090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---

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

eCRF Audit Trail History

Cohort Selection

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

1. | Select appropriate response - Protocol | 24 JUL 2020
version

2. | Select appropriate response - What STAGE 3 COHORTS
cohort does the subject belong to?
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Header Text: c4591001

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

Subject No: 11171036

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/20/2020
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Header Text: c4591001

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

Subject No: 11171036
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

*** Confidential***

Demography
1. | Subject ID [11171036]
2. | Birth Date: (b) (6)/1974
3. | Sex: MALE
4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that apply): WHITE
6. | Racial Designation:
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02

Site No: 1117
Subject No: 11171036
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. | Dateof Visit Aug/20/2020
2. | Erroneous Visit
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Site

Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 30-Jul-2020 21:29

No: 1117

Subject No: 11171036
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

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

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

Form Comments

Inclusion Criteria Not M et

1

*** Confidential***

Description of Inclusion Criterion Not Applicable
Not Met
Exclusion Criteria Met
2. Description of Exclusion Criterion | Not Applicable
Met
Page 5 of 832
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171036

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/20/2020
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: [1
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171036

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY
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

Medical History Details

lall | ine/MH Number:

(1]

Disease/Syndrome/Surgery [ALCOHOLISM]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2005
Ongoing: NO
End Date:
UNK/UNK/2017

1b Line/MH Number:

(2

Disease/Syndrome/Surgery [SCHIZOPHRENIA]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2016
Ongoing: YES

1¢ || Line/MH Number: [3]
Disease/Syndrome/Surgery [ANXIETY]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2017
Ongoing: YES

1d || Line/MH Number:

(4

*** Confidential***

Disease/Syndrome/Surgery [BIPOLAR DISORDER]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2016
Ongoing: YES

1e || Line/MH Number: (5]
Disease/Syndrome/Surgery [INSOMNIA]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2017
Ongoing: YES
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FDA-CBER-2021-5683-0793126




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171036

Generated By: (b) (4)

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

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

11| Line/MH Number:

6]

Disease/Syndrome/Surgery [FISH ALLERGY]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1979
Ongoing: YES

19 || Line/MH Number: [7
Disease/Syndrome/Surgery [DIABETESMELLITUSTYPE II]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2019
Ongoing: YES

Lh 1 Line/MH Number: [8]
Disease/Syndrome/Surgery [HYPERTENSION]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2016
Ongoing: YES

Li || Line/MH Number:

(9

Disease/Syndrome/Surgery [MAJOR DEPRESSIVE DISORDER]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2016
Ongoing: YES
1i || Line/MH Number: [10]

Disease/Syndrome/Surgery [CONSTIPATION]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2018
Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171036

Generated By: (b) (4)

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

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

*** Confidential***

1K || Ling/MH Number: [11]
Disease/Syndrome/Surgery [Chronic Kidney Disease, Stage 2]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Jan/UNK/2020
Ongoing: YES
Page 9 of 832
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171036

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/20/2020
2. |Weight: [269.2]
3. | Unit: LB
4. | Height: [76.6]
5. | Unit: in
6. | Body Mass Index: [32.3]
Vital Signs Details
72| Record Identifier: 1
Temperature: [97.9]
Unit: F
Temperature Location: ORAL CAVITY
Page 10 of 832

*** Confidential***
FDA-CBER-2021-5683-0793129




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171036

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/20/2020
2. | Randomization Number: [57122]
3. | Randomization Group: [1
Page 11 of 832
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171036

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/20/2020
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 || sample ID [BPRTY5]
5b ‘SampIeID ‘[BPRTYG]
5c¢ ‘SampIeID ‘[BPSSHH]
5.d ‘SampIeID ‘[BP58HJ]
5e ‘SampIeID ‘[BPSSHK]
Page 12 of 832
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171036

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

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/20/2020
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 || sample D [BPSSGR]
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171036

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/20/2020 16:02
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. | Wasthe subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
Page 14 of 832
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 11171036
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***
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Header Text: c4591001
Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:02

Site No: 1117
Subject No: 11171036
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. | Dateof Visit Sep/10/2020
2. | Erroneous Visit Not Applicable Comments
Page 16 of 832
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 15-Sep-2020 21:54
SiteNo: 1117

Subject No: 11171036

Generated By: (b) (4)

Form: VITAL SIGNS- TEMP

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***

Vital Signs
1. |Date Sep/10/2020
Vital SignsDetails
2.2 || Record Identifier: 1
Temperature: [98.2]
Unit: F
Temperature Location: ORAL CAVITY
Page 17 of 832
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 11171036

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/10/2020
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|| sample D [BM8Y FW]
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 11171036

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/10/2020 13:12
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. | Wasthe subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
Page 19 of 832
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_ L
Form Version: 22-Apr-2020 21:02
SiteNo: 1117

Subject No: 11171036

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. | Dateof Visit Oct/8/2020
2. | Erroneous Visit
Page 20 of 832
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:03
SiteNo: 1117

Subject No: 11171036

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:
Oct/8/2020
4. | If no sample was collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a || sample ID [BRJSDP]
5b ‘SampIeID ‘[BRJSDR]
5c¢ ‘SampIeID ‘[BRJ8F6]
5d ‘SampIeID ‘[BRSRLH]
5e ‘SampIeID ‘[BRSRLJ]
Page 21 of 832
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Header Text: c4591001

Visit: V4_MONTH6_L

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

Subject No: 11171036

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. | Dateof Visit 1

2. | Erroneous Visit

Page 22 of 832
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Header Text: c4591001

Visit: V4_MONTH6_L

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

Subject No: 11171036

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

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 1D [

*** Confidential***
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Header Text: c4591001

Visit: V5_MONTH12_L

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

Subject No: 11171036

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. | Dateof Visit 1

2. | Erroneous Visit

Page 24 of 832
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Header Text: c4591001

Visit: V5_ MONTH12 L

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

Subject No: 11171036

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

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 1D [

*** Confidential***
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Header Text: c4591001

Visit: V6_MONTH24_L

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

Subject No: 11171036

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. | Dateof Visit 1

2. | Erroneous Visit

Page 26 of 832
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Header Text: c4591001

Visit: V6_MONTH24 L

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

Subject No: 11171036

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

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 1D [

*** Confidential***
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Header Text: c4591001

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

Oct/08/2020

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

Subject No: 11171036

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. |Dateof Visit Oct/8/2020

2. | Erroneous Visit

COVID-19 llIness Visit

3. [ COVID-19 IlIness Visit: COVID_A
Page 28 of 832
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Header Text: c4591001

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

Oct/08/2020

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

Subject No: 11171036

Generated By: (b) (4)

Form Status. Data Complete, Frozen, Not Complete
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

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

eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Oct/8/2020
2. | Date of First Symptom Started: Sep/22/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Dec/3/2020
Symptoms
4.a || symptoms: FEVER
Was symptom present? NO
4b || symptoms: NEW OR INCREASED COUGH
Was symptom present? NO
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? YES
4d Symptoms: CHILLS
Was symptom present? YES
4e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? YES
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? YES
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? YES
4h || symptoms: DIARRHEA
Was symptom present? NO
4 || symptoms: VOMITING
Was symptom present? NO
Symptoms - Other
54 || symptoms - Other Text: [HEADACHE]
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Header Text: c4591001

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

Oct/08/2020

Form Version: 15-Sep-2020 21:55
SiteNo: 1117

Subject No: 11171036

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

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

5b ‘ Symptoms - Other Text:

’ [SINUS PRESSURE]

5¢ ‘ Symptoms - Other Text:

‘ [LEFT ARM SORENESS]

5d ‘ Symptoms - Other Text:

‘ [NECK STIFFNESS]

Page 30 of 832
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Header Text: c4591001

Visit: POT_COVID_ILL 1

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

Subject No: 11171036
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN

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

*** Confidential***

# Date of Collectio | Specimen Typ | Specimen Collection Locati | Assay Code and Descripti | Device Typ Form Instance
n e on on e
1. | Not Done Not Done Not Done Not Done Not Done | Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN
Oct/08/2020

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

Subject No: 11171036
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

Microbiology Specimen

1. | Actual Date of Collection: Not Done Comments
I
2. | Specimen Type: Not Done Comments
3. | Specimen Collection Location: Not Done Comments
4. | Assay Code and Description: Not Done Comments
5. | Device Type: Not Done Comments
6. | Trade Name: Not Done Comments
7. | Test Result: Not Done Comments
8. | Comments/Findings/Details: Not Done Comments
[]
9. | Trade Name Other, Specify: Not Done Comments
[]
Page 32 of 832
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Site
Subj

Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form Version: 22-Apr-2020 21:03

No: 1117
ect No: 11171036

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: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE Comments
2. | Sample Type NASAL_SWAB_SELF Comments
3. | Sample Collected? NO Comments
4. | If no sample was collected or sample | [SWAB PFE WAS COLLECTED BY CLINIC PERSONNEL] Comments
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5.
Sample ID []

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Oct/08/2020

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

Subject No: 11171036

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

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Oct/8/2020
4. | If no sample was collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample D [BRISDB]
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Header Text: c4591001

Oct/08/2020

Form Version: 10-Oct-2020 15:59
SiteNo: 1117

Subject No: 11171036

Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form: HEALTH CARE UTILIZATION

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

Health Care Utilization

*** Confidential***

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

Visit: POT_COVID_ILL 1

Form: RESPIRATORY TREATMENT

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

Subject No: 11171036
Generated By: (b) (4)

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

# | Treatment Identifier | Con Non-Drug Treatments Pre-specified | Treatment | Treatment | Start Date | Form Instance
1. [ Not Done Not Done Not Done |NotDone |NotDone | Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: RESPIRATORY TREATMENT
Oct/08/2020

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

Subject No: 11171036
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

Respiratory Treatment

*** Confidential***

1. [ What isthe treatment Identifier? Not Done Comments
[

2. | Concomitant Non-drug Treatment Not Done Comments

Pre-specified:

3. | Treatment: Not Done Comments

4. | Treatment: Not Done Comments
[

5. | Start Date: Not Done Comments
1

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

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ILLNESS DETAILS

Oct/08/2020

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

Subject No: 11171036
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

IlIness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

2. | Was adiagnosis obtained for Potential | NO
COVID-19 lliness?
3. | Toxicity Grade: 1
Page 38 of 832
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Header Text: c4591001

Visit: POT_COVID_ILL 1

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

Subject No: 11171036
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 Done Not Done Not Done Not Done Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ILLNESS DETAILS - SEVERE
Oct/08/2020

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

Subject No: 11171036
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

IlIness Details
1. | Category of Clinical Event: Not Done Comments
2. | Subcategory of Clinical Event: Not Done Comments
3. | Was adiagnosis obtained? Not Done Comments
4. | Toxicity Grade: Not Done Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1

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

Subject No: 11171036
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 Lab | Vendor Na Collectl-on D | Specimen T L ab Result Form Instance
Test me ate: ype
1. | Not Done Not Done | Not Done Not Done Sponsor-Defined 1 de et | Result: Repeating
ntifier ' ' Pages
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/08/2020

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

Subject No: 11171036

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: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Back to Form
Form Comments
eCRF Audit Trail History

Lab Chemistry Details
1. |Lab Pand: Not Done Comments
2. | Laboratory Name and Address Not Done Comments
[
3. | Collection Date: Not Done Comments
I
4. | Specimen Type: Not Done Comments
Lab Result
54 || sponsor ID: Not Done Comments
[
Test: C Reactive Protein_PX329
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

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

Subject No: 11171036
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: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

*** Confidential***

5b Sponsor 1D: Not Done Comments

[

Test: Alanine Aminotransferase PX30

Resullt: Not Done Comments
[

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[
High
[
Unit

5 || sponsor ID: Not Done Comments

[

Test: Agpartate Aminotransferase PX28

Result: Not Done Comments
[1

Not Done: Not Done Comments

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/08/2020

Form Version: 21-Aug-2020 02:49

Site No: 1117
Subject No: 11171036
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: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

