Trail History
Sep/21/2020

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen

SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. What isthe treatment | dentifier?

Date L ocation User Value Reason
Dec-10-2020 10:54:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable

(US & Canada) () (6)

Nov-25-2020 13:04:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done

(US & Canada) (b) (6)

Oct-22-2020 17:24:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable

(US& Canada) () (6)

Oct-19-2020 18:01:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ﬁ ;

(US& Canada) 840

Sep-21-2020 15:32:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable

(US & Canada) () (6)

2. Concomitant Non-drug Treatment Pre-specified:

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Date L ocation User Value Reason
Dec-10-2020 10:54:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () (6)
Nov-25-2020 13:04:39 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US & Canada) () (6)
Oct-22-2020 17:24:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
Oct-19-2020 18:01:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (‘;)-
(US& Canada) () (6)
Sep-21-2020 15:32:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Sep/21/2020
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171058
Generated By: (b) (4)

Subject Initials: -
Generated Time (GMT): 29-Mar-2021 10:58

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

3. Treatment:

Date L ocation User Value Reason

Dec-10-2020 10:54:08 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central Time (6) Not Applicable

(US & Canada)

Nov-25-2020 13:04:39 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-06:00) Central Time (6) Not Done

(US & Canada)

Oct-23-2020 04:36:27 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

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

(US & Canada)

Oct-22-2020 17:25:00 ACVOPFEINFP6000 |(b) (4), (b) |Query 1: Answered Changed data per

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

(US & Canada)

Oct-22-2020 17:24:29 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central Time (6) Not Applicable

(US & Canada)

Oct-21-2020 02:41:46 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened DM: Kindly

(UTC-06:00) Central Time (6) consider to update

(US & Canada) thisformif require
else mark as Not
applicable by
selecting form level
comment. Thank
you.

Oct-19-2020 18:01:27 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central Time (6)

(US & Canada)

Sep-21-2020 15:32:20 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central Time (6) Not Applicable

(US & Canada)

4. Treatment:

Date L ocation User Value Reason

Dec-10-2020 10:54:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (ﬁ% Not Applicable

(US& Canada) () (6)

Nov-25-2020 13:04:39 ACVOPFEINFP6000 (D) (4), (b) | DataEntry: Initial Entry

(UTC-06:00) Central Time (6) Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Sep/21/2020

Form Version: 06-Jul-2020 21:53

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

(US & Canada) (b)(4).(b)(6)
Oct-22-2020 17:24:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
Oct-19-2020 18:01:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),
(US& Canada) ®) ©)
Sep-21-2020 15:32:20 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ;'(e) Not Applicable
(US & Canada)
5. Start Date:
Date L ocation User Value Reason
Dec-10-2020 10:54:08 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) ®) ©)
Nov-25-2020 13:04:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US & Canada) () (6)
Oct-22-2020 17:24:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) ®©
Oct-19-2020 18:01:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US& Canada) ®) ©)
Sep-21-2020 15:32:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
6. Ongoing?
Date L ocation User Value Reason
Dec-10-2020 10:54:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
Nov-25-2020 13:04:39 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US& Canada) () 6)
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Header Text: c4591001

Subject No: 11171058
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Sep/21/2020
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research

Subject Initials: -
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

Oct-22-2020 17:24:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (;1)' Not Applicable
(US& Canada) () (6)
Oct-19-2020 18:01:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),
(US& Canada) 840
Sep-21-2020 15:32:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () (6)
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Header Text: 4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ILLNESS DETAILS - eCRF Audit Trail History

Sep/21/2020

Form Version: 06-Jul-2020 21:52

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Dec-03-2020 17:27:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Not Applicable

(US & Canada)

Dec-02-2020 14:30:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc)

(US & Canada)

Nov-25-2020 13:04:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Not Done

(US & Canada)

Nov-25-2020 13:04:13 ACVOPFEINFP6000 |autocalc |DataEntry: Changed Information
(UTC-06:00) Central Time (autocalc)

(US & Canada)

Sep-21-2020 15:32:53 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
Dec-03-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entr | Initial Entry
17:27:42 (6) y:

(UTC-06:00) Not Applic

Central Time able

(US & Canada)

Dec-02-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: C | Auto closed by
20:23:45 (b) (4) losed Vaidation Check:
(UTC-06:00) VC_CEIDT008_02
Central Time

(US & Canada)

Dec-02-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entr | Initial Entry
14:30:28 (6) y:

(UTC-06:00)

Central Time

(US & Canada)

Dec-02-2020 ACVOPFEINFP6000 (b) (4), (b) Query 1: ERRONEOUS
14:30:16 (6) Answered |VISIT
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ILLNESS DETAILS - eCRF Audit Trail History

Sep/21/2020

Form Version: 06-Jul-2020 21:52

SiteNo: 1117

Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: -
Generated Time (GMT): 29-Mar-2021 10:58

(UTC-06:00)

Central Time

(US & Canada)

Nov-26-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: DMW6245519;Was

03:22:18 (b) (4) Opened adiagnosis obtained

(UTC-06:00) for Potential

Central Time COVID-19 lliness?

(US & Canada) is not expected to be
Not Done. Please
review and update
appropriately or
clarify

Nov-25-2020 | ACVOPFEINFP6000 (b) (4), (b) Data Entr | Initial Entry

13:04:23 (6) 'S

(UTC-06:00) Not Done

Central Time

(US & Canada)

Nov-25-2020 | ACVOPFEINFP6000 (b) (4), (b) Data Entr | Changed

13:04:13 (6) y: Information

(UTC-06:00)

Central Time

(US & Canada)

Sep-21-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entr | Initia Entry

15:32:53 (6) y:

(UTC-06:00) N

Central Time

(US & Canada)

3. Toxicity Grade:

Date L ocation User Value Reason

Dec-03-2020 | ACVOPFEINFP6000 (b) (4), (b) Data En | Initial Entry

17:27:42 (6) try:

(UTC-06:00) Not App

Central Time licable

Us&

Canada)

Dec-02-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: | Auto closed by

20:28:13 (b) (4) Closed | Validation Check:

(UTC-06:00) VC_CEIDT008 03

Central Time

Us&

Canada)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ILLNESS DETAILS - eCRF Audit Trail History

Sep/21/2020

Form Version: 06-Jul-2020 21:52

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Dec-02-2020
14:30:28
(UTC-06:00)
Central Time
Usé&
Canada)

ACVOPFEINFP6000

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

Data En

try:

Initial Entry

Dec-02-2020
14:30:05
(UTC-06:00)
Central Time
Us&
Canada)

ACVOPFEINFP6000

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

Query 1:
Answer

ERRONEOUSVISIT

Nov-26-2020
03:22:18
(UTC-06:00)
Central Time
Us&
Canada)

ACVOPFEINFP6000.InFormA dapter.Discrepancy

DMW QUERY
(b) (4)

Query 1:
Opened

DMW6245541; Toxicity
Gradeis not expected
to be Not Done or Not
Applicable or
Unknown. Please
review and update
appropriately or clarify

Nov-25-2020
13.04.23
(UTC-06:00)
Central Time
(Usé&
Canada)

ACVOPFEINFP6000

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

Data En
try:

Not Don
e

Initial Entry

Nov-25-2020
13:04.00
(UTC-06:00)
Central Time
Us&
Canada)

ACVOPFEINFP6000

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

Data En

y:

—

Changed Information

Sep-21-2020
15:32:53
(UTC-06:00)
Centra Time
Us&
Canada)

ACVOPFEINFP6000

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

Data En

"B

Initial Entry
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Header Text: 4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Sep/21/2020

Form Version: 17-Jul-2020 21:55

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Dec-10-2020 10:54:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () (6)
Nov-25-2020 13:03:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) (b) (6)
Oct-22-2020 17:25:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ% Not Applicable
(US & Canada) ) (©)
Oct-19-2020 18:01:47 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)'
(US& Canada) 840
Sep-21-2020 15:33:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () (6)
2. Subcategory of Clinical Event:
Date L ocation User Value Reason
Dec-10-2020 10:54:31 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Not Applicable
(US & Canada)
Nov-25-2020 13:03:42 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Not Done
(US & Canada)
Oct-23-2020 04:38:01 ACVOPFEINFPG000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central Time (b) (6) query
(US & Canada)
Oct-22-2020 17:25:55 ACVOPFEINFP6000 |((b) (4), (b) | Query 1: Answered Changed data per
(UTC-06:00) Central Time (6) query
(US & Canada)
Oct-22-2020 17:25:26 ACVOPFEINFP000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Not Applicable
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1-

Sep/21/2020

Form Version: 17-Jul-2020 21:55

Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Form Status: Data Complete, Frozen

SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171058 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Oct-21-2020 02:26:54 ACVOPFEINFPG000 |(b) (4), (b) |Query 1: Opened DM: Kindly

(UTC-06:00) Central Time (6) consider to update

(US & Canada) thisformif require
else mark as Not
applicable by
selecting form level
comment. Thank
you.

Oct-19-2020 18:01:47 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-06:00) Central Time (6)

(US & Canada)

Sep-21-2020 15:33:10 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-06:00) Central Time (6) Not Applicable

(US & Canada)

3. Was a diagnosis obtained?

Date L ocation User Value Reason

Dec-10-2020 10:54:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (4), Not Applicable

(US & Canada) (b) (6)

Nov-25-2020 13:03:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (4), Not Done

(US & Canada) () (6)

Oct-22-2020 17:25:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (‘;)- Not Applicable

(US& Canada) () (6)

Oct-19-2020 18:01:47 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (4),

(US & Canada) () (6)

Sep-21-2020 15:33:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (4), Not Applicable

(US & Canada) () (6)

4. Toxicity Grade:

Date L ocation User Value Reason

Dec-10-2020 10:54:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (4), Not Applicable

(US & Canada) () (6)

Nov-25-2020 13:03:42 ACVOPFEINFP6000 | (0)(4).(b)(6) | Data Entry: Initial Entry

Page 378 of 495

*** Confidential***
FDA-CBER-2021-5683-0794329




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History
Sep/21/2020

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen

Site No: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171058 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

(UTC-06:00) Central Time ©)(@).(0)6) | Not Done

(US & Canada)

Oct-22-2020 17:25:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Applicable

(US & Canada) (b) (6)

Oct-19-2020 18:01:47 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),

(US & Canada) ®®

Sep-21-2020 15:33:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Applicable

(US & Canada) () (6)
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Header Text: 4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep/21/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171058 Subject Initials: -

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Lab Pandl:
Date L ocation User Value Reason
Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () (6)
Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) (b) (6)
Oct-22-2020 17:26:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US& Canada) () (6)
Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)'
(US& Canada) () (6)
Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () (6)
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) (b) (6)
2. Laboratory Name and Address
Date L ocation User Value Reason
Dec-10-2020 10:54:51 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US & Canada) () (6)
Oct-22-2020 17:26:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ;-(e) Not Applicable
(US & Canada)
Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),
(US & Canada) () (6)

Page 380 of 495

*** Confidential***

FDA-CBER-2021-5683-0794331




Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep/21/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171058
Generated By: (b) (4)

Subject Initials: -
Generated Time (GMT): 29-Mar-2021 10:58

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (:)1). Not Done

(US & Canada) () (6)

Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time ), Not Applicable

(US & Canada) ® (6)

3. Callection Date:

Date L ocation User Value Reason

Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central Time (6) Not Applicable

(US & Canada)

Nov-25-2020 13:03:24 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-06:00) Central Time (6) Not Done

(US & Canada)

Oct-23-2020 04:37:47 ACVOPFEINFPG000 |(b) (4), Query 1: Closed Response satisfies

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

(US & Canada)

Oct-22-2020 17:26:45 ACVOPFEINFP6000 |(b) (4), (b) |Query 1: Answered Changed data per

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

(US & Canada)

Oct-22-2020 17:26:12 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central Time (6) Not Applicable

(US & Canada)

Oct-21-2020 02:31:57 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened DM: Kindly

(UTC-06:00) Central Time (6) consider to update

(US & Canada) thisform if require
else mark as Not
applicable by
selecting form level
comment. Thank
you.

Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-06:00) Central Time (6)

(US & Canada)

Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central Time (6) Not Done

(US & Canada)

Sep-21-2020 15:33:27 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-06:00) Central Time (6) Not Applicable
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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/21/2020

Form Version: 21-Aug-2020 02:49

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

(US & Canada)
4. Specimen Type:
Date L ocation User Value Reason
Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (:)1)- Not Applicable
(US& Canada) R
Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US & Canada) () (6)
Oct-22-2020 17:26:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) (b) (6)
Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),
(US & Canada) () (6)
Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (f;)' Not Done
(US & Canada) 84
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
5a
Date L ocation User Value Reason
Dec-10-2020 10:54:51 _ ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time s Sponsor -Defined Ide Not Applic
(US& Canada) ) ntifier: able
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Nov-25-2020 13:03:24_ ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (g')' . Sponsor-Defined Ide Not Done
(US& Canada) ®) ©) ntifier:
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/21/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Test:: Not Applic
able
Result:: Not Done
Not Done:: Not Done
Lab Normal Range: Not Done
Oct-22-2020 17:26:12 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor-Defined Ide Not Applic
(US & Canada) A ntifier: able
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Sponsor-Defined I de
(US& Canada) A ntifier
Test:: Not Applic
able
Result::
Not Done::
Lab Normal Range:
Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Sponsor-Defined Ide  Not Done
(US & Canada) ®© ntifier:
Test:: Not Applic
able
Result:: Not Done
Not Done:: Not Done
Lab Normal Range: Not Done
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor-Defined Ide Not Applic
(US & Canada) e ntifier: able
Test:: Not Applic
able
Result:: Not Applic
able
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Header Text: c4591001

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

Sep/21/2020

Form Version: 21-Aug-2020 02:49

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able

5.a Sponsor ID:
Date L ocation User Value Reason
Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () 6)
Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US & Canada) () (6)
Oct-22-2020 17:26:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ;-(e) Not Applicable
(US & Canada)
Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),
(US & Canada) () (6)
Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US & Canada) (b) (6)
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
5.aTest:
Date L ocation User Value Reason
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US& Canada) (b))
5.a Result:
Date L ocation User Value Reason
Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4) Not Applicable

(US & Canada)

(b) (6)
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Sep/21/2020

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 21-Aug-2020 02:49

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time 4), Not Done

(US& Canada) () (6)

Oct-22-2020 17:26:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (4), Not Applicable

(US & Canada) ®©

Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time 4),

(US & Canada) ®©

Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time 4), Not Done

(US& Canada) ®) ©)

Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time 4), Not Applicable

(US& Canada) () (6)

5.a Not Done:

Date L ocation User Value Reason

Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (4), Not Applicable

(US & Canada) () (6)

Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (4), Not Done

(US& Canada) () (6)

Oct-22-2020 17:26:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (4), Not Applicable

(US & Canada) () (6)

Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (4),

(US & Canada) () (6)

Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (4), Not Done

(US & Canada) () (6)

Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (ﬁ)-(s) Not Applicable

(US & Canada)

5aLNMT

Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/21/2020

Form Version: 21-Aug-2020 02:49

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (;1)' Not Applicable
(US& Canada) () (6)
Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US& Canada) 840
Oct-22-2020 17:26:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () (6)
Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US & Canada) () (6)
Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (:)1). Not Done
(US& Canada) () (6)
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US& Canada) 840
5b
Date L ocation User Value Reason
Dec-10-2020 10:54:51 _ ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time I Sponsor-Defined Ide Not Applic
(US & Canada) ntifier: able
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Nov-25-2020 13:03:24_ ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time o Sponsor-Defined Ide Not Done
(US & Canada) ®) © ntifier:
Test:: Not Applic
able
Result:: Not Done
Not Done:: Not Done
Lab Normal Range: Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/21/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Oct-22-2020 17:26:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ) Sponsor-Defined Ide Not Applic
(US& Canada) e ntifier: able
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Sponsor-Defined I de
(US & Canada) ®© ntifier:
Test:: Not Applic
able
Result::
Not Done::
Lab Normal Range:
Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor-Defined Ide Not Done
(US& Canada) ki ntifier:
Test:: Not Applic
able
Result:: Not Done
Not Done:: Not Done
Lab Normal Range: Not Done
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ) Sponsor-Defined Ide Not Applic
(US & Canada) ®© ntifier: able
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Sep/21/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5.b Sponsor 1D:
Date L ocation User Value Reason
Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (:)l)- . Not Applicable
(US& Canada) () 6)
Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () (6)
Oct-22-2020 17:26:12 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () 6)
Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),
(US & Canada) () 6)
Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ‘; - Not Done
(US& Canada) () (6)
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () (6)
5.b Test:

Date L ocation User Value Reason
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ;‘ ' Not Applicable
(US& Canada) (b) (6)
5.b Result:

Date L ocation User Value Reason
Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

UTC-06: entral Time ; Not Applicable

C-06:00) Central Ti ‘; licabl

(US& Canada) () (6)

Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () (6)
Oct-22-2020 17:26:12 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) (b) 6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Subject No: 11171058
Generated By: (b) (4)

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

Sep/21/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research

Subject Initials: -
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

Oct-19-2020 18:02:06 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (;1)'
(US& Canada) () (6)
Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US& Canada) 840
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep/21/2020 eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen

Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

5.b Not Done:

Date Location User Value Reason

Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time 4), Not Applicable

(US & Canada) (b) (6)

Nov-25-2020 13:03:24 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time 4), Not Done

(US & Canada) () (6)

Oct-22-2020 17:26:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time ﬁ - Not Applicable

(US & Canada) () (©)

Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time 4),

(US& Canada) (b) ()

Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time 4), Not Done

(US & Canada) () (6)

Sep-21-2020 15:33:27 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time 4), Not Applicable

(US & Canada) (b) (6)

5bLNMT

Date L ocation User Value Reason

Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time 4), Not Applicable

(US & Canada) (b) ()

Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time 4), Not Done

(US & Canada) (b))

Oct-22-2020 17:26:12 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time ), Not Applicable

(US & Canada) () (©)

Oct-19-2020 18:02:06 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central Time (3)-

(US & Canada) s

Sep-21-2020 15:38:07 ACVOPFEINFP6000 223(4)'@) Data Entry: Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/21/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
(UTC-06:00) Central Time (0)(4).(b)(6) Not Done
(US & Canada)
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) (b) 6)
5.c
Date L ocation User Value Reason
Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor-Defined Ide Not Applic
(US & Canada) ®© ntifier: able
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor-Defined Ide Not Done
(US& Canada) R ntifier:
Test:: Not Applic
able
Result:: Not Done
Not Done:: Not Done

Lab Normal Range: Not Done

Oct-22-2020 17:26:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time “), Sponsor-Defined Ide Not Applic
(US & Canada) ®© ntifier: able
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Oct-19-2020 18:02:06 ACVOPFEINFP000 | (0)(4).(B)(6) | Data Entry: Initial Entry

(UTC-06:00) Central Time
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

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

Sep/21/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171058
Generated By: (b) (4)

Subject Initials: -
Generated Time (GMT): 29-Mar-2021 10:58

(b) (4), (b)

(US & Canada) (6) Sponsor -Defined |de
ntifier:
Test:: Not Applic
able
Result::
Not Done::
Lab Normal Range:
Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor-Defined Ide Not Done
(US& Canada) (220 ntifier
Test:: Not Applic
able
Result:: Not Done
Not Done:: Not Done

Lab Normal Range: Not Done

Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time A Sponsor -Defined Ide Not Applic
(US& Canada) ntifier: able
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Sep/21/2020

Form Version: 21-Aug-2020 02:49

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

5.c Sponsor 1D:
Date L ocation User Value Reason
Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (:)l)- . Not Applicable
(US & Canada) () (6)
Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () (6)
Oct-22-2020 17:26:12 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () 6)
Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),
(US & Canada) () 6)
Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ‘; - Not Done
(US& Canada) () (6)
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () (6)
5.c Test:
Date L ocation User Value Reason
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ;‘ ' Not Applicable
(US& Canada) (b) (6)
5.c Result:
Date L ocation User Value Reason
Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ‘; - Not Applicable
(US& Canada) () (6)
Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () (6)
Oct-22-2020 17:26:12 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) (b) 6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Sep/21/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171058 Subject Initials; ---

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

Oct-19-2020 18:02:06 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (;1)'
(US & Canada) () (6)
Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US& Canada) 840
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () (6)
5.c Not Done:
Date L ocation User Value Reason
Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () 6)
Oct-22-2020 17:26:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (‘;)-
(US& Canada) () (6)
Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US & Canada) () (6)
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
5CLNMT
Date L ocation User Value Reason
Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () 6)
Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US& Canada) (b) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/21/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Oct-22-2020 17:26:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (;1)' Not Applicable
(US& Canada) () (6)
Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),
(US& Canada) 840
Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () (6)
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () (6)
5d
Date L ocation User Value Reason
Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (z')’ . Sponsor-Defined Ide  Not Applic
(US & Canada) 0@ ntifier: able
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time gﬁg' © Sponsor-Defined Ide Not Done
(US & Canada) ntifier:
Test:: Not Applic
able
Result:: Not Done
Not Done:: Not Done
Lab Normal Range: Not Done
Oct-22-2020 17:26:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time s Sponsor -Defined Ide Not Applic
(US& Canada) ) ntifier: able
Test:: Not Applic
able
Page 395 of 495

*** Confidential***

FDA-CBER-2021-5683-0794346
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Header Text: c4591001

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

Sep/21/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171058
Generated By: (b) (4)

Subject Initials: -
Generated Time (GMT): 29-Mar-2021 10:58

Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Sponsor -Defined I de
(US & Canada) ®) ) ntifier:
Test:: Not Applic
able
Result::
Not Done::
Lab Normal Range:
Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor-Defined Ide Not Done
(US& Canada) (21 ntifier
Test:: Not Applic
able
Result:: Not Done
Not Done:: Not Done
Lab Normal Range: Not Done
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor-Defined Ide Not Applic
(US & Canada) ®© ntifier: able
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

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

Sep/21/2020

Form Version: 21-Aug-2020 02:49

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

5.d Sponsor 1D:

Date L ocation User Value Reason
Dec-10-2020 10:54:51 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ‘; o Not Applicable

(US & Canada) () (6)

Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done

(US & Canada) R40)

Oct-22-2020 17:26:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable

(US & Canada) () (6)

Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),

(US& Canada) ®) ©)

Sep-21-2020 15:38:07 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (;l)- . Not Done

(US & Canada) () (6)

Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable

(US & Canada) R4®)

5.d Test:

Date L ocation User Value Reason
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (g)' Not Applicable

(US & Canada) (b) (6)

5.d Result:

Date L ocation User Value Reason
Dec-10-2020 10:54:51 ACVOPFEINFP000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (;l)- . Not Applicable