5.d

Sponsor 1D: Not Done Comments
[
Test: Alkaline Phosphatase PX35
Resullt: Not Done Comments
[
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[
High
[
Unit
5€ || sponsor ID: Not Done Comments
[
Test: Bilirubin_PX21
Result: Not Done Comments
[1
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

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

Subject No: 11171036
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: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

*** Confidential***

Sf Sponsor 1D: Not Done Comments

[

Test: Blood Urea Nitrogen_PX47

Resullt: Not Done Comments
[

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[
High
[
Unit

59 || sponsor 1D: Not Done Comments

[

Test: Creatinine_PX48

Result: Not Done Comments
[1

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID ILL 1

Form Version: 21-Aug-2020 02:51

SiteNo: 1117
Subject No: 11171036
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 La| Vendor Name (DE | Collection | Specimen Form Instanc
# b Test RIVED) Date: Type Lab Result e
1. | Not Done Not Done Not Done Not Done Sponsor-Defined | Repeating
e Test: |Result: Pages
dentifier
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do |Not Do
ne ne
Not Done Not Do | Not Do
ne ne
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form Version: 21-Aug-2020 02:51
SiteNo: 1117
Subject No: 11171036

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

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

Generated By: (b) (4)

Back to Form
Form Comments
eCRF Audit Trail History

*** Confidential***

Laboratory Data Hematology
1. |Lab Pand: Not Done Comments
2. | Laboratory Name and Address Not Done Comments
[
3. | Collection Date: Not Done Comments
I
4. | Specimen Type: Not Done Comments
Lab Result
54 || sponsor ID: Not Done Comments
[
Test: Hemoglobin_PX1
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/08/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171036
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: LOCAL LABORATORY DATA - REPEATING Hematology

5b

Sponsor 1D: Not Done Comments
[
Test: Hematocrit_PX2
Resullt: Not Done Comments
[
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[
High
[
Unit
5 || sponsor ID: Not Done Comments
[
Test: Erythrocytes PX3
Result: Not Done Comments
[1
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[
High
[]
Unit
Page 48 of 832

*** Confidential***

FDA-CBER-2021-5683-0793167




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

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

Subject No: 11171036
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: LOCAL LABORATORY DATA - REPEATING Hematology

*** Confidential***

5d Sponsor 1D: Not Done Comments

[

Test: Platelets PX5

Resullt: Not Done Comments
[

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[
High
[
Unit

5€ || sponsor ID: Not Done Comments

[

Test: Leukocytes PX7

Result: Not Done Comments
[1

Not Done: Not Done Comments

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/08/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171036
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: LOCAL LABORATORY DATA - REPEATING Hematology

5f

Sponsor 1D: Not Done Comments
[
Test: Neutrophils_PX608
Resullt: Not Done Comments
[
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[
High
[
Unit
59 || sponsor ID: Not Done Comments
[
Test: Eosinophils PX609
Result: Not Done Comments
[1
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[
High
[]
Unit
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology
Oct/08/2020
Form Version: 21-Aug-2020 02:51 Form Status. Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5h Sponsor 1D: Not Done Comments
[
Test: Monocytes PX612
Resullt: Not Done Comments
[
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[
High
[
Unit
Si Sponsor 1D: Not Done Comments
[
Test: Basophils_PX610
Result: Not Done Comments
[1
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/08/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1117
Subject No: 11171036
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: LOCAL LABORATORY DATA - REPEATING Hematology

5j

Sponsor 1D: Not Done Comments
[]
Test: Lymphocytes PX611
Result: Not Done Comments
[l
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[l
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID ILL 1

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: VITAL SIGNS - COVID

Form Version: 21-Aug-2020 02:50

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

*** Confidential***

# Date: Vital Signs Details Form Instance
1. |NotDone Record | dentifier: Systalic: Diastolic: Repeating Pages
Not Done Not Done Not Done
Page 53 of 832

FDA-CBER-2021-5683-0793172




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: VITAL SIGNS - COVID
Oct/08/2020

Form Version: 21-Aug-2020 02:50

Site No: 1117
Subject No: 11171036
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 Done Comments
I
Vital Signs Details
2.2 || Record Identifier: Not Done
1
Systolic: Not Done Comments
[
Diastolic: Not Done Comments
[
Respiratory Rate in Not Done Comments
respirations/minute:
[
Heart Rate in beats/minute: Not Done Comments
[
Page 54 of 832

*** Confidential***

FDA-CBER-2021-5683-0793173




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 21-Aug-2020 02:51
SiteNo: 1117
Subject No: 11171036
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 SignsDetails Form Instance
1. |NotDone Record | dentifier: Oxygen Saturation Repeating Pages
Not Done Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: VITAL SIGNS - PULSE OX ROOM AIR
Oct/08/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1117
Subject No: 11171036
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 Done Comments
1

Vital Signs Details

2.a || Record Identifier: Not Done
1

SPO2 Pulse Oximetry % Not Done Comments
[]
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Header Text: c4591001

Visit: POT_COVID_ILL 1

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

Subject No: 11171036
Generated By: (b) (4)

Form: OXY GENATION PARAMETERS

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

# Date Time of Assessment

Arterial Blood Gases PaO2

FiO2 (Fraction of Inhaled Oxygen) Form Instance

1. | Not Done

Not Done

Not Done Repeating Pages

*** Confidential***
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Header Text: c4591001

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

Oct/08/2020

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

Subject No: 11171036
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 Done Comments
1
2. | Arteria Blood Gases PaO2 (mmHg): | Not Done Comments
[]
3. | FiO2 (Fraction of Inhaled Oxygen): Not Done Comments
[]
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Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:55
SiteNo: 1117

Subject No: 11171036
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 Ide | Category for Medic | Concomitant Medications Pre- | Name of Medica | Start D
# . . o . Form Instance
ntifier ation specified tion ate
1. | Not Done Not Done Not Done Not Done Not Don Repeating
e Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
Oct/08/2020

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

Subject No: 11171036
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 Done Comments
[]
2. | Category: Not Done Comments
3. | Concomitant Medications Not Done Comments
Pre-specified:
4. | Medication: Not Done 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 Done Comments
1
6. | Ongoing? Not Done Comments
Page 60 of 832
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Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:53
SiteNo: 1117

Subject No: 11171036
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 M ethod Overall Assessment Form Instance
1. | Not Done Not Done Not Done Not Done Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1-Unscheduled Visiton Form: IMAGING
Oct/08/2020

Form Version: 06-Jul-2020 21:53

SiteNo: 1117
Subject No: 11171036
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 Done Comments
I
2. | Location of Assessment: Not Done Comments
3. | Type of Imaging Exam: Not Done Comments
4. | Assessment: Not Done Comments
Page 62 of 832
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Header Text: c4591001

Dec/23/2020

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

Subject No: 11171036

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: DATE OF VISIT - ILLNESS ONSET

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

*** Confidential***

Date of Visit

1. |Dateof Visit Dec/23/2020

2. | Erroneous Visit

COVID-19 llIness Visit

3. [ COVID-19 IlIness Visit: COVID_B
Page 63 of 832
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 10-Dec-2020 02:29

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

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

Signs and Symptoms

1. | Date of Assessment: Not Applicable Comments
I
2. | Date of First Symptom Started: Not Applicable Comments
I
3. | Symptoms Ongoing? Not Applicable Comments
Symptoms
4.a || 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
4e 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
4.9 || symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? Not Applicable Comments
Page 64 of 832
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19

Dec/23/2020
Form Version: 10-Dec-2020 02:29 Form Status. Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
4h || symptoms: DIARRHEA
Was symptom present? Not Applicable Comments
41 || symptoms: VOMITING
Was symptom present? Not Applicable Comments

Symptoms - Other

5a ‘ Symptoms - Other Text: ‘ [
5b ‘ Symptoms - Other Text: ‘ [
5¢ ‘ Symptoms - Other Text: ’ [
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Header Text: c4591001

Visit: POT_COVID_ILL 2

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

Subject No: 11171036
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN

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

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

Date of Collecti | Specimen Ty

Specimen Collection L ocat

Assay Code and Descript

# Device Type | Form Instance
on pe ion ion
1. [ Not Applicable | Not Applicabl | Not Applicable Not Applicable Not Applicabl Repeating
e e Pages
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Header Text: c4591001

Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: MICROBIOLOGY SPECIMEN

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

Microbiology Specimen

*** Confidential***

1. | Actual Date of Collection: Not Applicable Comments
I
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/Findingsy/Details: Not Applicable Comments
[]
9. | Trade Name Other, Specify: Not Applicable Comments
[]
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
Dec/23/2020

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 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 SITE Comments
2. | Sample Type NASAL_SWAB_SELF Comments
3. | Sample Collected? YES Comments
Date of Collection:
Dec/7/2020
4. | If no sample was collected or sample | [SELF SWAB TAKEN WITHOUT ILLNESS] Comments
was not collected according to
protocol, please provide reason:

Aliquot

Please enter barcode for each aliquot.

Sa|| sampleID [CV60869] ‘ Comments ‘

090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Dec/23/2020

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

Subject No: 11171036

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 aiquot.
5. Sample ID Not Applicable
[]
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: HEALTH CARE UTILIZATION
Dec/23/2020

Form Version: 10-Dec-2020 02:26
SiteNo: 1117

Subject No: 11171036

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

Form Comments
eCRF Audit Trail History

Health Care Utilization

1a || physician or Healthcare SPECIALIST

Professional:

Occurrence of Visits or Contacts: Not Applicable Comments
Lb Physician or Healthcare EMERGENCY ROOM

Professional:

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

Professional:

Occurrence of Visits or Contacts: Not Applicable Comments
Ld || physician or Hedlthcare URGENT CARE

Professional:

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

Professional:

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

Professional:

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

[]
Health Care Utilization
3. | Hasthe subject been hospitalized due | Not Applicable Comments
to potential COVID-19 illness?
Page 70 of 832
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Header Text: c4591001
Visit: POT_COVID_ILL 2

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

Subject No: 11171036
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

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

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

Treatment | dentifi

Con Non-Drug Treatments Pre-speci

*** Confidential***

# . Treatment Treatment Start Date Form Instance
er fied
1. | Not Applicable Not Applicable Not Applicabl | Not Applicabl | Not Applicabl Repeating
e e e Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: RESPIRATORY TREATMENT
Dec/23/2020

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

Subject No: 11171036
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

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

2. | Concomitant Non-drug Treatment Not Applicable Comments

Pre-specified:

3. | Treatment: Not Applicable Comments

4. | Treatment: Not Applicable Comments
[]

5. | Start Date: Not Applicable Comments
1

6. | Ongoing? Not Applicable Comments

Page 72 of 832
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Header Text: c4591001

Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: ILLNESS DETAILS

Form Status: Data Complete, Frozen

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

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

Form Comments
eCRF Audit Trail History

*** Confidential***

IlIness Details
1. | Category of Clinical Event: Not Applicable Comments
2. | Wasadiagnosis obtained for Potential | Not Applicable Comments
COVID-19 IlIness?
3. | Toxicity Grade: Not Applicable Comments
Page 73 of 832
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Form Version: 17-Jul-2020 21:55

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

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

# | 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 2 - Unscheduled Visiton  Form: ILLNESS DETAILS - SEVERE
Dec/23/2020

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

Subject No: 11171036
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

*** Confidential***

IlIness Details

1. | Category of Clinical Event: Not Applicable Comments

2. | Subcategory of Clinical Event: Not Applicable Comments

3. | Was adiagnosis obtained? Not Applicable Comments

4. | Toxicity Grade: Not Applicable Comments
Page 75 of 832
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Header Text: c4591001

Visit: POT_COVID_ILL 2

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

Subject No: 11171036
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

# Category for La | Vendor Na Collectl.onD Specimen T L ab Result Form Instanc
b Test me ate: ype e
1. | Not Applicable Not Applica | Not Applica | Not Applica Sponsor-Defined Id Repeating
ble ble ble entifier Test: | Result: Pages
Not Applicable Not Do | Not Applic
ne able
Not Applicable Not Do | Not Applic
ne able
Not Applicable Not Do | Not Applic
ne able
Not Applicable Not Do | Not Applic
ne able
Not Applicable Not Do | Not Applic
ne able
Not Applicable Not Do | Not Applic
ne able
Not Applicable Not Do | Not Applic
ne able
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Header Text: c4591001

Dec/23/2020

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

Subject No: 11171036

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Form Status: Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

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

*** Confidential***

1. | LabPanel: Not Applicable Comments
2. | Laboratory Name and Address Not Applicable Comments
[]
3. | Collection Date: Not Applicable Comments
)
4. | Specimen Type: Not Applicable Comments
Lab Result
Sa Sponsor 1D: Not Applicable Comments
[]
Test: C Reactive Protein_PX329
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
Page 77 of 832

FDA-CBER-2021-5683-0793196




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

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

Subject No: 11171036

Generated By: (b) (4)

Form Status. Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

5b Sponsor 1D: Not Applicable Comments

[]

Test: Alanine Aminotransferase PX30

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit

5 || sponsor ID: Not Applicable Comments

[]

Test: Agpartate Aminotransferase PX28

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit

Page 78 of 832
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Dec/23/2020
Form Version: 21-Aug-2020 02:49 Form Status. Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5d Sponsor 1D: Not Applicable Comments
[]
Test: Alkaline Phosphatase PX35
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
5€ || 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 2 - Unscheduled Visit on

Dec/23/2020

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

Subject No: 11171036

Generated By: (b) (4)

Form Status. Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

S5f Sponsor 1D: Not Applicable Comments

[]

Test: Blood Urea Nitrogen_PX47

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit

59 || sponsor ID: Not Applicable Comments

[]

Test: Creatinine_PX48

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

*** Confidential***

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

ble able e Test: Result: Pages
dentifier Fages

Not Applicable Not Do | Not Applic
ne able

Not Applicable Not Do | Not Applic
ne able

Not Applicable Not Do | Not Applic
ne able

Not Applicable Not Do | Not Applic
ne able

Not Applicable Not Do | Not Applic
ne able

Not Applicable Not Do | Not Applic
ne able

Not Applicable Not Do | Not Applic
ne able

Not Applicable Not Do | Not Applic
ne able

Not Applicable Not Do | Not Applic
ne able

Not Applicable Not Do | Not Applic
ne able
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

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

Subject No: 11171036

Generated By: (b) (4)

Form Status: Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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
1. | LabPanel: Not Applicable Comments
2. | Laboratory Name and Address Not Applicable Comments
[]
3. | Collection Date: Not Applicable Comments
)
4. | Specimen Type: Not Applicable Comments
Lab Result
Sa Sponsor 1D: Not Applicable Comments
[]
Test: Hemoglobin_PX1
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
Page 82 of 832
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology
Dec/23/2020
Form Version: 21-Aug-2020 02:51 Form Status. Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5b Sponsor 1D: Not Applicable Comments
[]
Test: Hematocrit_PX2
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
5 || sponsor ID: Not Applicable Comments
[]
Test: Erythrocytes PX3
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

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

Subject No: 11171036

Generated By: (b) (4)

Form Status. Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

5d Sponsor 1D: Not Applicable Comments

[]

Test: Platelets PX5

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit

5€ || 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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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology
Dec/23/2020
Form Version: 21-Aug-2020 02:51 Form Status. Data Complete, Frozen
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
S5f Sponsor 1D: Not Applicable Comments
[]
Test: Neutrophils_PX608
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
59 || sponsor 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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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

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

Subject No: 11171036

Generated By: (b) (4)

Form Status. Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

5h Sponsor 1D: Not Applicable Comments

[]

Test: Monocytes PX612

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

LNMT Not Applicable Comments
Low
[]
High
[]
Unit

Si Sponsor 1D: Not Applicable Comments

[]

Test: Basophils_PX610

Result: Not Applicable Comments
[]

Not Done: Not Applicable Comments

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

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

5j

Sponsor 1D: 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 2

Form: VITAL SIGNS - COVID

Form Version: 21-Aug-2020 02:50

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

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

# Date: Vital SignsDetails Form Instance
1. | Not Applicable Record | dentifier: Systalic: Diastolic: Repeating Pages
Not Done Not Applicable Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: VITAL SIGNS - COVID
Dec/23/2020

Form Version: 21-Aug-2020 02:50
SiteNo: 1117

Subject No: 11171036
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

*** Confidential***

Vital Signs
1. |Date Not Applicable Comments
I
Vital Signs Details
2.2 || Record Identifier: Not Applicable
1
Systolic: Not Applicable Comments
[]
Diastolic: Not Applicable Comments
[]
Respiratory Rate in Not Applicable Comments
respirations/minute:
[]
Heart Rate in beats/minute: Not Applicable Comments
[]
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Header Text: c4591001
Visit: POT_COVID_ILL 2
Form Version: 21-Aug-2020 02:51

Site No: 1117

Subject No: 11171036
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

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

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: VITAL SIGNS - PULSE OX ROOM AIR
Dec/23/2020

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

Subject No: 11171036
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

*** Confidential***

Vital Signs
1. | Date: Not Applicable Comments
I

Vital Signs Details

2.2 || Record Identifier: Not Applicable
1

SPO2 Pulse Oximetry % Not Applicable Comments
[]
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Header Text: c4591001

Visit: POT_COVID_ILL 2

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

Subject No: 11171036
Generated By: (b) (4)

Form: OXY GENATION PARAMETERS

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

# Date Time of 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

Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: OXY GENATION PARAMETERS

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

Oxygenation Parameters

*** Confidential***

1. | Date Time of Assessment: Not Applicable Comments
I
2. | Arterial Blood Gases PaO2 (mmHg): | Not Applicable Comments
[]
3. | FiO2 (Fraction of Inhaled Oxygen): Not Applicable Comments
[]
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Visit: POT_COVID_ILL 2 Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
Form Version: 06-Jul-2020 21:55
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Sponsor-Defined | de | Category for Medi | Concomitant Medications Pre | Name of Medic Form Instanc
# o . o . Start Date
ntifier cation -specified ation e
1. [ Not Applicable Not Applicable Not Applicable Not Applicable | Not Applica Repeating
ble Pages
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Header Text: c4591001

Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

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

Concomitant Medications

*** Confidential***

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
i
6. | Ongoing? Not Applicable Comments
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Header Text: c4591001
Visit: POT_COVID_ILL 2
Form Version: 06-Jul-2020 21:53
SiteNo: 1117

Subject No: 11171036
Generated By: (b) (4)

Form: IMAGING

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

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

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: IMAGING
Dec/23/2020

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

Subject No: 11171036
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

*** Confidential***

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

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS CONVALESCENT

on Nov/05/2020

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

Subject No: 11171036

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. | Dateof Visit

Nov/5/2020

2. | Erroneous Visit

ERRONEOUS VISIT

COVID-19 llIness Visit

3. | COVID-19 llIness Visit:

Not Applicable

Comments
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Header Text: c4591001

on Nov/05/2020

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

Subject No: 11171036

Generated By: (b) (4)

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

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

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
was not collected according to
protocol, please provide reason:

Not Applicable Comments

(]

Aliquot

Please enter barcode for each aliquot.

Sa ‘SampIeID

i |

5b ‘SampIeID

U |

5 || sample ID

54| sample 1D

i |

5e ‘SampIeID

u |

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS CONVALESCENT

on Dec/03/2020

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

Subject No: 11171036

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. | Dateof Visit

Dec/3/2020

2. | Erroneous Visit

ERRONEOUS VISIT

COVID-19 llIness Visit

3. | COVID-19 llIness Visit:

Not Applicable

Comments
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Header Text: c4591001
Visit: POT_COVID_CONVA 2 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

on Dec/03/2020

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 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.
Sa ‘SampIeID ‘[] ‘
5b ‘SampIeID ‘[] ‘
5 || sample ID [
54| sample 1D I8 |
Se ‘SampIeID ‘[] ‘
5f ‘ Sample ID ‘ [1 ‘
59 ‘SampIeID ‘[] ‘
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Header Text: c4591001

Visit: POT_COVID_CONVA 3 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS CONVALESCENT

on Jan/07/2021

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

Subject No: 11171036

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 Jan/7/2021
2. | Erroneous Visit

COVID-19 llIness Visit

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

Visit: POT_COVID_CONVA 3 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
on Jan/07/2021

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

Subject No: 11171036

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

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Jan/7/2021
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 || sample 1D [BRDFPG]
5b || sample 1D [BRDFPH]
5 || sampleID [BRDFPJ]
54| sample 1D [BSFB3F]
5e ‘ Sample D ‘ [BSFB3G]
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Header Text: c4591001

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

Site No: 1117
Subject No: 11171036
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. | Dateof Visit 1
2. | Erroneous Visit
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Header Text: c4591001

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

Subject No: 11171036

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

*** Confidential***
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Header Text: c4591001

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

Subject No: 11171036

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

1. | Date of Completion/Discontinuation | Oct/8/2020
/Death :
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4, | Specify Status: [1
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Header Text: c4591001

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

Subject No: 11171036

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
/Death :

Phase of Disposition:

Status:

Specify Status:

[]

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB 1 -
Unscheduled Visit on Dec/07/2020

Form Version: 10-Oct-2020 15:57
SiteNo: 1117

Subject No: 11171036
Generated By: (b) (4)

Form: DATE OF VISIT - REPEAT SWAB

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. | Dateof Visit

Dec/7/2020

2. | Erroneous Visit

ERRONEOUS VISIT

COVID-19 Repeat Swab

3. | COVID-19 Repesat Swab:

Not Applicable

Comments
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Header Text: c4591001

Visit: POT_COVID_REPEAT SWAB 1-
Unscheduled Visit on Dec/07/2020

Form Version: 10-Oct-2020 15:57
Site No: 1117

Subject No: 11171036

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

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

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 aiquot.
Sa|| sampleID Not Applicable
[]
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Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21:02