(US & Canada) () (6)

Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done

(US & Canada) R4®)

Oct-22-2020 17:26:12 ACVOPFEINFP6000 | (0)(4).(b)(6) | Data Entry: Initial Entry

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Sep/21/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

b)(4),(b)(6 .
(UTC-06:00) Central Time (b)(4).(0)(®) Not Applicable
(US & Canada)
Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),
(US & Canada) ®©
Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US& Canada) ®) ©)
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
5.d Not Done:
Date L ocation User Value Reason
Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US& Canada) ®) ©)
Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (;1)' Not Done
(US & Canada) () (6)
Oct-22-2020 17:26:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) R4
Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),
(US & Canada) () (6)
Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) (b) (6)
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ‘; o Not Applicable
(US& Canada) (b) (6)
5dLNMT
Date L ocation User Value Reason
Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/21/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (:)1). Not Done
(US& Canada) () (6)
Oct-22-2020 17:26:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US& Canada) 840
Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US & Canada) () (6)
Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () (6)
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (;1)' Not Applicable
(US& Canada) () (6)
5e
Date L ocation User Value Reason
Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁg' ®) Sponsor-Defined Ide Not Applic
(US& Canada) ntifier: able
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ; ®) Sponsor-Defined Ide  Not Done
(US& Canada) ntifier:
Test:: Not Applic
able
Result:: Not Done
Not Done:: Not Done
Lab Normal Range: Not Done
Oct-22-2020 17:26:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)’ . Sponsor-Defined Ide Not Applic
(US & Canada) () (6)
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Header Text: c4591001

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

Sep/21/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171058
Generated By: (b) (4)

Subject Initials: -
Generated Time (GMT): 29-Mar-2021 10:58

ntifier: able
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)- . Sponsor-Defined I de
(US & Canada) ®) ©) ntifier:
Test:: Not Applic
able
Result::
Not Done::

Lab Normal Range:

Sep-21-2020 15:38:07
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
@), Sponsor-Defined Ide Not Done
(b) (6) e
ntifier:
Test:: Not Applic
able
Result:: Not Done
Not Done:: Not Done

Lab Normal Range: Not Done

Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time &3’(6) Sponsor-Defined Ide Not Applic
(US & Canada) ntifier: able
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Page 400 of 495
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Sep/21/2020

Form Version: 21-Aug-2020 02:49

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

5.e Sponsor 1D:
Date L ocation User Value Reason
Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (:)l)- . Not Applicable
(US & Canada) () (6)
Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () (6)
Oct-22-2020 17:26:12 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () 6)
Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),
(US & Canada) () 6)
Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ‘; - Not Done
(US& Canada) () (6)
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () (6)
5.e Test:
Date L ocation User Value Reason
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ;‘ ' Not Applicable
(US& Canada) (b) (6)
5.e Result:
Date L ocation User Value Reason
Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ‘; - Not Applicable
(US& Canada) () (6)
Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () (6)
Oct-22-2020 17:26:12 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) (b) 6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/21/2020

Form Version: 21-Aug-2020 02:49

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Oct-19-2020 18:02:06 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (;1)'
(US& Canada) () (6)
Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US & Canada) ®©
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () (6)
5.e Not Done:
Date L ocation User Value Reason
Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) ®©
Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () 6)
Oct-22-2020 17:26:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (‘;)-
(US& Canada) () (6)
Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US & Canada) () (6)
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/21/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
5.eLNMT
Date L ocation User Value Reason
Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) (b) (6)
Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () (6)
Oct-22-2020 17:26:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ﬁ - Not Applicable
(US& Canada) Gt
Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US& Canada) (b) ()
Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) (b) (8)
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) (b) (6)
5f
Date L ocation User Value Reason
Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (g')' © Sponsor -Defined Ide Not Applic
(US & Canada) ntifier: able
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time E‘gg' © Sponsor-Defined Ide Not Done
(US & Canada) ntifier:
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Sep/21/2020

Form Version: 21-Aug-2020 02:49

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Test:: Not Applic
able
Result:: Not Done
Not Done:: Not Done
Lab Normal Range: Not Done
Oct-22-2020 17:26:12 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor-Defined Ide Not Applic
(US & Canada) e ntifier: able
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Sponsor-Defined I de
(US& Canada) (228 ntifier
Test:: Not Applic
able
Result::
Not Done::
Lab Normal Range:
Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Sponsor-Defined Ide  Not Done
(US & Canada) ®© ntifier:
Test:: Not Applic
able
Result:: Not Done
Not Done:: Not Done
Lab Normal Range: Not Done
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor-Defined Ide Not Applic
(US & Canada) A ntifier: able
Test:: Not Applic
able
Result:: Not Applic
able
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/21/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Sep/21/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5.f Sponsor ID:
Date L ocation User Value Reason
Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (:)l)- . Not Applicable
(US& Canada) () 6)
Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () (6)
Oct-22-2020 17:26:12 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () 6)
Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),
(US & Canada) () 6)
Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ‘; - Not Done
(US& Canada) () (6)
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () (6)
5.f Test:
Date L ocation User Value Reason
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ;‘ ' Not Applicable
(US& Canada) (b) (6)
5.f Result:
Date L ocation User Value Reason
Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ‘; - Not Applicable
(US& Canada) () (6)
Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () (6)
Oct-22-2020 17:26:12 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) (b) 6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/21/2020

Form Version: 21-Aug-2020 02:49

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

Oct-19-2020 18:02:06 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (;1)'
(US & Canada) () (6)
Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US& Canada) 840
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () (6)
5.f Not Done:
Date L ocation User Value Reason
Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () 6)
Oct-22-2020 17:26:12 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (‘;)-
(US& Canada) () (6)
Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US & Canada) () (6)
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
5f LNMT
Date L ocation User Value Reason
Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () 6)
Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US& Canada) (b) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/21/2020

Form Version: 21-Aug-2020 02:49

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Oct-22-2020 17:26:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (;1)' Not Applicable
(US& Canada) () (6)
Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),
(US& Canada) 840
Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () (6)
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () (6)
5.9
Date L ocation User Value Reason
Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (z')’ . Sponsor-Defined Ide  Not Applic
(US & Canada) 0@ ntifier: able
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time g’g' ®) Sponsor-Defined Ide Not Done
(US & Canada) ntifier:
Test:: Not Applic
able
Result:: Not Done
Not Done:: Not Done
Lab Normal Range: Not Done
Oct-22-2020 17:26:12 _ ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time s Sponsor -Defined Ide Not Applic
(US& Canada) ) ntifier: able
Test:: Not Applic
able
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Subject No: 11171058
Generated By: (b) (4)

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

Sep/21/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research

Subject Initials: -
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Sponsor -Defined I de
(US & Canada) ®) ) ntifier:
Test:: Not Applic
able
Result::
Not Done::
Lab Normal Range:
Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor-Defined Ide Not Done
(US& Canada) (21 ntifier
Test:: Not Applic
able
Result:: Not Done
Not Done:: Not Done
Lab Normal Range: Not Done
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor-Defined Ide Not Applic
(US & Canada) ®© ntifier: able
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Sep/21/2020

Form Version: 21-Aug-2020 02:49

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

5.g Sponsor ID:
Date L ocation User Value Reason
Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (:)l)- . Not Applicable
(US & Canada) () (6)
Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () (6)
Oct-22-2020 17:26:12 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) ®©)
Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),
(US & Canada) () 6)
Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ‘; - Not Done
(US & Canada) () (6)
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () (6)
5.9 Test:
Date L ocation User Value Reason
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ;‘ ' Not Applicable
(US& Canada) (b) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Sep/21/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
5.0 Result:
Date L ocation User Value Reason
Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) (b) (6)
Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () (6)
Oct-22-2020 17:26:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ﬁ - Not Applicable
(US& Canada) Gt
Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US& Canada) (b) ()
Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) (b) (8)
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) (b) (6)
5.9 Not Done:
Date L ocation User Value Reason
Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) (b) ()
Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) (b))
Oct-22-2020 17:26:12 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Applicable
(US & Canada) () (©)
Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (3)-
(US & Canada) s
Sep-21-2020 15:38:07 ACVOPFEINFPG000 % @.(®) | pataEntry: Initial Entry
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Sep/21/2020

Form Version: 21-Aug-2020 02:49

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

(UTC-06:00) Central Time (b)(4), Not Done
(US & Canada) (0)(®)
Sep-21-2020 15:33:27 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ), Not Applicable
(US & Canada) (b) 6)
59 LNMT
Date L ocation User Value Reason
Dec-10-2020 10:54:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US& Canada) (b) ()
Nov-25-2020 13:03:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) () ()
Oct-22-2020 17:26:12 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () ()
Oct-19-2020 18:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (3)-
(US & Canada) () (©)
Sep-21-2020 15:38:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) (b) ()
Sep-21-2020 15:33:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) (b) ()
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: 4591001

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

Sep/21/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Lab Pandl:
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () (6)
Nov-25-2020 13:03:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US& Canada) ®) ©)
Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) ) (©)
Oct-19-2020 18:02:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)'
(US& Canada) 840
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () (6)
2. Laboratory Name and Address
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () (6)
Nov-25-2020 13:03:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US & Canada) () (6)
Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
Oct-19-2020 18:02:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (‘;)-
(US& Canada) () (6)
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US & Canada) () (6)
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Header Text: c4591001

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

Sep/21/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

3. Collection Date:

Date L ocation User Value Reason

Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central Time (6) Not Applicable

(US & Canada)

Nov-25-2020 13:03:08 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-06:00) Central Time (6) Not Done

(US & Canada)

Oct-23-2020 04:37:32 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

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

(US & Canada)

Oct-22-2020 17:27:22 ACVOPFEINFP6000 |(b) (4), (b) |Query 1: Answered Changed data per

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

(US & Canada)

Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central Time (6) Not Applicable

(US & Canada)

Oct-21-2020 02:33:56 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened DM: Kindly

(UTC-06:00) Central Time (6) consider to update

(US & Canada) thisformif require
else mark as Not
applicable by
selecting form level
comment. Thank
you.