SiteNo: 1117

Subject No: 11171036
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

AE Ide Isthe Adverse Eve | Form Instan
# Category ntifier Adver se Event Start Date nt Still Ongoing ce
1 ADVERS |1 Syncopal Episode Aug/26/2020 | NO Repeating
E EVENT UNK:UNK End Date Time: Pages
Aug/30/2020 U
NK:UNK
2. ADVERS |2 Suicidal ideation Aug/27/2020 | NO Repeating
E EVENT UNK:UNK End Date Time: Pages
Aug/30/2020 U
NK:UNK
3. ADVERS |3 ACUTE KIDNEY INJURY Aug/26/2020 | NO Repeating
E EVENT UNK:UNK End Date Time: Pages
Aug/30/2020 U
NK:UNK
4, ADVERS |4 RHABDOMYOLYSIS Aug/26/2020 | NO Repeating
E EVENT UNK:UNK End Date Time: Pages
Aug/30/2020 U
NK:UNK
5. ADVERS |5 ARM SORENESS, LEFT Sep/22/2020 | NO Repeating
E EVENT 08:00 End Date Time: Pages
Oct/2/2020 UN
K:UNK
6. ADVERS |6 NECK STIFFNESS Sep/21/2020 | NO Repeating
E EVENT 08:00 End Date Time: Pages
Oct/24/2020 UN
K:UNK
7.DELETED |ADVERS |7 SORE THROAT Oct/8/2020 U | YES Repeating
E EVENT NK:UNK Pages
8. DELETED |ADVERS |8 SHORTNESS OF BREATH Oct/8/20202 |YES Repeating
E EVENT 1:00 Pages
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Header Text: c4591001
Vigit: Logs Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
AE Ide Isthe Adverse Eve | Form Instan
# Category ntifier Adver se Event Start Date nt Still Ongoing ce
9. DELETED | ADVERS |9 MYALGIA Oct/9/2020U | YES Repeating
E EVENT NK:UNK Pages
10. ADVERS |10 SUICIDAL IDEATION Nov/20/2020 | NO Repeating
E EVENT UNK:UNK End Date Time: Pages
Nov/25/2020 U
NK:UNK
11. ADVERS |11 WORSENING DIABETES MELLITUS | Nov/10/2020 | YES Repeating
E EVENT TYPE 2 UNK:UNK Pages
12. ADVERS |12 SNORING Sep/UNK/202 | YES Repeating
E EVENT 0 UNK:UNK Pages
13. ADVERS |13 HYPOCALCEMIA Sep/UNK/202 | YES Repeating
E EVENT 0 UNK:UNK Pages
14. ADVERS |14 WORSENING INSOMNIA Sep/UNK/202 | YES Repeating
E EVENT 0 UNK:UNK Pages
15. ADVERS |15 WORSENING HY PERTENSION Sep/UNK/202 | YES Repeating
E EVENT 0 UNK:UNK Pages
16. ADVERS | 16 CHRONIC KIDNEY DISEASE, STAG | Dec/31/2020 |YES Repeating
E EVENT E 2, WORSENING UNK:UNK Pages
17. ADVERS |17 MODERATE EPISODE OF MAJOR D | Dec/30/2020 | NO Repeating
E EVENT EPRESSIVE DISORDER W/ PSYCHO | UNK:UNK End Date Time: Pages
SIS
Jan/1/2021 UN
K:UNK
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Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [1]
3. | Adverse Event: [Syncopal Episode]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Aug/26/2020 UNK:UNK
5. | Isthe adverse event still ongoing? NO
End Date Time:
Aug/30/2020 UNK:UNK
6. | Toxicity Grade: 4
7. | Isthe adverse event serious? YES
Isthis serious event associated with congenital anomaly or birth defect?
If Yes, NOTIFY PFIZER NO
IMMEDIATELY.
) ) ) Did this serious event result in death?
Fatal; Life-threatening; Inpatient NO
hospitalization or prolongation of
Z);:I]‘?gazfig: ﬁ?;/' /?:(;:;f;;gfm or 5:;1 Sthis serious event require or prolong hospitalization?
Congenital anomaly/birth defect;
Important medical event (i.e. may Did thi . it , anifi disability/i o
jeopardize subject and may require |O this serious event result in persistent or significant disability/incapacity?
medical/surgical intervention to N
prevent above outcomes).
Isthis serious event life threatening?
NO
Other medically important serious event
NO
8. |Isthis adverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. |Isthisevent related to study treatment: | NOT RELATED
If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Due to heat, acute kidney injury, rhabdomyolysis]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
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11. | Was a Concomitant Medication given? | NO

12. | Was aNon-Drug Treatment given? NO

13. | What was the outcome of this adverse | RECOVERED/RESOLVED
event?.

14. | Did the adverse event cause the NO
subject to be discontinued from the
study?

15. | Serious Adverse Event Number: For | [2020343046]
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Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [2]
3. | Adverse Event: [Suicidal ideation]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Aug/27/2020 UNK:UNK
5. | Isthe adverse event still ongoing? NO
End Date Time:
Aug/30/2020 UNK:UNK
6. | Toxicity Grade: 4
7. |Isthe adverse event serious? YES
Isthis serious event associated with congenital anomaly or birth defect?
If Yes, NOTIFY PFIZER NO
IMMEDIATELY.
) ) ) Did this serious event result in death?
Fatal; Life-threatening; Inpatient NO
hospitalization or prolongation of
e_><|s§| hg hospltal!z_anc_)n; Perg stent or Did this serious event require or prolong hospitalization?
significant disability/incapacity; YES
Congenital anomaly/birth defect;
Important medical event (i.e. may Did thi . it . anifi disability/i o
jeopardize subject and may require id this serious event result in persistent or significant disability/incapacity?
medical/surgical intervention to NO
prevent above outcomes). o ) )
Isthis serious event life threatening?
NO
Other medically important serious event
NO
8. |Isthisadverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. |Isthisevent related to study treatment: | NOT RELATED

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

If Other, specify:
[Per participant: "due to being in the hospital"]
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10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:

11. | Was a Concomitant Medication given? | YES

12. | Was aNon-Drug Treatment given? NO

13. | What was the outcome of this adverse | RECOVERED/RESOLVED
event?.

14. | Did the adverse event cause the NO
subject to be discontinued from the
study?

15. | Serious Adverse Event Number: For | [2020343046]
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Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. | AEID: [3]
3. | Adverse Event: [ACUTE KIDNEY INJURY]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Aug/26/2020 UNK:UNK
5. | Isthe adverse event till ongoing? NO
End Date Time:
Aug/30/2020 UNK: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. | Isthisadverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. | Isthisevent related to study treatment: | NOT RELATED
If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[HEAT RELATED EVENT)]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | YES
12. | Was aNon-Drug Treatment given? NO
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subject to be discontinued from the
study?

13. | What was the outcome of this adverse | RECOVERED/RESOLVED
event?:
14. | Did the adverse event cause the NO

15. | Serious Adverse Event Number: For
Pfizer Use Only
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [4]
3. | Adverse Event: [RHABDOMYOLYSIS]

(If possible specify diagnosis, not
individual symptoms)

4. | Start Date Time:

Aug/26/2020 UNK:UNK

5. | Isthe adverse event still ongoing?

NO
End Date Time:
Aug/30/2020 UNK:UNK

6. | Toxicity Grade:

7. | Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

8. | Isthisadverse event the result of a
study Medication Error?

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

NO

9. | Isthisevent related to study treatment:

NOT RELATED

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

OTHER
If Other, specify:

[HEAT RELATED EVENT]

10. | Latest Action Taken with Study

NOT APPLICABLE

Treatment:
11. | Was a Concomitant Medication given? | YES
12. | Was aNon-Drug Treatment given? NO
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subject to be discontinued from the
study?

13. | What was the outcome of this adverse | RECOVERED/RESOLVED
event?:
14. | Did the adverse event cause the NO

15. | Serious Adverse Event Number: For
Pfizer Use Only
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Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [5]
3. | Adverse Event: [ARM SORENESS, LEFT]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Sep/22/2020 08:00
5. | Isthe adverse event still ongoing? NO
End Date Time:
Oct/2/2020 UNK:UNK
6. | Toxicity Grade: 2
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. | Isthisadverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. | Isthisevent related to study treatment: | NOT RELATED
If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[ETIOLOGY NOT KNOWN PER INVESTIGATOR]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | NO
12. | Was aNon-Drug Treatment given? NO
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subject to be discontinued from the
study?

13. | What was the outcome of this adverse | RECOVERED/RESOLVED
event?:
14. | Did the adverse event cause the NO

15. | Serious Adverse Event Number: For
Pfizer Use Only
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Subject Initials: ---
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adver se Event Report

1. | Category:

ADVERSE EVENT

2. |AEID:

(6]

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

[NECK STIFFNESS]

4. | Start Date Time:

Sep/21/2020 08:00

5. | Isthe adverse event still ongoing?

NO
End Date Time:
Oct/24/2020 UNK:UNK

6. | Toxicity Grade:

7. | Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

8. | Isthisadverse event the result of a
study Medication Error?

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

NO

9. | Isthisevent related to study treatment:

NOT RELATED

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

OTHER
If Other, specify:

[ETIOLOGY UNKNOWN PER INVESTIGATOR]

10. | Latest Action Taken with Study

NOT APPLICABLE

Treatment:
11. | Was a Concomitant Medication given? | NO
12. | Was aNon-Drug Treatment given? NO

Page 122 of 832

*** Confidential***
FDA-CBER-2021-5683-0793241




090177e196ae3dcc\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: 11171036

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
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subject to be discontinued from the
study?

13. | What was the outcome of this adverse | RECOVERED/RESOLVED
event?:
14. | Did the adverse event cause the NO

15. | Serious Adverse Event Number: For
Pfizer Use Only
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*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1.

Category:

2.

AED:

&

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

[SORETHROAT]

Start Date Time:

Isthe adverse event still ongoing?

Toxicity Grade:

N|jo || s

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).

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:

10.

Latest Action Taken with Study
Treatment:

11

Was a Concomitant Medication given?

NO

12.

Was aNon-Drug Treatment given?

NO
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*** THISREPEATING FORM HASBEEN DELETED ***

subject to be discontinued from the

study?

13. | What was the outcome of thisadverse | RECOMERING/RESOLVING
event?:
14. | Did the adverse event cause the NO

15. | Serious Adverse Event Number: For
Pfizer Use Only
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Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1.

Category:

2.

AED:

(8]

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

[SHORTNESS OF BREATH)]

Start Date Time:

Isthe adverse event still ongoing?

Toxicity Grade:

N|jo || s

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).

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:

10.

Latest Action Taken with Study
Treatment:

11

Was a Concomitant Medication given?

NO

12.

Was aNon-Drug Treatment given?

NO
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*** THISREPEATING FORM HASBEEN DELETED ***

subject to be discontinued from the

study?

13. | What was the outcome of thisadverse | RECOMERING/RESOLVING
event?:
14. | Did the adverse event cause the NO

15. | Serious Adverse Event Number: For
Pfizer Use Only
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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

Adver se Event Report

1.

Category:

2.

AED:

(9]

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

[MYALGIA]

Start Date Time:

Isthe adverse event still ongoing?

Toxicity Grade:

N|jo || s

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).

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:

10.

Latest Action Taken with Study
Treatment:

11

Was a Concomitant Medication given?

NO

12.

Was aNon-Drug Treatment given?

NO
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*** THISREPEATING FORM HASBEEN DELETED ***

subject to be discontinued from the

study?

13. | What was the outcome of thisadverse | RECOMERING/RESOLVING
event?:
14. | Did the adverse event cause the NO

15. | Serious Adverse Event Number: For
Pfizer Use Only
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Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
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Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [20]
3. | Adverse Event: [SUICIDAL IDEATION]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Nov/20/2020 UNK:UNK
5. | Isthe adverse event till ongoing? NO
End Date Time:
Nov/25/2020 UNK:UNK
6. | Toxicity Grade: 4
7. |Isthe adverse event serious? YES
Isthis serious event associated with congenital anomaly or birth defect?
If Yes, NOTIFY PFIZER NO
IMMEDIATELY.
) ) ) Did this serious event result in death?
Fatal; Life-threatening; Inpatient NO
hospitalization or prolongation of
e_><|s§| hg hospltal!z_anc_)n; Perg stent or Did this serious event require or prolong hospitalization?
significant disability/incapacity; YES
Congenital anomaly/birth defect;
Important medical event (i.e. may Did thi . it . anifi disability/i o
jeopardize subject and may require id this serious event result in persistent or significant disability/incapacity?
medical/surgical intervention to NO
prevent above outcomes). o ) )
Isthis serious event life threatening?
NO
Other medically important serious event
NO
8. |Isthisadverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. |Isthisevent related to study treatment: | NOT RELATED

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

If Other, specify:
[MENTAL HEALTH DISORDER]
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10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | YES
12. | Was aNon-Drug Treatment given? YES
13. | What was the outcome of this adverse | RECOVERED/RESOLVED
event?.
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For | [2020479673]
Pfizer Use Only
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Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [17]
3. | Adverse Event: [WORSENING DIABETESMELLITUSTYPE 2]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Nov/10/2020 UNK:UNK
5. | Isthe adverse event still ongoing? YES
6. | Toxicity Grade: 2
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.
9. |Isthisevent related to study treatment: | NOT RELATED
If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[DISEASE PROGRESSION]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | YES
12. | Was aNon-Drug Treatment given? NO
13. | What was the outcome of this adverse | RECOVERING/RESOLVING

event?:
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14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For | []
Pfizer Use Only
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Form Status: Data Complete

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

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [12]
3. | Adverse Event: [SNORING]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Sep/UNK/2020 UNK:UNK
5. | Isthe adverse event still ongoing? YES
6. | Toxicity Grade: 2
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.
9. |Isthisevent related to study treatment: | NOT RELATED
If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[ETIOLOGY UNKNOWN]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | NO
12. | Was aNon-Drug Treatment given? NO
13. | What was the outcome of this adverse | NOT RECOVERED/NOT RESOLVED

event?:
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14.

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

study?

NO

15.

Serious Adverse Event Number: For
Pfizer Use Only

[]
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Subject Initials: ---

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [13]
3. | Adverse Event: [HY POCALCEMIA]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Sep/UNK/2020 UNK:UNK
5. | Isthe adverse event still ongoing? YES
6. | Toxicity Grade: 2
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.
9. |Isthisevent related to study treatment: | NOT RELATED
If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[ETIOLOGY UNKNOWN]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | YES
12. | Was aNon-Drug Treatment given? NO
13. | What was the outcome of this adverse | NOT RECOVERED/NOT RESOLVED

event?:
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14.

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

study?

NO

15.

Serious Adverse Event Number: For
Pfizer Use Only

[]
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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

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [14]
3. | Adverse Event: [WORSENING INSOMNIA]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Sep/UNK/2020 UNK:UNK
5. | Isthe adverse event still ongoing? YES
6. | Toxicity Grade: 2
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.
9. |Isthisevent related to study treatment: | NOT RELATED
If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[ETIOLOGY UNKNOWN]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | NO
12. | Was aNon-Drug Treatment given? NO
13. | What was the outcome of this adverse | RECOVERING/RESOLVING

event?:
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14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For | []
Pfizer Use Only
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Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete

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

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [15]
3. | Adverse Event: [WORSENING HY PERTENSION]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Sep/UNK/2020 UNK:UNK
5. | Isthe adverse event still ongoing? YES
6. | Toxicity Grade: 2
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.
9. |Isthisevent related to study treatment: | NOT RELATED
If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[NON COMPLIANCE WITH PLAN OF CARE]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | YES
12. | Was aNon-Drug Treatment given? NO
13. | What was the outcome of this adverse | NOT RECOVERED/NOT RESOLVED

event?:
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14.

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

study?

NO

15.

Serious Adverse Event Number: For
Pfizer Use Only

[]
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Subject Initials: ---

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1

Category:

ADVERSE EVENT

2.

AEID:

(16]

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

[CHRONIC KIDNEY DISEASE, STAGE 2, WORSENING]

Start Date Time:

Dec/31/2020 UNK:UNK

Isthe adverse event still ongoing?

YES

Toxicity Grade:

2

N|o || M

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:

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

10.

Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11

Was a Concomitant Medication given?

NO

12.

Weas a Non-Drug Treatment given?

NO

13.

What was the outcome of this adverse
event?:

RECOVERING/RESOLVING
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14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For | []
Pfizer Use Only
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Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

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

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [17]
3. | Adverse Event: [MODERATE EPISODE OF MAJOR DEPRESSIVE DISORDER W/ PSYCHOSIS]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Dec/30/2020 UNK:UNK
5. | Isthe adverse event till ongoing? NO
End Date Time:
Jan/1/2021 UNK:UNK
6. | Toxicity Grade: 3
7. |Isthe adverse event serious? YES
Isthis serious event associated with congenital anomaly or birth defect?
If Yes, NOTIFY PFIZER NO
IMMEDIATELY.
) ) ) Did this serious event result in death?
Fatal; Life-threatening; Inpatient NO
hospitalization or prolongation of
e_><|s§| hg hospltal!z_anc_)n; Perg stent or Did this serious event require or prolong hospitalization?
significant disability/incapacity; YES
Congenital anomaly/birth defect;
Important medical event (i.e. may Did thi . it . anifi disability/i o
jeopardize subject and may require id this serious event result in persistent or significant disability/incapacity?
medical/surgical intervention to NO
prevent above outcomes). o ) )
Isthis serious event life threatening?
NO
Other medically important serious event
NO
8. |Isthisadverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. |Isthisevent related to study treatment: | NOT RELATED

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

If Other, specify:
[BIPOLAR DISORDER]
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10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | YES
12. | Was aNon-Drug Treatment given? YES
13. | What was the outcome of this adverse | RECOVERED/RESOLVED
event?.
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For | [2021011278]
Pfizer Use Only
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Categor | Medication Err | Start Dat | Isthe medication error Still Ong | Study Medication Errors Act
# . . Form Instance
y or e oing ion
1 Repeating
Pages
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Form: MEDICATION ERROR
Form Status. Not Started

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Back to Form

Medication Error

1.

Category:

2.

Medication Error (Type of Medication
Error):

Start Date:

I

Is the medication error still ongoing?

Latest Action Taken with Study
Treatment:

Was a Concomitant Medication given?

Was a Non-Drug Treatment given?

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

Was this medication error associated
with any adverse events?

10.

Serious Adverse Event Number: For
Pfizer Use Only

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

# Sponsor-Defined 1d | Category for Medi | Concomitant Medications Pre | Name of Medicati | Start Dat | Form Instanc
entifier cation -specified on e e
1)1 VACCINATIONS |[NO INFLUENZA VAC | Sep/14/20 Repeating
CINE 20 Pages
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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).

[INFLUENZA VACCINE]

Date:

Sep/14/2020
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# Sponsor-Defined |d | Category for Medi | Concomitant Medications Pre | Name of Medic | Dose Descrip | Form Instanc
entifier cation -specified ation tion e
1 Repeating
Pages
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Back to Form
Concomitant Medications
1. | What isthe medication identifier? []
2. | Category:
3. | Concomitant Medications
Pre-specified:
4. | Medication: [1
Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).
5. | Dose: [1
6. | Dose Unit:
7. | Dose Frequency:
8. | Route:
9. | Start Date: i
10. | Ongoing?
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# | Category | Treatment |dentifier

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

1

Repeating Pages
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Form: RADIATION TREATMENT
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Back to Form

Radiation Treatment

1. | Category:

2. | What isthe treatment Identifier? [1

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

4, | Treatment: [1

5. | Start Date: 1

6. | Ongoing?

*** Confidential***
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Header Text: c4591001

Vigit: Logs

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

Subject No: 11171036

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
1 Repeating Pages
Page 154 of 832
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11171036

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: I
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Header Text: c4591001

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

SiteNo: 1117

Subject No: 11171036

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. | Dateof Visit 1

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: 11171036

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:

I

Vital Signs Details

2. || Record Identifier:

Temperature:

Unit:

Temperature Location:

*** Confidential***
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled

Form Version: 10-Dec-2020 02:26
SiteNo: 1117

Subject No: 11171036

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. | Wasthere atemporary delay of
vaccination?

Treatment Name

[]

Formulation:

Dose Date Time:

I

Anatomical Location:

Body Side:

Route:

Actua Dose:

[]

Ol | Nl | W[IDN

Unit:

=
o

Timeframe Subject Was Observed

[Eny
=

the protocol specified observation
period after investigational product
administration?

Was the subject observed for at least
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Header Text: c4591001

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

SiteNo: 1117

Subject No: 11171036

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: []

*** Confidential***

Page 159 of 832

FDA-CBER-2021-5683-0793278




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

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

SiteNo: 1117

Subject No: 11171036

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: []
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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: 11171036
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. | Dateof Visit 1
2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT - Unscheduled
Form Version: 14-Jan-2021 02:29

SiteNo: 1117

Subject No: 11171036

Generated By: (b) (4)

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

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

Subject No: 11171036

Generated By: (b) (4)

Visit: V201_SURVEIL_CONSENT - Unscheduled 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

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

Aliquot

Please enter barcode for each aliquot.

S. Sample ID

*** Confidential***
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Header Text: c4591001
Visit: V201_SURVEIL_CONSENT - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Form Version: 22-Apr-2020 21:03
SiteNo: 1117

Subject No: 11171036

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

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: c4591001
Visit: Potential ReVax Initial Contact - Unscheduled Form: DATE OF VISIT
Form Version: 22-Apr-2020 21:02
SiteNo: 1117

Subject No: 11171036
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. | Dateof Visit Jan/28/2021
2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: Potential ReVax Initial Contact - Unscheduled Form: FURTHER VACCINATION CONFIRMATION

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

Subject No: 11171036

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

Further Vaccination Confirmation

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

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

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

Subject No: 11171036

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 :

Jan/28/2021

2.

Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION

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

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

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

Page 168 of 832

*** Confidential***
FDA-CBER-2021-5683-0793287




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

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

Subject No: 11171036

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:

Cause of Death

2. || cause of Death Status:

Cause of Death:

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

Form Version: 22-Apr-2020 21:02

Site No: 1117
Subject No: 11171036
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

Date of Visit
1. | Dateof Visit Jan/28/2021
2. | Erroneous Visit
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Header Text: c4591001

Visit: V101 _VAX3

Form Version: 10-Dec-2020 02:31
SiteNo: 1117

Subject No: 11171036

Generated By: (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION
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

Informed Consent - Further Vaccination

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Jan/28/2021

*** Confidential***

Page 171 of 832

FDA-CBER-2021-5683-0793290




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: V101 VAX3
Form Version: 10-Dec-2020 02:30

Site

No: 1117

Subject No: 11171036
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER VACCINATION
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

Inclusion Criteria Not M et

la Description of Inclusion Criterion Healthy participants, determined by medical history, physical examination (if required),
Not Met and clinical judgment of the investigator to be eligible for the study. Specific criteria
apply for HIV/HCV/HBV
Exclusion Criteria Met

2.a

Description of Exclusion Criterion
Met

Other medical or psychiatric condition incl. recent (within past year) or active suicidal
ideation/behavior/lab abnormality that may increase the risk of study participation
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Header Text: c4591001

Visit: V101 _VAX3

Form Version: 10-Dec-2020 02:31
SiteNo: 1117

Subject No: 11171036

Generated By: (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION
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

Disposition - Screening for Further Vaccination

1. | Date of Completion/Discontinuation
/Degth :

Jan/28/2021

2. | Phase of Disposition:

REPEAT SCREENING 1

3. | Status:

NO LONGER MEETSELIGIBILITY CRITERIA

4. | Specify Status:

[INC 3, EXC 1]

*** Confidential***

Page 173 of 832

FDA-CBER-2021-5683-0793292




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171036
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

Subject Status
1. | Subject Status FOLLOW-UP
2. | Subject Status Date Oct/8/2020
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Header Text: c4591001

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

Subject No: 11171036

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

*** Confidential***
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled

Form Version: 22-Apr-2020 21:04
Site No: 1117

Subject No: 11171036

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

Audit Trail
This form requires signing by a member of each of the following signature groups:
e CRF_Sign
Name Signature Date Type Action
Meaning
(b) (6) Approved Mar-10-2021 16:28:53 (UTC-06:00) Central Time | BOOK Signed
(US & Canada)
Affidavit:

By my dated signature below, 1, () (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
isto be the legally binding equivalent of my handwritten signature.