Oct-19-2020 18:02:29 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central Time (6)

(US & Canada)

Sep-21-2020 15:33:56 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central Time (6) Not Done

(US & Canada)

4. Specimen Type:

Date L ocation User Value Reason

Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (ﬁ% Not Applicable

(US& Canada) () (6)

Nov-25-2020 13:03:08 ACVOPFEINFP8000 | (b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central Time ®) Not Done

Page 414 of 495

*** Confidential***
FDA-CBER-2021-5683-0794365




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

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

Sep/21/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

(US & Canada) (b)(4),(b)(6)
Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) ®) (6)
Oct-19-2020 18:02:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),
(US & Canada) () (6)
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US& Canada) (6) (6)
5a
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor-Defined Ide Not Applic
(US& Canada) AR ntifier: able
Test:: Not Done
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Nov-25-2020 13:03:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ). Sponsor-Defined Identifi Not Don
(US & Canada) 84 er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time & Sponsor -Defined Ide Not Applic
(US & Canada) ®© ntifier: able
Test:: Not Done
Result:: Not Applic
able
Page 415 of 495

*** Confidential***

FDA-CBER-2021-5683-0794366




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

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

Sep/21/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Oct-19-2020 18:02:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time e Sponsor -Defined | dentifi
(US& Canada) ®® o
Test:: Not Don
e
Result::
Not Done::
Lab Normal Range:
Sep-21-2020 15:33:56 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)’ 5 Sponsor-Defined I dentifi Not Don
(US & Canada) ®® o e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
5.a Sponsor ID:
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
Nov-25-2020 13:03:08 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () 6)
Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) (b) (6)
Oct-19-2020 18:02:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)- .
(US& Canada) () (6)
Sep-21-2020 15:33:56 ACVOPFEINFP6000 | (B)(4),(b)(6) | Data Entry: Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Sep/21/2020 Audit Trail History

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

Site No: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171058 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

(UTC-06:00) Central Time % @.® | ot Done

(US & Canada)

5.aTest:

Date L ocation User Value Reason
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done

(US& Canada) (b) (6)

5.a Result:

Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable

(US & Canada) () (6)

Nov-25-2020 13:03:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done

(US& Canada) () (6)

Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable

(US & Canada) () (6)

Oct-19-2020 18:02:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),

(US & Canada) () (6)

Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done

(US & Canada) () (6)

5.a Not Done:

Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable

(US & Canada) () (6)

Nov-25-2020 13:03:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (), Not Done

(US& Canada) (b) (6)

Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (), Not Applicable

(US & Canada) R4
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/21/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Oct-19-2020 18:02:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (;1)'
(US& Canada) () (6)
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US& Canada) 840
5.aLNMT
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (‘;)- Not Applicable
(US& Canada) () (6)
Nov-25-2020 13:03:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US & Canada) () (6)
Oct-22-2020 17:26:58 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () 6)
Oct-19-2020 18:02:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),
(US & Canada) () (6)
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (‘;)- Not Done
(US& Canada) () (6)
5b
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ;'(e) 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
Nov-25-2020 13:03:08 ACVOPFEINFP000 | (B) (4). (®) | Data Entry: Initial Entry
(UTC-06:00) Central Time () Sponsor -Defined | dentifi Not Don
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Sep/21/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
(US & Canada) (b)(4),(0)(6) | er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), 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
Oct-19-2020 18:02:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ) Sponsor-Defined | dentifi
(US & Canada) () (6) o
Test:: Not Don
e
Result::
Not Done::

Lab Normal Range:

Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time & Sponsor -Defined | dentifi Not Don
(US & Canada) 840 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 Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Sep/21/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5.b Sponsor 1D:
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ;'(e) Not Applicable
(US & Canada)
Nov-25-2020 13:03:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () (6)
Oct-22-2020 17:26:58 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () 6)
Oct-19-2020 18:02:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),
(US & Canada) () 6)
Sep-21-2020 15:33:56 ACVOPFEINFP6000 (2) Data Entry: Initial Entry
(UTC-06:00) Central Time ' Not Done
(US& Canada) () (6)
5.b Test:
Date L ocation User Value Reason
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US& Canada) (b) 6)
5.b Result:
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () 6)
Nov-25-2020 13:03:08 ACVOPFEINFP6000 (2) Data Entry: Initial Entry
(UTC-06:00) Central Time ' Not Done
(US& Canada) () (6)
Oct-22-2020 17:26:58 ACVOPFEINFP6000 (2) Data Entry: Initial Entry
UTC-06:00) Central Time , Not Applicable
Eus & Canazzla) () (6) i
Oct-19-2020 18:02:29 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US & Canada) (b) 6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/21/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (:)1). Not Done
(US& Canada) () (6)
5.b Not Done:
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
Nov-25-2020 13:03:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' Not Done
(US& Canada) () (6)
Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
Oct-19-2020 18:02:29 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US & Canada) () 6)
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US & Canada) () (6)
5.b LNMT
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
Nov-25-2020 13:03:08 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (:)1). Not Done
(US& Canada) () (6)
Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US& Canada) 840
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Header Text: c4591001

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

Sep/21/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

5.bLNMT
Date L ocation User Value Reason
Oct-19-2020 18:02:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),
(US & Canada) (b) (6)
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US & Canada) (b) (6)
5.c
Date L ocation User Value Reason
Dec-10-2020 10:55:08_ ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (g')' 5 Sponsor -Defined Ide Not Applic
(US& Canada) e ntifier: able
Test:: Not Done
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Nov-25-2020 13:03:08. ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)’ . Sponsor -Defined | dentifi Not Don
(US & Canada) () (6) o e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time gg © Sponsor-Defined Ide  Not Applic
(US & Canada) ntifier: able
Test:: Not Done
Result:: Not Applic
able
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Sep/21/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Oct-19-2020 18:02:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor -Defined | dentifi
(US& Canada) () (6) o
Test:: Not Don
e
Result::
Not Done::
Lab Normal Range:
Sep-21-2020 15:33:56 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor -Defined | dentifi Not Don
(US & Canada) () (6) o 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 Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Sep/21/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5.c Sponsor 1D:
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ;'(e) Not Applicable
(US & Canada)
Nov-25-2020 13:03:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () (6)
Oct-22-2020 17:26:58 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () 6)
Oct-19-2020 18:02:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),
(US & Canada) () 6)
Sep-21-2020 15:33:56 ACVOPFEINFP6000 (2) Data Entry: Initial Entry
(UTC-06:00) Central Time ' Not Done
(US& Canada) () (6)
5.c Test:
Date L ocation User Value Reason
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US& Canada) (b) 6)
5.c Result:
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () 6)
Nov-25-2020 13:03:08 ACVOPFEINFP6000 (2) Data Entry: Initial Entry
(UTC-06:00) Central Time ' Not Done
(US& Canada) () (6)
Oct-22-2020 17:26:58 ACVOPFEINFP6000 (2) Data Entry: Initial Entry
UTC-06:00) Central Time , Not Applicable
Eus & Canazzla) () (6) i
Oct-19-2020 18:02:29 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US & Canada) (b) 6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/21/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (:)1). Not Done
(US& Canada) () (6)
5.c Not Done:
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) ®) ©)
Nov-25-2020 13:03:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' Not Done
(US& Canada) () (6)
Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
Oct-19-2020 18:02:29 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US & Canada) () 6)
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US & Canada) () (6)
5CcLNMT
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
Nov-25-2020 13:03:08 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (:)1). Not Done
(US& Canada) () (6)
Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US& Canada) 840
Oct-19-2020 18:02:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US & Canada) () 6)
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US& Canada) (b) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Sep/21/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5.d
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ) Sponsor-Defined Ide Not Applic
(US & Canada) e ntifier: able
Test:: Not Done
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Nov-25-2020 13:03:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor -Defined Identifi Not Don
(US & Canada) ®) (6) o e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor-Defined Ide  Not Applic
(US & Canada) e ntifier: able
Test:: Not Done
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Oct-19-2020 18:02:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor-Defined | dentifi
(US & Canada) {91) o
Test:: Not Don
e
Result::
Not Done::
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Sep/21/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Lab Normal Range:
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor -Defined I dentifi Not Don
(US & Canada) () (6) er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
Page 427 of 495
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Sep/21/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5.d Sponsor 1D:
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ;'(e) Not Applicable
(US & Canada)
Nov-25-2020 13:03:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () (6)
Oct-22-2020 17:26:58 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () 6)
Oct-19-2020 18:02:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),
(US & Canada) () 6)
Sep-21-2020 15:33:56 ACVOPFEINFP6000 (2) Data Entry: Initial Entry
(UTC-06:00) Central Time ' Not Done
(US& Canada) () (6)
5.d Test:
Date L ocation User Value Reason
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US& Canada) (b) 6)
5.d Result:
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () 6)
Nov-25-2020 13:03:08 ACVOPFEINFP6000 (2) Data Entry: Initial Entry
(UTC-06:00) Central Time ' Not Done
(US& Canada) () (6)
Oct-22-2020 17:26:58 ACVOPFEINFP6000 (2) Data Entry: Initial Entry
UTC-06:00) Central Time , Not Applicable
Eus & Canazzla) () (6) i
Oct-19-2020 18:02:29 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US & Canada) (b) 6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Sep/21/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (:)1). Not Done
(US& Canada) () (6)
5.d Not Done:
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
Nov-25-2020 13:03:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' Not Done
(US& Canada) () (6)
Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
Oct-19-2020 18:02:29 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US & Canada) () 6)
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US & Canada) () (6)
5dLNMT
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) (b) (6)

Page 429 of 495

*** Confidential***
FDA-CBER-2021-5683-0794380



090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

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

Sep/21/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

5.dLNMT
Date L ocation User Value Reason
Nov-25-2020 13:03:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) (b) (6)
Oct-22-2020 17:26:58 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () (6)
Oct-19-2020 18:02:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ﬁ -
(US& Canada) Gt
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US& Canada) (b) ()
S5e
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eég‘ ®) 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
Nov-25-2020 13:03:08. ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ; © 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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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Sep/21/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ). Sponsor-Defined Ide Not Applic
(US& Canada) e ntifier: able
Test:: Not Done
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Oct-19-2020 18:02:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ). Sponsor-Defined I dentifi
(US & Canada) R4 o
Test:: Not Don
e
Result::
Not Done::
Lab Normal Range:
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor -Defined | dentifi Not Don
(US& Canada) Riib) o 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 Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Sep/21/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5.e Sponsor 1D:
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ;'(e) Not Applicable
(US & Canada)
Nov-25-2020 13:03:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () (6)
Oct-22-2020 17:26:58 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () 6)
Oct-19-2020 18:02:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),
(US & Canada) () 6)
Sep-21-2020 15:33:56 ACVOPFEINFP6000 (2) Data Entry: Initial Entry
(UTC-06:00) Central Time ' Not Done
(US& Canada) () (6)
5.eTest:
Date L ocation User Value Reason
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US& Canada) (b) 6)
5.e Result:
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () 6)
Nov-25-2020 13:03:08 ACVOPFEINFP6000 (2) Data Entry: Initial Entry
(UTC-06:00) Central Time ' Not Done
(US& Canada) () (6)
Oct-22-2020 17:26:58 ACVOPFEINFP6000 (2) Data Entry: Initial Entry
UTC-06:00) Central Time , Not Applicable
Eus & Canazzla) () (6) i
Oct-19-2020 18:02:29 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US & Canada) (b) 6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/21/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (:)1). Not Done
(US& Canada) () (6)
5.eNot Done:
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) ®) ©)
Nov-25-2020 13:03:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' Not Done
(US& Canada) () (6)
Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
Oct-19-2020 18:02:29 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US & Canada) () 6)
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US & Canada) () (6)
5eLNMT
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
Nov-25-2020 13:03:08 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (:)1). Not Done
(US& Canada) () (6)
Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US& Canada) 840
Oct-19-2020 18:02:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US & Canada) () 6)
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US& Canada) (b) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Sep/21/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5.f
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ) Sponsor-Defined Ide Not Applic
(US & Canada) e ntifier: able
Test:: Not Done
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Nov-25-2020 13:03:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor -Defined Identifi Not Don
(US & Canada) ®) (6) o e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor-Defined Ide  Not Applic
(US & Canada) e ntifier: able
Test:: Not Done
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Oct-19-2020 18:02:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor-Defined | dentifi
(US & Canada) {91) o
Test:: Not Don
e
Result::
Not Done::
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Sep/21/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Lab Normal Range:
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor -Defined I dentifi Not Don
(US & Canada) () (6) 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 Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Sep/21/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5.f Sponsor ID:
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ;'(e) Not Applicable
(US & Canada)
Nov-25-2020 13:03:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () (6)
Oct-22-2020 17:26:58 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () 6)
Oct-19-2020 18:02:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),
(US & Canada) () 6)
Sep-21-2020 15:33:56 ACVOPFEINFP6000 (2) Data Entry: Initial Entry
(UTC-06:00) Central Time ' Not Done
(US& Canada) () (6)
5.f Test:
Date L ocation User Value Reason
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US& Canada) (b) 6)
5.f Result:
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () 6)
Nov-25-2020 13:03:08 ACVOPFEINFP6000 (2) Data Entry: Initial Entry
(UTC-06:00) Central Time ' Not Done
(US& Canada) () (6)
Oct-22-2020 17:26:58 ACVOPFEINFP6000 (2) Data Entry: Initial Entry
UTC-06:00) Central Time , Not Applicable
Eus & Canazzla) () (6) i
Oct-19-2020 18:02:29 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US & Canada) (b) 6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/21/2020

Form Version: 21-Aug-2020 02:51
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (:)1). Not Done
(US& Canada) () (6)
5.f Not Done:
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
Nov-25-2020 13:03:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' Not Done
(US& Canada) () (6)
Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
Oct-19-2020 18:02:29 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US & Canada) () 6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Sep/21/2020 Audit Trail History

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

Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject I nitials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

5.f Not Done:
Date L ocation User Value Reason
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US & Canada) (b) (6)
5fLNMT
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' . Not Applicable
(US& Canada) R
Nov-25-2020 13:03:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US& Canada) (b) ()
Oct-22-2020 17:26:58 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) (b) ()
Oct-19-2020 18:02:29 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US & Canada) () (©)
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time s s Not Done
(US& Canada) R
5.9
Date L ocation User Value Reason
Dec-10-2020 10:55:08 _ ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)’ 5 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
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Sep/21/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Nov-25-2020 13:03:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor-Defined I dentifi Not Don
(US & Canada) () 6) er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ) 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
Oct-19-2020 18:02:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ) Sponsor-Defined I dentifi
(US & Canada) ) (6) o
Test:: Not Don
e
Result::
Not Done::
Lab Normal Range:
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (), Sponsor -Defined | dentifi Not Don
(US & Canada) () (6) 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 Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Sep/21/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5.g Sponsor ID:
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) (4), (B) |Data Entry: Initial Entry
(UTC-06:00) Central Time (6) Not Applicable
(US & Canada)
Nov-25-2020 13:03:08 ACVOPFEINFP000 | (B) (4), (®) | pata Entry: Initial Entry
(UTC-06:00) Central Time ®) Not Done
(US & Canada)
Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(0) (4). (b) |Data Entry: Initial Entry
(UTC-06:00) Central Time (6) Not Applicable
(US & Canada)
Oct-19-2020 18:02:29 ACVOPFEINFP000 | (B) (4, (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time ®)
(US & Canada)
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Not Done
(US & Canada)
5.9 Test:
Date Location User Value Reason
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) (4), (B) |Data Entry: Initial Entry
(UTC-06:00) Central Time (6) Not Done
(US & Canada)
5.9 Result:
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP000 |(0) (4), (B) | Data Entry: Initial Entry
(UTC-06:00) Central Time (6) Not Applicable
(US & Canada)
Nov-25-2020 13:03:08 ACVOPFEINFP6000 |(B) (4), (0) | Data Entry: Initial Entry
(UTC-06:00) Central Time (6) Not Done
(US & Canada)
Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(b) (4), (b) | DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Not Applicable
(US & Canada)
Oct-19-2020 18:02:29 ACVOPFEINFP6000 | (B) (4), (0) | Data Entry: Initial Entry
(UTC-06:00) Central Time (6)
(US & Canada)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/21/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (:)1). Not Done
(US& Canada) () (6)
5.9 Not Done:
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) ®) ©)
Nov-25-2020 13:03:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' Not Done
(US& Canada) () (6)
Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
Oct-19-2020 18:02:29 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US & Canada) () 6)
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US & Canada) () (6)
5gLNMT
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
Nov-25-2020 13:03:08 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (:)1). Not Done
(US& Canada) () (6)
Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US& Canada) 840
Oct-19-2020 18:02:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US & Canada) () 6)
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US& Canada) (b) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Sep/21/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5.h
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ) Sponsor-Defined Ide Not Applic
(US & Canada) e ntifier: able
Test:: Not Done
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Nov-25-2020 13:03:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor -Defined Identifi Not Don
(US & Canada) ®) (6) o e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor-Defined Ide  Not Applic
(US & Canada) e ntifier: able
Test:: Not Done
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Oct-19-2020 18:02:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor-Defined | dentifi
(US & Canada) {91) o
Test:: Not Don
e
Result::
Not Done::
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Sep/21/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Lab Normal Range:
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor -Defined I dentifi Not Don
(US & Canada) () (6) 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 Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Sep/21/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5.h Sponsor ID:
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ;'(e) Not Applicable
(US & Canada)
Nov-25-2020 13:03:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () (6)
Oct-22-2020 17:26:58 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () 6)
Oct-19-2020 18:02:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),
(US & Canada) () 6)
Sep-21-2020 15:33:56 ACVOPFEINFP6000 (2) Data Entry: Initial Entry
(UTC-06:00) Central Time ' Not Done
(US& Canada) () (6)
5.h Test:
Date L ocation User Value Reason
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US& Canada) (b) 6)
5.h Result:
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () 6)
Nov-25-2020 13:03:08 ACVOPFEINFP6000 (2) Data Entry: Initial Entry
(UTC-06:00) Central Time ' Not Done
(US& Canada) () (6)
Oct-22-2020 17:26:58 ACVOPFEINFP6000 (2) Data Entry: Initial Entry
UTC-06:00) Central Time , Not Applicable
Eus & Canazzla) () (6) i
Oct-19-2020 18:02:29 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US & Canada) (b) 6)
Page 444 of 495

*** Confidential***
FDA-CBER-2021-5683-0794395




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Sep/21/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (:)1). Not Done
(US& Canada) ®©
5.h Not Done:
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Applicable
(US & Canada) () (6)
Nov-25-2020 13:03:08 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' Not Done
(US& Canada) () (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

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

Sep/21/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

5.h Not Done:
Date L ocation User Value Reason
Oct-22-2020 17:26:58 ACVOPFEINFP6000 Egg Data Entry: Initial Entry
UTC-06:00) Central Time , Not Applicable
Eus& Canazda) (b) (6) i
Oct-19-2020 18:02:29 ACVOPFEINFP6000 EZ; Data Entry: Initial Entry
(UTC-06:00) Central Time ,
(US & Canada) (b) (6)
Sep-21-2020 15:33:56 ACVOPFEINFP6000 (g) Data Entry: Initial Entry
(UTC-06:00) Central Time , Not Done
(US& Canada) (b) (6)
5.h LNMT
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 EZ; Data Entry: Initial Entry
UTC-06:00) Central Time , Not Applicable
Eus& Canazja) (b) () i
Nov-25-2020 13:03:08 ACVOPFEINFP6000 El‘g Data Entry: Initial Entry
(UTC-06:00) Central Time , Not Done
(US & Canada) () (©)
Oct-22-2020 17:26:58 ACVOPFEINFP6000 (2) Data Entry: Initial Entry
UTC-06:00) Central Time , Not Applicable
Eus& Canaiia) | R i
Oct-19-2020 18:02:29 ACVOPFEINFP6000 EZ; Data Entry: Initial Entry
(UTC-06:00) Central Time ,
(US & Canada) (b) ()
Sep-21-2020 15:33:56 ACVOPFEINFP6000 EZ; Data Entry: Initial Entry
(UTC-06:00) Central Time , Not Done
(US & Canada) (b))
5.
Date L ocation User Value Reason
Dec-10-2020 10:55:08 . ACVOPFEINFP6E000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (g)'(G) Sponsor-Defined Ide Not Applic
(US& Canada) ntifier: able
Test:: Not Done
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Sep/21/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Nov-25-2020 13:03:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Sponsor-Defined I dentifi Not Don
(US & Canada) () (6) er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), 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
Oct-19-2020 18:02:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ) Sponsor-Defined | dentifi
(US & Canada) () (6) o
Test:: Not Don
e
Result::
Not Done::
Lab Normal Range:
Sep-21-2020 15:33:56 ACVOPFEINFP6E000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor -Defined I dentifi Not Don
(US & Canada) () (6) er: e
Test:: Not Don
e
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Sep/21/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Result:: Not Don
e
Not Done:: Not Don

e

Lab Normal Range: Not Don
e

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Sep/21/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5.i Sponsor ID:
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (:)l)- . Not Applicable
(US& Canada) () 6)
Nov-25-2020 13:03:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () (6)
Oct-22-2020 17:26:58 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () 6)
Oct-19-2020 18:02:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),
(US & Canada) () 6)
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ‘; - Not Done
(US& Canada) () (6)
5. Test:
Date L ocation User Value Reason
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (3)' Not Done
(US& Canada) (b) 6)
5.i Result:
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () 6)
Nov-25-2020 13:03:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ‘; - Not Done
(US& Canada) () (6)
Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () (6)
Oct-19-2020 18:02:29 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US & Canada) (b) 6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/21/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (:)1). Not Done
(US& Canada) () (6)
5.i Not Done:
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) ®) ©)
Nov-25-2020 13:03:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' Not Done
(US& Canada) () (6)
Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
Oct-19-2020 18:02:29 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US & Canada) () 6)
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US & Canada) () (6)
5.i LNMT
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () (6)
Nov-25-2020 13:03:08 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (:)1). Not Done
(US& Canada) () (6)
Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US& Canada) 840
Oct-19-2020 18:02:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US & Canada) () 6)
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US& Canada) (b) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Sep/21/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5]
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ) Sponsor-Defined Ide Not Applic
(US & Canada) e ntifier: able
Test:: Not Done
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Nov-25-2020 13:03:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor -Defined Identifi Not Don
(US & Canada) ®) (6) o e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor-Defined Ide  Not Applic
(US & Canada) e ntifier: able
Test:: Not Done
Result:: Not Applic
able
Not Done:: Not Applic
able
Lab Normal Range: Not Applic
able
Oct-19-2020 18:02:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor-Defined | dentifi
(US & Canada) {91) o
Test:: Not Don
e
Result::
Not Done::
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Sep/21/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Lab Normal Range:
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sponsor -Defined I dentifi Not Don
(US & Canada) () (6) 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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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Sep/21/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5.j Sponsor ID:
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (:)l)- . Not Applicable
(US& Canada) () 6)
Nov-25-2020 13:03:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () (6)
Oct-22-2020 17:26:58 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () 6)
Oct-19-2020 18:02:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),
(US & Canada) () 6)
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ‘; - Not Done
(US& Canada) () (6)
5.j Test:
Date L ocation User Value Reason
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (3)' Not Done
(US& Canada) (b) 6)
5.j Result:
Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) () 6)
Nov-25-2020 13:03:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ‘; - Not Done
(US& Canada) () (6)
Oct-22-2020 17:26:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) () (6)
Oct-19-2020 18:02:29 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US & Canada) (b) 6)
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*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Sep/21/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Sep-21-2020 15:33:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (:)1). Not Done
(US& Canada) () (6)
Page 454 of 495
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Sep/21/2020 Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form

5.j Not Done:

Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 Egg Data Entry: Initial Entry

UTC-06:00) Central Time ' Not Applicable

Eus& Canazda) (b) (6) i

Nov-25-2020 13:03:08 ACVOPFEINFP6000 El‘g Data Entry: Initial Entry
(UTC-06:00) Central Time ' Not Done