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

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - Comments
Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Item | Date User Comment
Form | Aug-25-2020 10:01:45 (UTC-06:00) Central Time |(b) Not Applicable

(US & Canada) 4),

(b) (6)
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Header Text: c4591001

Visit: V2_VAX2 L Form: DATE OF VISIT - Comments
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171036
Generated By: (b) (4)

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

Back to Form

Item | Date User Comment
2 Sep-16-2020 13:10:59 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001
Visit:
Form Version: 22-Apr-2020 21:03
SiteNo: 1117

Subject No: 11171036
Generated By: (b) (4)

V2 VAX2 L

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - 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-22-2020 16:21:30 (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

Oct/08/2020

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

Subject No: 11171036
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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 | Oct-15-2020 16:01:08 (UTC-06:00) Central Time | (b) (4), (b)

(US & Canada)

(6)

Not Done
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Header Text: c4591001
Visit:

POT_COVID_ILL 1- Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - Comments

Oct/08/2020

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

Subject No: 11171036
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-15-2020 16:01:08 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001
POT_COVID_ILL 1- Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - Comments
Oct/08/2020

Visit:

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

Subject No: 11171036
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-15-2020 16:01:08 (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 Visiton Form: MICROBIOLOGY SPECIMEN - Comments

Oct/08/2020

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

Subject No: 11171036
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-15-2020 16:01:08 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001
POT_COVID_ILL 1- Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - Comments
Oct/08/2020

Visit:

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

Subject No: 11171036
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-15-2020 16:01:08 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
Page 184 of 832

*** Confidential***
FDA-CBER-2021-5683-0793303




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit:

POT_COVID_ILL 1- Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - Comments

Oct/08/2020

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

Subject No: 11171036
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
5 Oct-15-2020 16:01:08 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
Page 185 of 832

FDA-CBER-2021-5683-0793304




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
POT_COVID_ILL 1- Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - Comments
Oct/08/2020

Visit:

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

Subject No: 11171036
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
6 Oct-15-2020 16:01:08 (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 Visiton Form: MICROBIOLOGY SPECIMEN - Comments

Oct/08/2020

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

Subject No: 11171036
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
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Subject No: 11171036
Generated By: (b) (4)

Header Text: c4591001

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

Visit: POT_COVID_ILL 2 Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - Comments
Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Back to Form

*** Confidential***

Item |Date User Comment
3 Jan-21-2021 13:41:50 (UTC-06:00) Central Time (k) (4), (b) Not Applicable
(US & Canada) (6)
Page 313 of 832

FDA-CBER-2021-5683-0793432




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 10-Dec-2020 02:29
Site No: 1117

Subject No: 11171036

Generated By: (b) (4)

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

Item | Date User Comment
4a |Jan-21-2021 13:41:50 (UTC-06:00) Central Time (k) (4), (b) Not Applicable
(US & Canada) (6)

Page 314 of 832

*** Confidential***
FDA-CBER-2021-5683-0793433




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 10-Dec-2020 02:29
Site No: 1117

Subject No: 11171036

Generated By: (b) (4)

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

Item | Date User Comment
4b |Jan-21-2021 13:41:50 (UTC-06:00) Central Time (k) (4), (b) Not Applicable
(US & Canada) (6)

*** Confidential***
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FDA-CBER-2021-5683-0793434




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 10-Dec-2020 02:29
Site No: 1117

Subject No: 11171036

Generated By: (b) (4)

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

Item |Date User Comment
4.c  |Jan-21-2021 13:41:50 (UTC-06:00) Central Time (k) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 10-Dec-2020 02:29
Site No: 1117

Subject No: 11171036

Generated By: (b) (4)

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

Item | Date User Comment
4d |Jan-21-2021 13:41:50 (UTC-06:00) Central Time (k) (4), (b) Not Applicable
(US & Canada) (6)

*** Confidential***
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 10-Dec-2020 02:29
Site No: 1117

Subject No: 11171036

Generated By: (b) (4)

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

Item |Date User Comment
4e |Jan-21-2021 13:41:50 (UTC-06:00) Central Time (k) (4), (b) Not Applicable
(US & Canada) (6)
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*** Confidential***
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 10-Dec-2020 02:29
Site No: 1117

Subject No: 11171036

Generated By: (b) (4)

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
4f  |Jan-21-2021 13:41:50 (UTC-06:00) Central Time (k) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 10-Dec-2020 02:29
Site No: 1117

Subject No: 11171036

Generated By: (b) (4)

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

Item |Date User Comment
49 |Jan-21-2021 13:41:50 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 10-Dec-2020 02:29
Site No: 1117

Subject No: 11171036

Generated By: (b) (4)

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.h |Jan-21-2021 13:41:50 (UTC-06:00) Central Time (k) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - Comments
Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171036
Generated By: (b) (4)

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

Back to Form

Item |Date User Comment
4i  |Jan-21-2021 13:41:50 (UTC-06:00) Central Time (k) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - 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 | Jan-21-2021 13:38:34 (UTC-06:00) Central Time | (b) (4), (b) Not Applicable
(US & Canada) (6)
Form | Dec-23-2020 15:30:13 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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 |Jan-21-2021 13:38:34 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)

1 Dec-23-2020 15:30:13 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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*** Confidential***
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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 |Jan-21-2021 13:38:34 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)

2 Dec-23-2020 15:30:13 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)

Page 325 of 832

*** Confidential***
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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 Jan-21-2021 13:38:34 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
3 Dec-23-2020 15:30:13 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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 |Jan-21-2021 13:38:34 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)

4 Dec-23-2020 15:30:13 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)

Page 327 of 832

*** Confidential***

FDA-CBER-2021-5683-0793446




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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
5 Jan-21-2021 13:38:34 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
5 Dec-23-2020 15:30:13 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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
6 Jan-21-2021 13:38:34 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
6 Dec-23-2020 15:30:13 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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
7 | Jan-21-2021 13:38:34 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
7 Dec-23-2020 15:30:13 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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
8 Jan-21-2021 13:38:34 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
8 Dec-23-2020 15:30:13 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
Page 331 of 832
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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
9 Jan-21-2021 13:38:34 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
9 Dec-23-2020 15:30:13 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Dec/23/2020

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

Subject No: 11171036

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

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 | Mar-04-2021 11:37:41 (UTC-06:00) Central Time |(b) (4), (b)

*** Confidential***

(US & Canada) (6)
Form | Jan-29-2021 16:30:16 (UTC-06:00) Central Time | (b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
POT_COVID_ILL 2 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Visit:

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

Subject No: 11171036

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
1 Mar-04-2021 11:37:41 (UTC-06:00) Central Time  |(b) (4), (b)
(US & Canada) (6)
1 Jan-29-2021 16:30:16 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

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

Subject No: 11171036

Generated By: (b) (4)

Header Text: c4591001
Visit:

POT_COVID_ILL 2 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

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 Mar-04-2021 11:37:41 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
2 Jan-29-2021 16:30:16 (UTC-06:00) Central Time (b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

POT_COVID_ILL 2 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
Comments

Visit:

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

Subject No: 11171036

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 Mar-04-2021 11:37:41 (UTC-06:00) Central Time  |(b) (4), (b)
(US & Canada) (6)

3 Jan-29-2021 16:30:16 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)

3 Jan-26-2021 08:47:49 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
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*** Confidential***
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

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

Subject No: 11171036

Generated By: (b) (4)

Header Text: c4591001
Visit:

POT_COVID_ILL 2 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
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 Mar-04-2021 11:37:41 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)

4 Jan-29-2021 16:30:16 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)

4 Jan-26-2021 08:48:02 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
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FDA-CBER-2021-5683-0793456




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
POT_COVID_ILL 2 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Visit:

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

Subject No: 11171036

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
5.a |Mar-04-2021 11:40:03 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
5.a |Jan-27-2021 13:38:16 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Dec/23/2020

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

Subject No: 11171036

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - 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 | Jan-26-2021 08:45:31 (UTC-06:00) Central Time | (b) (4), (b) Not Applicable
(US & Canada) (6)

*** Confidential***

Page 339 of 832
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Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - Comments
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171036
Generated By: (b) (4)

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

Back to Form

Item | Date User Comment
1 Jan-26-2021 08:45:31 (UTC-06:00) Central Time (k) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Subject No: 11171036
Generated By: (b) (4)

Header Text: c4591001

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

Visit: POT_COVID_ILL 2 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - Comments
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Back to Form

*** Confidential***

Item | Date User Comment
2 Jan-26-2021 08:45:31 (UTC-06:00) Central Time (b) (4), (b) Not Applicable
(US & Canada) (6)
Page 341 of 832

FDA-CBER-2021-5683-0793460
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Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - Comments
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171036
Generated By: (b) (4)

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

Back to Form

Item |Date User Comment
3 Jan-26-2021 08:45:31 (UTC-06:00) Central Time (k) (4), (b) Not Applicable
(US & Canada) (6)
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Subject No: 11171036
Generated By: (b) (4)

Header Text: c4591001

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

Visit: POT_COVID_ILL 2 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - Comments
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Back to Form

*** Confidential***

Item | Date User Comment
4 Jan-26-2021 08:45:31 (UTC-06:00) Central Time (k) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 10-Dec-2020 02:26
SiteNo: 1117

Subject No: 11171036

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - 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 | Jan-21-2021 13:38:12 (UTC-06:00) Central Time | (b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 10-Dec-2020 02:26
Site No: 1117

Subject No: 11171036

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - 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
la |Jan-21-2021 13:38:12 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 10-Dec-2020 02:26
Site No: 1117

Subject No: 11171036

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - 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
1b |Jan-21-2021 13:38:12 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 10-Dec-2020 02:26
Site No: 1117

Subject No: 11171036

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - 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
lc |Jan-21-2021 13:38:12 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 10-Dec-2020 02:26
Site No: 1117

Subject No: 11171036

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - 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
1d |Jan-21-2021 13:38:12 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 10-Dec-2020 02:26
Site No: 1117

Subject No: 11171036

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - 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
le |Jan-21-2021 13:38:12 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 10-Dec-2020 02:26
SiteNo: 1117

Subject No: 11171036

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - 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
1f |Jan-21-2021 13:38:12 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Subject No: 11171036
Generated By: (b) (4)

Header Text: c4591001

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

Visit: POT_COVID_ILL 2 Form: HEALTH CARE UTILIZATION - Comments
Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Back to Form

Item | Date User Comment
2 Jan-21-2021 13:38:12 (UTC-06:00) Central Time (b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: HEALTH CARE UTILIZATION - Comments
Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171036
Generated By: (b) (4)

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

Back to Form

Item | Date User Comment
3 Jan-21-2021 13:38:12 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: RESPIRATORY TREATMENT - 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 | Jan-21-2021 13:36:13 (UTC-06:00) Central Time | (b) (4), (b) Not Applicable
(US & Canada) (6)
Form | Dec-23-2020 15:31:40 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
Page 353 of 832

FDA-CBER-2021-5683-0793472




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
POT_COVID_ILL 2 - Unscheduled Visiton Form: RESPIRATORY TREATMENT - Comments
Dec/23/2020

Visit:

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

Subject No: 11171036
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 |Jan-21-2021 13:36:13 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
1 Dec-23-2020 15:31:40 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - 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 |Jan-21-2021 13:36:13 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)

2 Dec-23-2020 15:31:40 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - 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 Jan-21-2021 13:36:13 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
3 Dec-23-2020 15:31:40 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001
Visit:

POT_COVID_ILL 2 - Unscheduled Visiton Form: RESPIRATORY TREATMENT - Comments

Dec/23/2020

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

Subject No: 11171036
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 |Jan-21-2021 13:36:13 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)

4 Dec-23-2020 15:31:40 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - 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 Jan-21-2021 13:36:13 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
5 Dec-23-2020 15:31:40 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - 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
6 Jan-21-2021 13:36:13 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
6 Dec-23-2020 15:31:40 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Form: ILLNESS DETAILS - 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 | Jan-21-2021 13:35:56 (UTC-06:00) Central Time | (b) (4), (b)

(US & Canada)

(6)

Not Applicable
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Subject No: 11171036
Generated By: (b) (4)

Header Text: c4591001

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

Visit: POT_COVID_ILL 2 Form: ILLNESS DETAILS - Comments
Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Back to Form

*** Confidential***

Item |Date User Comment
1 Jan-21-2021 13:35:56 (UTC-06:00) Central Time (k) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: ILLNESS DETAILS - Comments
Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171036
Generated By: (b) (4)

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

Back to Form

Item |Date User Comment
2 Jan-21-2021 13:35:56 (UTC-06:00) Central Time (k) (4), (b) Not Applicable
(US & Canada) (6)
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Subject No: 11171036
Generated By: (b) (4)

Header Text: c4591001

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

Visit: POT_COVID_ILL 2 Form: ILLNESS DETAILS - Comments
Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Back to Form

*** Confidential***

Item |Date User Comment
3 Jan-21-2021 13:35:56 (UTC-06:00) Central Time (k) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: ILLNESS DETAILS - SEVERE - Comments

Dec/23/2020

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

Subject No: 11171036
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 | Jan-21-2021 13:02:06 (UTC-06:00) Central Time | (b) (4), (b) Not Applicable
(US & Canada) (6)
Form | Dec-23-2020 15:39:54 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001
Visit:

POT_COVID_ILL 2 - Unscheduled Visiton Form: ILLNESS DETAILS - SEVERE - Comments

Dec/23/2020

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

Subject No: 11171036
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
1 |Jan-21-2021 13:02:06 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
1 Dec-23-2020 15:39:54 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
Page 365 of 832