(US & Canada) () (6)

Oct-22-2020 17:26:58 ACVOPFEINFP6000 (2) Data Entry: Initial Entry

UTC-06:00) Central Time : Not Applicable

Eus& Cana?;la) | Gt i

Oct-19-2020 18:02:29 ACVOPFEINFP6000 (2) Data Entry: Initial Entry
(UTC-06:00) Central Time ,

(US& Canada) (b) ()

Sep-21-2020 15:33:56 ACVOPFEINFP6000 Egg Data Entry: Initial Entry

UTC-06:00) Central Time ' Not Done

Eus& Canazda) (b) (8)

5j LNMT

Date L ocation User Value Reason
Dec-10-2020 10:55:08 ACVOPFEINFP6000 (2) Data Entry: Initial Entry

UTC-06:00) Central Time , Not Applicable

Eus& Canaiia) | R i

Nov-25-2020 13:03:08 ACVOPFEINFP6000 (2) Data Entry: Initial Entry
(UTC-06:00) Central Time , Not Done

(US & Canada) (b) ()

Oct-22-2020 17:26:58 ACVOPFEINFP6000 EZ; Data Entry: Initial Entry

UTC-06:00) Central Time : Not Applicable

Eus& Canazja) (b)) i

Oct-19-2020 18:02:29 ACVOPFEINFP6000 El‘g Data Entry: Initial Entry
(UTC-06:00) Central Time ,

(US & Canada) () (©)

Sep-21-2020 15:33:56 ACVOPFEINFP6000 Egg Data Entry: Initial Entry
(UTC-06:00) Central Time , Not Done

(US & Canada) s
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Header Text: 4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: VITAL SIGNS - COVID - Audit Trail
Sep/21/2020

Form Version: 21-Aug-2020 02:50 Form Status:

SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Date L ocation User Value Reason
Sep-21-2020 15:34:54 ACVOPFEINFP6000 |(b) Form Created
(UTC-06:00) Central Time (4),
(US & Canada) (b) (6)
Page 456 of 495
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FDA-CBER-2021-5683-0794407




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Sep/21/2020
Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
1. Date:
Date L ocation User Value Reason
Dec-10-2020 10:55:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time :: o Not Applicable
(US & Canada) (b) (6)
Nov-25-2020 13:02:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) (b) (6)
Nov-25-2020 13:02:39 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time 4),
(US & Canada) (b) (6)
Sep-21-2020 15:34:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Sep/15/2020
(US & Canada) (b) (6)
2a
Date L ocation User Value Reason
Dec-10-2020 10:55:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time s Record Identifier:: 1
(US& Canada) Systolic:: Not Appl
icable
Diastolic:: Not Appl
icable
Respiratory Ratein res Not Appl
pirationg/minute: icable
Heart Ratein beatsmi Not Appl
nute: icable
Nov-25-2020 13:02:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Record I dentifier:: 1
(US & Canada) R Systolic:: Not D
one
Diastolic:: Not D
one
Respiratory Ratein respir Not D
ations/minute: one
Heart Ratein beatsminut Not D
e one
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/21/2020

Form Version: 21-Aug-2020 02:50
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Nov-25-2020 13:02:26 ACVOPFEINFPG000
(UTC-06:00) Central Time
(US & Canada)

(b) Data Entry: Changed Information

Eﬁ;,(ﬁ) Recorfj Identifier:: 1
Systolic::

Diastolic::

Respiratory Ratein respiration

s/minute:

Heart Ratein beatsminute:

Nov-25-2020 13:02:17 ACVOPFEINFP6000
(UTC-06:00) Central Time
(US & Canada)

(b) Data Entry: Changed Information

Eﬁ;’(s) Recorg Identifier:: 1
Systalic::

Diastolic::

Respiratory Ratein respiratio

ns/minute:

Heart Ratein beatsminute:

©

Nov-25-2020 13:02:06 ACVOPFEINFP6000
(UTC-06:00) Central Time
(US & Canada)

(b) Data Entry: Changed Information

Eﬁg'(s) Record Identifier:: 1
Systolic::

Diastolic::

Respiratory Ratein respiratio

nsminute:

Heart Rate in beatsminute:

W o o

Nov-25-2020 13:01:41 ACVOPFEINFP6000
(UTC-06:00) Central Time
(US & Canada)

(b) Data Entry: Changed Information
(4)1 11 .-
(b) (6) Recorfj Identifier::
Systolic::
Diastolic::

A=Y

Respiratory Ratein respiratio
nsminute:
Heart Ratein beatsminute:

W o Ok O o

Sep-21-2020 15:34:54 ACVOPFEINFP6000
(UTC-06:00) Central Time
(US & Canada)

(b) Data Entry: Initial Entry
Record I dentifier:: 1
Systolic:: 13

4
Diastolic:: 89
Respiratory Ratein respirati 16
ons/minute:

4),
(b) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Sep/21/2020

Form Version: 21-Aug-2020 02:50

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research

Subject Initials: -
Generated Time (GMT): 29-Mar-2021 10:58

Heart Ratein beatsminute: 93

2.a Record | dentifier:
Date L ocation User Value Reason
Sep-21-2020 15:34:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), 1
(US& Canada) (b) (6)
2.a Systalic:
Date L ocation User Value Reason
Dec-10-2020 10:55:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) (b) (6)
Nov-25-2020 13:02:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US& Canada) (b) (6)
Nov-25-2020 13:01:41 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time (ﬁ)v
(US & Canada) ®) (©)
Sep-21-2020 15:34:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), 134
(US& Canada) (b) (©)
2.aDiagtdlic:
Date L ocation User Value Reason
Dec-10-2020 10:55:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)v Not Applicable
(US& Canada) )
Nov-25-2020 13:02:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) (b) (6)
Nov-25-2020 13:02:06 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time (4),
(US & Canada) (b) (6)
Sep-21-2020 15:34:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (::% 89
(US& Canada) (b) (6)
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FDA-CBER-2021-5683-0794410




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Sep/21/2020

Form Version: 21-Aug-2020
Site No: 1117

Subject No: 11171058
Generated By: (b) (4)

02:50 Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

2.a Respiratory Rate in respirationgminute:

Date L ocation User Value Reason
Dec-10-2020 10:55:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ;,(s) Not Applicable

(US & Canada)

Nov-25-2020 13:02:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done

(US & Canada) (b) (6)

Nov-25-2020 13:02:17 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time 4),

(US & Canada) (b) (©)

Sep-21-2020 15:34:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), 16

(US & Canada) ®)©

2.aHeart Ratein beats/minute:

Date L ocation User Value Reason
Dec-10-2020 10:55:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable

(US& Canada) (b) ()

Nov-25-2020 13:02:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done

(US& Canada) (b) (6)

Nov-25-2020 13:02:26 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time ﬁ ;

(US& Canada) )

Sep-21-2020 15:34:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4) 93

(US & Canada)

(b) (6)

Page 460 of 495

*** Confidential***
FDA-CBER-2021-5683-0794411




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: 4591001

Sep/21/2020

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:51

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History

Back to Form

*** Confidential***

1. Date:
Date L ocation User Value Reason
Oct-23-2020 04:35:57 ACVOPFEINFPG000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central (b) (6) query
Time (US & Canada)
Oct-22-2020 17:28:05 ACVOPFEINFP6000 |(b) (4), (b) |Query 1. Answered Changed data per
(UTC-06:00) Central (6) query
Time (US & Canada)
Oct-22-2020 17:27:41 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Applicable
Time (US & Canada)
Oct-21-2020 03:06:41 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened DM: Kindly
(UTC-06:00) Central (6) consider to update
Time (US & Canada) thisform if require
else mark as Not
applicable by
selecting form level
comment. Thank
you.
Oct-19-2020 18:02:48 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Sep-21-2020 15:35:12 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
2a
Date L ocation User Value Reason
Oct-22-2020 17:27:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Record Identifier:: Not Done
(US & Canada) (b) (6) - -
Oxygen Saturation Not Applicabl
: e
Oct-19-2020 18:02:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Egg’ ®) Record Identifier:: Not Done
(US& Canada) Oxygen Saturation:
Page 461 of 495
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/21/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Sep-21-2020 15:35:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time gg © Record I dentifier:: Not Done
(US& Canada) Oxygen Saturation: Not Done
2.a Record | dentifier:
Date L ocation User Value Reason
Sep-21-2020 15:35:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US& Canada) (b) (©)
2.a SPO2 Pulse Oximetry %
Date L ocation User Value Reason
Oct-22-2020 17:27:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) (b) (6)
Oct-19-2020 18:02:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),
(US & Canada) (b) (6)
Sep-21-2020 15:35:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)r Not Done
(US & Canada) (b) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: 4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: OXY GENATION PARAMETERS - eCRF Audit Trail History

Sep/21/2020

Form Version: 06-Jul-2020 21:52

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date Time of Assessment:

Date L ocation User Value Reason

Oct-23-2020 04:37:18 ACVOPFEINFPG000 |(b) (4), Query 1: Closed Response satisfies

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

Time (US & Canada)

Oct-22-2020 17:38:25 ACVOPFEINFP6000 |(b) (4), (b) |Query 1. Answered Changed data per

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

Time (US & Canada)

Oct-22-2020 17:38:13 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Not Applicable

Time (US & Canada)

Oct-21-2020 02:39:24 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened DM: Kindly

(UTC-06:00) Central (6) consider to update

Time (US & Canada) thisform if require
else mark as Not
applicable by
selecting form level
comment. Thank
you.

Oct-19-2020 18:03:20 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6)

Time (US & Canada)

Oct-19-2020 18:03:06 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Not Applicable

Time (US & Canada)

Sep-21-2020 15:35:28 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Not Done

Time (US & Canada)

2. Arterial Blood Gases PaO2 (mmHg):

Date L ocation User Value Reason

Oct-22-2020 17:38:13 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time g ' Not Applicable

(US& Canada) S

Oct-19-2020 18:03:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time 4),

(US & Canada) (b) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/21/2020

Form Version: 06-Jul-2020 21:52

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Oct-19-2020 18:03:06 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (§>1 Not Applicable
(US & Canada) () (©)
Sep-21-2020 15:35:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US& Canada) (b) 6)
3. FiO2 (Fraction of Inhaled Oxygen):
Date Location User Value Reason
Oct-22-2020 17:38:13 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (s)' Not Applicable
(US & Canada) () (©)
Oct-19-2020 18:03:20 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),
(US & Canada) (b) (6)
Oct-19-2020 18:03:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) (b) (6)
Sep-21-2020 15:35:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US & Canada) (b) (6)
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090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: 4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF
Audit Trail History

Sep/21/2020

Form Version: 06-Jul-2020 21:55

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. What isthe medication identifier?
Date L ocation User Value Reason
Oct-22-2020 17:38:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US & Canada) ®) ©
Oct-19-2020 18:03:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),
(US & Canada) (b) (©)
Sep-21-2020 15:35:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (‘,;)’ Not Applicable
(US& Canada) (b) (6)
2. Category:
Date L ocation User Value Reason
Oct-22-2020 17:38:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Applicable
(US& Canada) (b) (6)
Oct-19-2020 18:03:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time g ;
(US & Canada) () (©)
Sep-21-2020 15:35:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) ®) (6)
3. Concomitant Medications Pre-specified:
Date L ocation User Value Reason
Oct-22-2020 17:38:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time s ; Not Applicable
(US& Canada) () (©)
Oct-19-2020 18:03:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),
(US & Canada) ®) ©
Sep-21-2020 15:35:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Applicable
(US & Canada) ®) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF
Audit Trail History

Sep/21/2020

Form Version: 06-Jul-2020 21:55

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

4. Medication:

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

formulation).