FDA-CBER-2021-5683-0793484




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - 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 |Jan-21-2021 13:02:06 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
2 Dec-23-2020 15:39:54 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - 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
3 Jan-21-2021 13:02:06 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
3 Dec-23-2020 15:39:54 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001
POT_COVID_ILL 2 - Unscheduled Visiton Form: ILLNESS DETAILS - SEVERE - Comments
Dec/23/2020

Visit:

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

Subject No: 11171036
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 |Jan-21-2021 13:02:06 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
4 Dec-23-2020 15:39:54 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001

Dec/23/2020

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

Subject No: 11171036

Generated By: (b) (4)

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

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 | Jan-21-2021 13:01:51 (UTC-06:00) Central Time | (b) (4), (b) Not Applicable
(US & Canada) (6)
Form | Dec-23-2020 15:40:12 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Dec/23/2020

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

Subject No: 11171036

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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 |Jan-21-2021 13:01:51 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
1 Dec-23-2020 15:40:12 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Dec/23/2020

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

Subject No: 11171036

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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 |Jan-21-2021 13:01:51 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)

2 Dec-23-2020 15:40:12 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Dec/23/2020

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

Subject No: 11171036

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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 Jan-21-2021 13:01:51 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)

3 Dec-23-2020 15:40:12 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Form Status: Data Complete, Frozen

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

Back to Form
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Item | Date User Comment
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Back to Form
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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 |Jan-21-2021 13:01:51 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.a |Dec-23-2020 15:40:12 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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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 |Jan-21-2021 13:01:51 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.a |Dec-23-2020 15:40:12 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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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

5.a |Jan-21-2021 13:01:51 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.a |Dec-23-2020 15:40:12 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Subject No: 11171036

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
5b | Jan-21-2021 13:01:51 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
5b | Dec-23-2020 15:40:12 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

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

Back to Form

*** Confidential***

Item |Date User Comment
5b | Jan-21-2021 13:01:51 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
5b | Dec-23-2020 15:40:12 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
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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
5b | Jan-21-2021 13:01:51 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
5b | Dec-23-2020 15:40:12 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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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
5b | Jan-21-2021 13:01:51 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
5b | Dec-23-2020 15:40:12 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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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
5.c |Jan-21-2021 13:01:51 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.c | Dec-23-2020 15:40:12 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Back to Form
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Item |Date User Comment
5.c |Jan-21-2021 13:01:51 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.c | Dec-23-2020 15:40:12 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
Page 383 of 832

FDA-CBER-2021-5683-0793502




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Dec/23/2020

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

Subject No: 11171036

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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
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5.c |Jan-21-2021 13:01:51 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item |Date User Comment
5.c |Jan-21-2021 13:01:51 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.c | Dec-23-2020 15:40:12 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
Page 385 of 832

FDA-CBER-2021-5683-0793504




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Dec/23/2020

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

Subject No: 11171036

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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 |Jan-21-2021 13:01:51 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.d | Dec-23-2020 15:40:12 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
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Back to Form

*** Confidential***

Item |Date User Comment
5.d |Jan-21-2021 13:01:51 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item |Date User Comment
5.d |Jan-21-2021 13:01:51 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Back to Form

*** Confidential***

Item |Date User Comment
5.d |Jan-21-2021 13:01:51 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Back to Form
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5.e |Jan-21-2021 13:01:51 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
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5.e |Jan-21-2021 13:01:51 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Back to Form

Item |Date User Comment
5.e |Jan-21-2021 13:01:51 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
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Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Dec/23/2020

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

Subject No: 11171036

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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 |Jan-21-2021 13:01:36 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.e | Dec-23-2020 15:40:29 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Form Version: 21-Aug-2020 02:51
SiteNo: 1117

Subject No: 11171036

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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 |Jan-21-2021 13:01:36 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)

5.e | Dec-23-2020 15:40:29 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Dec/23/2020

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

Subject No: 11171036

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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 |Jan-21-2021 13:01:36 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)

5f | Dec-23-2020 15:40:29 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Form Version: 21-Aug-2020 02:51
SiteNo: 1117

Subject No: 11171036

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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 |Jan-21-2021 13:01:36 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)

5f | Dec-23-2020 15:40:29 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Dec/23/2020

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

Subject No: 11171036

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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 |Jan-21-2021 13:01:36 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)

5f | Dec-23-2020 15:40:29 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Form Version: 21-Aug-2020 02:51
SiteNo: 1117

Subject No: 11171036

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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 |Jan-21-2021 13:01:36 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
5f | Dec-23-2020 15:40:29 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Form Version: 21-Aug-2020 02:51
SiteNo: 1117

Subject No: 11171036

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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
5.9 |Jan-21-2021 13:01:36 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.9 |Dec-23-2020 15:40:29 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Dec/23/2020

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

Subject No: 11171036

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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 |Jan-21-2021 13:01:36 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.9 |Dec-23-2020 15:40:29 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Form Version: 21-Aug-2020 02:51
SiteNo: 1117

Subject No: 11171036

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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
5.9 |Jan-21-2021 13:01:36 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.9 |Dec-23-2020 15:40:29 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Dec/23/2020
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SiteNo: 1117

Subject No: 11171036

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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 |Jan-21-2021 13:01:36 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.9 |Dec-23-2020 15:40:29 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Visit:

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

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
5h | Jan-21-2021 13:01:36 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.h | Dec-23-2020 15:40:29 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Visit:
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Form Version: 21-Aug-2020 02:51
SiteNo: 1117

Subject No: 11171036

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 | Jan-21-2021 13:01:36 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.h | Dec-23-2020 15:40:29 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001
Visit:

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

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
5h | Jan-21-2021 13:01:36 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.h | Dec-23-2020 15:40:29 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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SiteNo: 1117

Subject No: 11171036

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 | Jan-21-2021 13:01:36 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.h | Dec-23-2020 15:40:29 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Form Version: 21-Aug-2020 02:51
SiteNo: 1117

Subject No: 11171036

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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
5i |Jan-21-2021 13:01:36 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.i | Dec-23-2020 15:40:29 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Dec/23/2020
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Subject No: 11171036

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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
5i |Jan-21-2021 13:01:36 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.i | Dec-23-2020 15:40:29 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Form Version: 21-Aug-2020 02:51
SiteNo: 1117

Subject No: 11171036

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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
5i |Jan-21-2021 13:01:36 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.i | Dec-23-2020 15:40:29 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Dec/23/2020

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

Subject No: 11171036

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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
5i |Jan-21-2021 13:01:36 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
5.i | Dec-23-2020 15:40:29 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Form Version: 21-Aug-2020 02:51
SiteNo: 1117

Subject No: 11171036

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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 |Jan-21-2021 13:01:36 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
5j | Dec-23-2020 15:40:29 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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 |Jan-21-2021 13:01:36 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
5j | Dec-23-2020 15:40:29 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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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
5j |Jan-21-2021 13:01:36 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
5j | Dec-23-2020 15:40:29 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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 |Jan-21-2021 13:01:36 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
5j | Dec-23-2020 15:40:29 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: VITAL SIGNS- COVID - 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 | Jan-21-2021 13:01:24 (UTC-06:00) Central Time | (b) (4), (b) Not Applicable
(US & Canada) (6)
Form | Dec-23-2020 15:40:48 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
Page 447 of 832

FDA-CBER-2021-5683-0793566




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
POT_COVID_ILL 2 - Unscheduled Visiton Form: VITAL SIGNS - COVID - Comments
Dec/23/2020

Visit:

Form Version: 21-Aug-2020 02:50
SiteNo: 1117

Subject No: 11171036

Generated By: (b) (4)
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Site Name: (1117) Sundance Clinical Research
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Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
1 Jan-21-2021 13:01:24 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
1 Dec-23-2020 15:40:48 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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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
2a |Jan-21-2021 13:01:24 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
2.a | Dec-23-2020 15:40:48 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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Subject No: 11171036

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
2a |Jan-21-2021 13:01:24 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
2.a | Dec-23-2020 15:40:48 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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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
2a |Jan-21-2021 13:01:24 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
2.a | Dec-23-2020 15:40:48 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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FDA-CBER-2021-5683-0793570




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
POT_COVID_ILL 2 - Unscheduled Visiton Form: VITAL SIGNS - COVID - Comments
Dec/23/2020

Visit:

Form Version: 21-Aug-2020 02:50
SiteNo: 1117

Subject No: 11171036

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
2a |Jan-21-2021 13:01:24 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
2.a | Dec-23-2020 15:40:48 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
Page 452 of 832

*** Confidential***
FDA-CBER-2021-5683-0793571




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Dec/23/2020

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

Subject No: 11171036

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: VITAL SIGNS - PULSE OX ROOM AIR - 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 | Jan-21-2021 13:01:11 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
Form | Dec-23-2020 15:41:08 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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FDA-CBER-2021-5683-0793572




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

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

Subject No: 11171036

Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR - 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 Jan-21-2021 13:01:11 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
1 Dec-23-2020 15:41:08 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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*** Confidential***
FDA-CBER-2021-5683-0793573




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit:

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

Dec/23/2020

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

Subject No: 11171036

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
2a |Jan-21-202113:01:11 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
2.a | Dec-23-2020 15:41:08 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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FDA-CBER-2021-5683-0793574




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: OXYGENATION PARAMETERS - Comments

Dec/23/2020

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

Subject No: 11171036
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 | Jan-21-2021 13:00:57 (UTC-06:00) Central Time | (b) (4), (b) Not Applicable
(US & Canada) (6)
Form | Dec-23-2020 15:41:25 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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*** Confidential***
FDA-CBER-2021-5683-0793575




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Form: OXY GENATION PARAMETERS - 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 |Jan-21-2021 13:00:57 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
1 Dec-23-2020 15:41:25 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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FDA-CBER-2021-5683-0793576




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Form: OXY GENATION PARAMETERS - 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 |Jan-21-2021 13:00:57 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
2 Dec-23-2020 15:41:25 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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*** Confidential***
FDA-CBER-2021-5683-0793577




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Form: OXY GENATION PARAMETERS - 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
3 |Jan-21-2021 13:00:57 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
3 Dec-23-2020 15:41:25 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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FDA-CBER-2021-5683-0793578




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Dec/23/2020

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

Subject No: 11171036
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 | Jan-21-2021 13:00:44 (UTC-06:00) Central Time | (b) (4), (b) Not Applicable
(US & Canada) (6)
Form | Dec-23-2020 15:41:43 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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*** Confidential***
FDA-CBER-2021-5683-0793579




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - 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 |Jan-21-2021 13:00:44 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)

1 Dec-23-2020 15:41:43 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)

*** Confidential***

Page 461 of 832

FDA-CBER-2021-5683-0793580




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Dec/23/2020

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

Subject No: 11171036
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 |Jan-21-2021 13:00:44 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)

2 Dec-23-2020 15:41:43 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)

Page 462 of 832

*** Confidential***
FDA-CBER-2021-5683-0793581




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - 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
3 |Jan-21-2021 13:00:44 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
3 Dec-23-2020 15:41:43 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Dec/23/2020

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

Subject No: 11171036
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 |Jan-21-2021 13:00:44 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
4 Dec-23-2020 15:41:43 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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*** Confidential***
FDA-CBER-2021-5683-0793583




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - 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  |Jan-21-2021 13:00:44 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)

5 Dec-23-2020 15:41:43 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)

*** Confidential***

Page 465 of 832

FDA-CBER-2021-5683-0793584




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Dec/23/2020

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

Subject No: 11171036
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 |Jan-21-2021 13:00:44 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
6 Dec-23-2020 15:41:43 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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*** Confidential***
FDA-CBER-2021-5683-0793585




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: IMAGING - 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 | Jan-21-2021 13:00:29 (UTC-06:00) Central Time | (b) (4), (b) Not Applicable
(US & Canada) (6)
Form | Dec-23-2020 15:41:59 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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FDA-CBER-2021-5683-0793586




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Form: IMAGING - 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 |Jan-21-2021 13:00:29 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
1 Dec-23-2020 15:41:59 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
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*** Confidential***
FDA-CBER-2021-5683-0793587