Date L ocation User Value Reason

Oct-23-2020 04:37:04 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

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

Time (US & Canada)

Oct-22-2020 17:38:56 ACVOPFEINFP6000 |(b) (4), (b) |Query 1: Answered Changed data per

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

Time (US & Canada)

Oct-22-2020 17:38:38 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Not Applicable

Time (US & Canada)

Oct-21-2020 01:40:59 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened DM: Kindly

(UTC-06:00) Central (6) consider to update

Time (US & Canada) thisform if require
else mark as Not
applicable by
selecting form level
comment. Thank
you.

Oct-19-2020 18:03:37 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6)

Time (US & Canada)

Sep-21-2020 15:35:44 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Not Applicable

Time (US & Canada)

5. Start Date:

Date L ocation User Value Reason

Oct-22-2020 17:38:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (4), Not Applicable

(US & Canada) (b) (6)

Oct-19-2020 18:03:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (s)'

(US& Canada) S

Sep-21-2020 15:35:44 ACVOPFEINFP6000 | (D) (4). (0) (6) | Data Entry: Initial Entry

(UTC-06:00) Central Time Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF
Audit Trail History

Sep/21/2020

Form Version: 06-Jul-2020 21:55

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

(US & Canada) (b)(4).(b)(6)

6. Ongoing?

Date Location User Value Reason
Oct-22-2020 17:38:38 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (s)' Not Applicable

(US& Canada) (b) (6)

Oct-19-2020 18:03:37 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),

(US & Canada) (b) (6)

Sep-21-2020 15:35:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4) Not Applicable

(US & Canada)

(b) (6)

*** Confidential***
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Header Text: 4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: IMAGING - eCRF Audit Trail History

Sep/21/2020

Form Version: 06-Jul-2020 21:53

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason

Oct-23-2020 04:36:50 ACVOPFEINFPG000 |(b) (4), Query 1: Closed Response satisfies

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

Time (US & Canada)

Oct-22-2020 17:39:20 ACVOPFEINFP6000 |(b) (4), (b) |Query 1. Answered Changed data per

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

Time (US & Canada)

Oct-22-2020 17:39:08 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-06:00) Central (6) Not Applicable

Time (US & Canada)

Oct-21-2020 02:28:40 ACVOPFEINFP6000 |(b) (4), (b) | Query 1: Opened DM: Kindly

(UTC-06:00) Central (6) consider to update

Time (US & Canada) thisform if require
else mark as Not
applicable by
selecting form level
comment. Thank
you.

Oct-19-2020 18:03:55 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6)

Time (US & Canada)

Sep-21-2020 15:36:06 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-06:00) Central (6) Not Done

Time (US & Canada)

2. Location of Assessment:

Date L ocation User Value Reason

Oct-22-2020 17:39:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (4), Not Applicable

(US & Canada) (b) ()

Oct-19-2020 18:03:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time g '

(US& Canada) S

Sep-21-2020 15:36:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time 4), Not Done

(US & Canada) ®®)

Page 468 of 495

*** Confidential***
FDA-CBER-2021-5683-0794419




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: IMAGING - eCRF Audit Trail History
Sep/21/2020
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
3. Type of Imaging Exam:
Date L ocation User Value Reason
Oct-22-2020 17:39:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (s), . Not Applicable
(US& Canada) S
Oct-19-2020 18:03:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4),
(US & Canada) (6) 6)
Sep-21-2020 15:36:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US & Canada) (b) (6)
4. Assessment:
Date L ocation User Value Reason
Oct-22-2020 17:39:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) (b) (6)
Oct-19-2020 18:03:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4),
(US & Canada) (b))
Sep-21-2020 15:36:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (g)' Not Done
(US& Canada) (b) 6)
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Header Text: c4591001

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

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Oct-21-2020 10:41:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ‘ﬁ” Oct/13/2020
(US & Canada) (b) (6)
2. Phase of Disposition:
Date Location User Value Reason
Oct-21-2020 10:41:38 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | VACCINATION
(US & Canada)
3. Status:
Date Location User Value Reason
Oct-21-2020 10:41:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (3): COMPLETED
(US & Canada) (b) (6)
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Header Text: c4591001
Visgit: Logs - Unscheduled

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

FDA-CBER-2021-5683-0794422

Date L ocation User Value Reason
Aug-28-2020 10:52:17 ACVOPFEINFP6000 |(b) Form Created
(UTC-06:00) Central Time (4),
(US & Canada) (b) (6)
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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: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Date L ocation User Value Reason
Sep-17-2020 09:33:42 ACVOPFEINFP6000 |(b) Form Created
(UTC-06:00) Central Time 4),
(US & Canada) (b) (6)
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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: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171058 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date Location User Value Reason
Oct-06-2020 17:42:42 ACVOPFEINFPS000 |(b) Form Deleted Changed
(UTC-06:00) Central Time (4), Information
(US & Canada) (b) 6)
Sep-17-2020 09:38:21 ACVOPFEINFP6000 |(b) Form Created
(UTC-06:00) Central Time (4),
(US & Canada) (b))
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Category:

Date L ocation User Value Reason
Aug-28-2020 10:52:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | ADVERSE EVENT

(US & Canada)

2. AE ID:

Date L ocation User Value Reason
Aug-28-2020 10:52:17 ACVOPFEINFP6000 |autocalc |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

Nov-02-2020 10:39:03
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Closed

Response satisfies query

Time (US & Canada)

PHADENOPATHY, RIGHT

Oct-30-2020 15:52:07 | ACVOPFEINFP6000 | auto query Query 1: Answered New Information
(UTC-06:00) Central (autoquery)

Time (US & Canada)

Oct-30-2020 15:52:07 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: New Information
(UTC-06:00) Central (6) SUPRACLAVICULARLYM

Oct-19-2020 09:29:03 | ACVOPFEINFPG000 |(b) (4), (b) (6) Query 1: Opened CLINQUERY - Please

(UTC-06:00) Central confirm whether

Time (US & Canada) reported
SUPRACLAVICULAR
LYMPHADENOPATHY
is bilateral, left or right
and update as
appropriate.

Aug-28-2020 10:52:17 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), SUPRACLAVICULARLYM

Time (US & Canada) (b) (6) PHADENOPATHY

4. Start Date Time:

Date L ocation User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Feb-22-2021 13:34:42
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Closed

Response satisfies query

Feb-19-2021 12:57:14 | ACVOPFEINFP6000 |(b) (4), (b) Query 2: Answered SUBJECT DUE FOR

(UTC-06:00) Central (6) V4N MARCH 2021,

Time (US & Canada) WILL SOLICIT
ADDITIONAL
INFORMATION AT
THAT VISIT.

Feb-19-2021 10:39:01 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Opened CLINQUERY -

(UTC-06:00) Central SUPRACLAVICULAR

Time (US & Canada) ADENOPATHY with
Start Date of 25 Aug 20,
isdtill indicated as
ONGOING. Please
review and if an END
dateis known, please
update.

Oct-19-2020 09:29:45 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Closed Entered in error

(UTC-06:00) Central

Time (US & Canada)

Oct-01-2020 15:18:02 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Opened CLINQUERY - Please

(UTC-06:00) Central verify if

Time (US & Canada) SUPRACLAVICULAR
LYMPHADENOPATHY
istruly ongoing, then
update the END DATE
and OUTCOME as
appropriate.

Aug-28-2020 10:52:17 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Aug/25/2020 15:42

Time (US & Canada) (b) (6)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason

Nov-16-2020 15:49:55 | ACVOPFEINFP6000 | Charu Sabharwal | Query 2: Closed Response satisfies

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

Time (US & Canada)

Nov-16-2020 15:29:24 | ACVOPFEINFP6000 |(b) (4), (b) Query 2: Answered PER INVESTGATOR,

(UTC-06:00) Central (6) AEISSTILL

Time (US & Canada) ONGOING UNTIL

WE TALK TO THE
PARTICIPANT.
Page 475 of 495

*** Confidential***

FDA-CBER-2021-5683-0794426




090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Nov-16-2020 07:47:20
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Juleen Gayed
(b) (4)

Query 2: Opened

Clin: Please confirm if
this AE is till ongoing

Sep-11-2020 12:55:01
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Closed

Response satisfies
query

Sep-11-2020 12:21:39 | ACVOPFEINFPG000 |(b) (4), (b) Query 1: Answered Original vaueis

(UTC-06:00) Central (6) correct

Time (US & Canada)

Aug-31-2020 14:28:03 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Opened GPDCLIN -

(UTC-06:00) Central SUPRACLAVICULAR

Time (US & Canada) ADENOPATHY GR 1
isreported as
ONGOING. Please
review and determine if
an END dateis
applicable and update
as appropriate
including OUTCOME.

Aug-28-2020 10:52:17 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), YES

Time (US & Canada) (b) (6)

6. Toxicity Grade:

Date L ocation User Value Reason

Aug-28-2020 10:52:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), 1

Time (US & Canada) (b) (6)

7. |sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Aug-28-2020 10:52:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO

Time (US & Canada) (b) (6)

8. Isthis adverse event the result of a study Medication Error?
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Header Text: c4591001
Visit: Logs - Unscheduled

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Verified
Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

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

*** Confidential***

FDA-CBER-2021-5683-0794428

Date L ocation User Value Reason
Aug-28-2020 10:52:17 ACVOPFEINFPG000 |(b) Data Entry: [nitial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
9. Isthisevent related to study treatment:
Date Location User Value Reason
Aug-28-2020 10:52:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NOT RELATED
Time (US & Canada) (b) (6) If Not Related to study treatmen
t(s), this event is due to:
OTHER
If Other, specify:
UNKNOWN
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Aug-28-2020 10:52:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NOT APPLICABLE
Time (US & Canada) (b) (6)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Aug-28-2020 10:52:17 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Aug-28-2020 10:52:17 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171058 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Aug-28-2020 10:52:17 ACVOPFEINFP6000 |(b) Data Entry: [nitial Entry
(UTC-06:00) Central (4), NOT RECOVERED/NOT RESO

Time (US & Canada) (b) (6) LVED

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

Date L ocation User Value Reason
Aug-28-2020 10:52:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
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SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

FDA-CBER-2021-5683-0794430

1. Category:
Date L ocation User Value Reason
Sep-17-2020 09:33:42 ACVOPFEINFP6000 |autocalc |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 09:33:42 ACVOPFEINFP6000 |autocalc |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-17-2020 09:33:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time g s Headache
(US& Canada) S
4. Start Date Time:
Date L ocation User Value Reason
Sep-17-2020 09:33:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Aug/27/2020 UNK:UNK
(US & Canada) (b) (6)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Sep-17-2020 09:33:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) (b)) End Date Time:
Aug/29/2020 UNK:UNK

6. Toxicity Grade:
Date L ocation User Value Reason
Sep-17-2020 09:33:42 ACVOPFEINFP6000 | (b) (4), (0) (6) | Data Entry: Initial Entry
(UTC-06:00) Central Time 1
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

(US & Canada)

(O@o© |

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Sep-17-2020 09:33:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO

(US & Canada) () (6)

8. Isthis adverse event theresult 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-17-2020 09:33:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time g ; NO

(US& Canada) (b) (6)

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Sep-17-2020 09:33:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time s s RELATED

(US& Canada) (b) (6)

10. Latest Action Taken with Study Treatment:

Date L ocation User Value Reason
Sep-17-2020 09:33:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NOT APPLICABLE

(US & Canada) (b) (6)

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Sep-17-2020 09:33:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES

(US& Canada) (b) (©)

12. Was a Non-Drug Treatment given?
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Date L ocation User Value Reason
Sep-17-2020 09:33:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO

(US & Canada) (b) ()

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

Date L ocation User Value Reason
Sep-17-2020 09:33:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), RECOVERED/RESOLVED

(US & Canada) (b))

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

Date L ocation User Value Reason
Sep-17-2020 09:33:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4) NO

(US & Canada)

(b) (6)

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

Form Version: 22-Apr-2020 21:02

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Category:

Date L ocation User Value Reason

Sep-17-2020 09:38:21 ACVOPFEINFPE000 |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 09:38:21 ACVOPFEINFP6000 |autocalc |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

Oct-07-2020 09:33:57 ACVOPFEINFPG6000 |(b) Query 2: Closed Response satisfies

(UTC-06:00) Central (4), query

Time (US & Canada) (b)

(6)

Oct-06-2020 17:42:42 ACVOPFEINFP6000 | auto query Query 2: Answered Changed Information

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Oct-04-2020 23:51:31 ACVOPFEINFP6000 |(b) Query 2: Opened Clinical Query:

(UTC-06:00) Central (4), Unfreezed now. As

Time (US & Canada) (b) (6) myalgiaisrecorded
on the SOD CRF asa
potential COVID-19
symptom it should
not also be recorded
on the AE CRF.
Thanks.

Oct-03-2020 18:19:38 ACVOPFEINFPG000 |(b) Query 2: Candidate Clinical Query: [DM,

(UTC-06:00) Central (4), please unfreeze] As

Time (US & Canada) (b) myalgiais recorded

(6) on the SOD CRF asa
potential COVID-19
symptom it should
not also be recorded
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Header Text: c4591001
Visit: Logs - Unscheduled

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

*** Confidential***

on the AE CRF.

Oct-01-2020 11:21:48 ACVOPFEINFP6000 | Svitlana Query 1: Closed Response satisfies

(UTC-06:00) Central Tonkovyd query

Time (US & Canada) (b) (4)

Sep-30-2020 17:21:43 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered THISIS

(UTC-06:00) Central (6) COMPLETE

Time (US & Canada)

Sep-18-2020 16:39:54 ACVOPFEINFP6000 | Svitlana Query 1: Opened GPD Clin: Protocol

(UTC-06:00) Central Tonkovyd Section 8.1 lists

Time (US & Canada) (b) (4) myalgia as potential
COVID-19 lliness
symptom. Regardless
of the cause of
myalgia, COVID
IlIness CRF form
needs to be
completed with all
possible information
gathered by the PI
and Nasal Swab
NOT to be collected

Sep-17-2020 09:38:21 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Myolgia, neck

Time (US & Canada)

4, Start Date Time:

Date L ocation User Value Reason

Sep-17-2020 09:38:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (§>' . Aug/26/2020 UNK:UNK

(US& Canada) S

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason

Sep-17-2020 09:38:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (4), NO

(US & Canada) (b) (6) End Date Time:

Aug/28/2020 UNK:UNK
6. Toxicity Grade:
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Date L ocation User Value Reason
Sep-17-2020 09:38:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), 1

(US & Canada)

(b) (6)

7. |sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Sep-17-2020 09:38:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (s), . NO
(US& Canada) (b) (6)
8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Sep-17-2020 09:38:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) (b) (©)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Sep-17-2020 09:38:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NOT RELATED
(US & Canada) (b) (6) If Not Related to study treatment(s)
, this event is due to:
OTHER
If Other, specify:
postural
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted, Verified

Site No: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171058 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Sep-17-2020 09:38:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NOT APPLICABLE
(US & Canada) (6) (6)

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Sep-17-2020 09:38:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO

(US & Canada) (b) (6)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Sep-17-2020 09:38:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO

(US & Canada) (b) (6)

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

Date Location User Value Reason
Sep-17-2020 09:38:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (s)’ RECOVERED/RESOLVED

(US& Canada) S

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

Date L ocation User Value Reason
Sep-17-2020 09:38:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' NO
(US& Canada) (b) (6)
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Header Text: 4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - Audit Trail

Form Status:

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Date L ocation User Value Reason
Nov-13-2020 16:30:42 ACVOPFEINFP6000 |(b) Form Created
(UTC-06:00) Central Time 4),
(US & Canada) (b))
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - Audit Trail

Form Status:

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Date L ocation User Value Reason
Dec-17-2020 18:08:48 ACVOPFEINFP6000 | (b) (4), (0) |Form Created
(UTC-06:00) Central Time (6)
(US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171058
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. What isthe medication identifier?

Date L ocation User Value Reason
Nov-13-2020 16:30:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |1

(US & Canada)

2. Category:

Date L ocation User Value Reason
Nov-13-2020 16:30:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | VACCINATIONS

(US & Canada)

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Nov-13-2020 16:30:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |NO

(US & Canada)

4. Medication:

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

formulation).
Date L ocation User Value Reason
Nov-13-2020 16:30:42 ACVOPFEINFP6000 |(b) (4), (b) | DataEntry: Initial Entry
(UTC-06:00) Central Time (6) FLU VACCINE
(US & Canada)
5. Date:
Date L ocation User Value Reason
Nov-13-2020 16:30:42 ACVOPFEINFP6000 | (0) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Oct/8/2020
(US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History

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

SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171058 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. What isthe medication identifier?

Date L ocation User Value Reason
Dec-17-2020 18:08:48 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |2

(US & Canada)

2. Category:

Date L ocation User Value Reason
Dec-17-2020 18:08:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | VACCINATIONS

(US & Canada)

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Dec-17-2020 18:08:48 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |NO

(US & Canada)

4. Medication:

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

Date L ocation User Value Reason
Dec-17-2020 18:08:48 ACVOPFEINFP6000 |(D) (4), (b) | Data Entry: Initial Entry
(UTC-06:00) Central Time (6) Tdap (Tetanus, Diphtheria, Pertussis
(US & Canada) ) Vaccine
5. Date:
Date L ocation User Value Reason
Dec-17-2020 18:08:48 ACVOPFEINFP6000 |(B) (), () | Data Entry: Initial Entry
(UTC-06:00) Central Time (6) Oct/27/2020
(US & Canada)
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Visit

Date Location User Value Reason
Dec-28-2020 15:12:40 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Dec/18/2020

(US & Canada)
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Header Text: 4591001

Visit: Potential ReVax Initial Contact -

Unscheduled

Form Version: 10-Dec-2020 02:25

SiteNo: 1117
Subject No: 11171058

Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit Trail

History

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

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

Date L ocation User Value Reason
Dec-31-2020 04:27:50 ACVOPFEINFPG000 |(b) (4), Query 1: Closed Closed as data
(UTC-06:00) Central (b) (6) entered.
Time (US & Canada)
Dec-29-2020 21:08:18 ACVOPFEINFPS000 |(b) (4), (b) Query 1: Answered Changed data per
(UTC-06:00) Central (6) query
Time (US & Canada)
Dec-29-2020 03:33:20 ACVOPFEINFPG000 |(b) (4), Query 1: Opened The response
(UTC-06:00) Central (b) (6) indicates participant
Time (US & Canada) was unblinded,
however the
TREATMENT
UNBLINDED dateis
missing in the DISP
visit. Please complete
this date.
Dec-28-2020 15:12:57 ACVOPFEINFP6000 | auto query Query 1: Candidate The response
(UTC-06:00) Central (autoquery) indicates participant
Time (US & Canada) was unblinded,
however the
TREATMENT
UNBLINDED dateis
missing in the DISP
visit. Please complete
this date.
Dec-28-2020 15:12:57 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Participant iswilling to return for
Time (US & Canada) Vaccination 3
Participant is:
eligible and NOT confirmed to
have received only placebo at
Vaccination 1/2
Page 491 of 495

*** Confidential***

FDA-CBER-2021-5683-0794442




Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171058 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Dec-29-2020 21:21:10 ACVOPFEINFP6000 | (0) (4), () |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Dec/18/2020

(US & Canada)

2. Primary Reason for Unblinding:

090177e196ae3dc8\Final\Final On: 01-Apr-2021 04:41 (GMT)

Date Location User Value Reason
Dec-29-2020 21:21:10 ACVOPFEINFP6000 |(b) (4), (b) | DataEntry: Initial Entry
(UTC-06:00) Central Time (6) ASSESSELIGIBILITY FOR ADDI
(US & Canada) TIONAL VACCINATION
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Header Text: c4591001

Vigit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Subject Status

Date L ocation User Value Reason
Oct-21-2020 10:41:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | FOLLOW-UP

(US & Canada)

Aug-26-2020 15:15:55 ACVOPFEINFP6000
(UTC-06:00) Central Time
(US & Canada)

autocalc | Data Entry: Initial Entry
(autocalc) | ENROLLED/RANDOMIZED

Aug-26-2020 15:14:56 ACVOPFEINFP6000
(UTC-06:00) Central Time
(US & Canada)

autocalc | DataEntry: Initial Entry
(autocalc) | SCREENED

2. Subject Status Date

Date L ocation User Value Reason
Jan-05-2021 01:12:58 ACVOPFEINFP6000 | (B) (4), (b) (6) | Query 1: Closed Response satisfies
(UTC-06:00) Central query

Time (US & Canada)

Jan-04-2021 20:05:12 ACVOPFEINFP6000 |(b) (4), (b)  |Query 1: Answered PER PROGRESS
(UTC-06:00) Central (6) NOTES,

Time (US & Canada) PARTICIPANT

NOTIFIED CLINIC
THAT ENTRY WAS

INCORRECT.
Jan-04-2021 04:27:21 ACVOPFEINFP6000 | Saumitra Query 1: Opened IlIness ediary: As per
(UTC-06:00) Central Dubey IlIness ediary records,
Time (US & Canada) (b) (4) subject reported
"Yes' for the question
"Haveyou

experienced any of
the following?’ for
the COVID-19
symptoms or
diagnosison
28DEC2020. But
corresponding
COVID llInessvisit
not reported. Please
clarify.

Oct-21-2020 10:41:38 ACVOPFEINFP6000

auto calc Data Entry: Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1117

Subject No: 11171058

Generated By: (b) (4)

Form: SUBJECT STATUS - eCRF Audit Trail History

Form Status: Data Complete, Verified

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

(UTC-06:00) Central (autocalc) Oct/13/2020

Time (US & Canada)

Aug-26-2020 15:15:55 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Aug/25/2020

Time (US & Canada)

Aug-26-2020 15:14:56 ACVOPFEINFP6000 | auto cac Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Aug/25/2020

Time (US & Canada)
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Header Text: c4591001

SiteNo: 1117
Subject No: 11171058
Generated By: (b) (4)

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

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History
Form Status: Data Complete, Signed, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Casebook Signature

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

(4,
(b) (6)

Click Here to Enable

Date Location User Value Reason
Oct-30-2020 16:21:21 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry

*** Confidential***
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