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Form: IMAGING - 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 |Jan-21-2021 13:00:29 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
2 Dec-23-2020 15:41:59 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)
Page 469 of 832

FDA-CBER-2021-5683-0793588




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

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

Subject No: 11171036
Generated By: (b) (4)

Form: IMAGING - 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 |Jan-21-2021 13:00:29 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)

3 Dec-23-2020 15:41:59 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)

Page 470 of 832

*** Confidential***
FDA-CBER-2021-5683-0793589




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Subject No: 11171036
Generated By: (b) (4)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: IMAGING - Comments
Dec/23/2020

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen
SiteNo: 1117

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

Back to Form

Item |Date User Comment

4 |Jan-21-2021 13:00:29 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)

4 Dec-23-2020 15:41:59 (UTC-06:00) Central Time  |(b) (4), (b) Not Done
(US & Canada) (6)

Page 471 of 832

*** Confidential***

FDA-CBER-2021-5683-0793590




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_CONVA 1 Form: DATE OF VISIT - ILLNESS CONVALESCENT - Comments
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171036
Generated By: (b) (4)

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

Back to Form

Item | Date User Comment
3 Feb-15-2021 12:47:57 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)

Page 472 of 832

*** Confidential***
FDA-CBER-2021-5683-0793591




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

on Nov/05/2020

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

Subject No: 11171036

Generated By: (b) (4)

Comments

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

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

(US & Canada)

Form | Feb-18-2021 17:20:13 (UTC-06:00) Central Time | (b) (4), (b)

(6)

Not Applicable

*** Confidential***

Page 473 of 832

FDA-CBER-2021-5683-0793592




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
POT_COVID_CONVA 1 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Visit:

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

Subject No: 11171036

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
1 Feb-18-2021 17:20:13 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)

Page 474 of 832

*** Confidential***
FDA-CBER-2021-5683-0793593




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

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

Subject No: 11171036

Generated By: (b) (4)

Header Text: c4591001
Visit:

POT_COVID_CONVA 1 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

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 Feb-18-2021 17:20:13 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
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*** Confidential***

FDA-CBER-2021-5683-0793594




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_CONVA 1

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

Subject No: 11171036

Generated By: (b) (4)

Comments

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

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 Feb-18-2021 17:20:13 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)

3 Feb-15-2021 12:50:09 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
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*** Confidential***
FDA-CBER-2021-5683-0793595




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

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

Subject No: 11171036

Generated By: (b) (4)

Header Text: c4591001
Visit:

POT_COVID_CONVA 1 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

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 Feb-18-2021 17:20:13 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)

Page 477 of 832

*** Confidential***

FDA-CBER-2021-5683-0793596




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_CONVA 2 Form: DATE OF VISIT - ILLNESS CONVALESCENT - Comments
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171036
Generated By: (b) (4)

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

Back to Form

Item | Date User Comment
3 Feb-15-2021 12:28:37 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
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*** Confidential***
FDA-CBER-2021-5683-0793597




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

on Dec/03/2020

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

Subject No: 11171036

Generated By: (b) (4)

Comments

Visit: POT_COVID_CONVA 2 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

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

(US & Canada)

Form | Feb-18-2021 17:25:34 (UTC-06:00) Central Time | (b) (4), (b)

(6)

Not Applicable
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Header Text: c4591001
POT_COVID_CONVA 2 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Visit:

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

Subject No: 11171036

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
1 |Feb-18-2021 17:25:34 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
Page 480 of 832

*** Confidential***
FDA-CBER-2021-5683-0793599




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

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

Subject No: 11171036

Generated By: (b) (4)

Header Text: c4591001
Visit:

POT_COVID_CONVA 2 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

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 | Feb-18-2021 17:25:34 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit:

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

Subject No: 11171036

Generated By: (b) (4)

POT_COVID_CONVA 2

Comments

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

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 | Feb-18-2021 17:25:34 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
3 Feb-15-2021 12:49:20 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Form Version: 22-Apr-2020 21:03
SiteNo: 1117

Subject No: 11171036

Generated By: (b) (4)

Header Text: c4591001
Visit:

POT_COVID_CONVA 2 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

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 |Feb-18-2021 17:25:34 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit:

POT_COVID_REPEAT SWAB 1

Form Version: 10-Oct-2020 15:57
SiteNo: 1117

Subject No: 11171036

Generated By: (b) (4)

Form: DATE OF VISIT - REPEAT SWAB - 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 Feb-25-2021 11:23:42 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_REPEAT _SWAB 1 -
Unscheduled Visit on Dec/07/2020

Form Version: 10-Oct-2020 15:57
SiteNo: 1117

Subject No: 11171036
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB - 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 | Mar-05-2021 08:53:38 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
Form | Mar-04-2021 11:36:27 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
Form | Feb-25-2021 11:22:33 (UTC-06:00) Central Time | (b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB 1
Form Version: 10-Oct-2020 15:57

Site No: 1117

Subject No: 11171036

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB - 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 Mar-05-2021 08:53:38 (UTC-06:00) Centra Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)

1 Mar-04-2021 11:36:27 (UTC-06:00) Central Time  |(b) (4), (b)
(US & Canada) (6)

1 Feb-25-2021 11:22:33 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB 1
Form Version: 10-Oct-2020 15:57

Site No: 1117

Subject No: 11171036

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB - 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 Mar-05-2021 08:53:38 (UTC-06:00) Centra Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)

2 Mar-04-2021 11:36:27 (UTC-06:00) Central Time  |(b) (4), (b)
(US & Canada) (6)

2 Feb-25-2021 11:22:33 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB 1
Form Version: 10-Oct-2020 15:57

Site No: 1117

Subject No: 11171036

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB - 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 Mar-05-2021 08:53:38 (UTC-06:00) Centra Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)

3 Mar-04-2021 11:36:27 (UTC-06:00) Central Time  |(b) (4), (b)
(US & Canada) (6)

3 Feb-25-2021 11:22:33 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB 1
Form Version: 10-Oct-2020 15:57

Site No: 1117

Subject No: 11171036

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB - 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 Mar-05-2021 08:53:38 (UTC-06:00) Centra Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)

4 Mar-04-2021 11:36:27 (UTC-06:00) Central Time  |(b) (4), (b)
(US & Canada) (6)

4 Feb-25-2021 11:22:33 (UTC-06:00) Central Time  |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visgit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

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

Subject No: 11171036 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
Meaning
(b) (6) Approved Mar-10-2021 16:28:53 (UTC-06:00) Central Time | BOOK Signed
(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, thisis to certify that | intend that this electronic signature
isto bethelegally 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-20-2020 10:41:40 (UTC-06:00) Central Time Edit - All
(US & Canada) signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-17-2020 17:52:48 (UTC-06:00) Central Time | BOOK Signed

(US & Canada)

Affidavit:
By my dated signature below, I, (b) (6) ., verify that al case report form pages accurately display the results of the examinations,
tests, evaluations and treatments performed on this subject.

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

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

(b) (6) N/A Nov-16-2020 15:13:28 (UTC-06:00) Central Time Edit - All
(US & Canada) signatures
invalidated
Affidavit:
N/A
Larkin Approved Nov-08-2020 20:17:49 (UTC-06:00) Central Time | BOOK Signed
Wadsworth (US & Canada)
Page 490 of 832
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Header Text: c4591001

Visgit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

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

Subject No: 11171036 Subject Initials: ---

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

Affidavit:

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

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

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

(b) (6) N/A Nov-04-2020 14:52:45 (UTC-06:00) Central Time Edit - All
(US & Canada) signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Oct-23-2020 08:36:58 (UTC-06:00) Central Time | BOOK Signed

(US & Canada)

Affidavit:
By my dated signature below, I, (b) (6) , verify that al case report form pages accurately display the results of the examinations,
tests, evaluations and treatments performed on this subject.

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

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

(b) (6) N/A Oct-19-2020 14:40:30 (UTC-06:00) Central Time Edit - All
(US & Canada) signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Oct-16-2020 15:38:23 (UTC-06:00) Central Time | BOOK Signed

(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
isto bethe legally binding equivalent of my handwritten signature.

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

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171036 Subject Initials: ---

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

Back to Form

’ 1. Select appropriate response - Protocol version

’ Date L ocation User Value Reason
Aug-21-2020 12:35:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF 24 JUL 2020
(US & Canada) (b) (6)

‘ 2. Select appropriate response - What cohort does the subject belong to?

‘ Date L ocation User Value Reason
Aug-21-2020 12:35:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), STAGE 3 COHORTS
(US & Canada) (0) (6)
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

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

Subject No: 11171036 Subject Initials: ---

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

Back to Form

‘ 1. Consent Was:

‘ Date L ocation User Value Reason
Aug-21-2020 12:35:57 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), OBTAINED
(US & Canada) (0) (6) Date Written Consent Obtained

Aug/20/2020
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Header Text: c4591001

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

Subject No: 11171036
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 |Va|ue Reason
Aug-21-2020 12:35:38 ACVOPFEINFP6000 |autocalc |DataEntry: Item copied from
(UTC-06:00) Central Time (autocalc) | 11171036 previous form
(US & Canada)

‘ 2. Birth Date:

‘Date L ocation |User |Value Reason
Aug-21-2020 12:35:35 ACVOPFEINFP6000 | auto calc Data Entry: Enrollment Entry
(UTC-06:00) Central Time (autocalc) |(b) (6)/1974
(US & Canada)

’ 3. Sex:

’ Date L ocation User Value Reason
Aug-21-2020 12:36:12 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF MALE
(US & Canada) (b) (6)

‘ 4. Ethnicity:

‘ Date L ocation User Value Reason
Aug-21-2020 12:36:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, NOT HISPANIC OR LATINO(A) OR
(US & Canada) (0) (6) OF SPANISH ORIGIN
| 5. Race: (Check X all that apply):

‘ Date L ocation User Value Reason
Aug-21-2020 12:36:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, WHITE
(US & Canada) (0) (6)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: DATE OF VISIT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 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
Aug-26-2020 05:38:28 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Closed Response satisfies
(UTC-06:00) Central Time query
(US & Canada)

Aug-25-2020 10:16:26 ACVOPFEINFP6000 |(b) Query 1: Answered Changed data per
(UTC-06:00) Central Time (4), query

(US & Canada) (b) (6)

Aug-25-2020 08:45:33 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Opened DM: Form INC
(UTC-06:00) Central Time EXC ismissing.
(US & Canada) Kindly update.
Aug-21-2020 12:36:23 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (6) Aug/20/2020

(US & Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171036

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-21-2020 12:36:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Aug/20/2020
(US & Canada) (0) (6)

‘ 2. Phase of Disposition:

‘Date L ocation ’User |Value Reason
Aug-21-2020 12:36:42 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SCREENING
(US & Canada)

’ 3. Status:

’ Date L ocation User Value Reason
Aug-21-2020 12:36:42 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF COMPLETED
(US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - 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

‘ la

‘ Date L ocation | User |VaJue Reason
Aug-21-2020 12:37:16 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-06:00) Central Time (autocalc) | Ling/MH Number: 1
(US& Canada) Medical History Te ALCOHOLISM

rm:
Start Date: UNK/UNK/2005
Ongoing: NO
End Date:
UNK/UNK/2
017

’ l.aLine/MH Number:

‘ Date L ocation | User |Value Reason
Aug-21-2020 12:37:16 ACVOPFEINFP6000 | auto calc Data Entry: 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
Oct-11-2020 21:08:17 ACVOPFEINFP6000 |(b) Query 1: Closed Response satisfies
(UTC-06:00) Central Time (4), query
(US & Canada) (b) (6)

Oct-09-2020 14:41:41 ACVOPFEINFP6000 |(b) (4), (b) |Query 1: Answered Changed data per

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

(US & Canada)

Oct-07-2020 22:11:50 ACVOPFEINFP6000 |(b) Query 1: Opened CLINICAL - SAE

(UTC-06:00) Central Time (4), safety update

(US & Canada) (b) (6) included a past
medical history of
type 2 Diabetes
mellitus (2019);
based on renal issues
during this event,
please consider
addition of DM to
Med History CRF

Aug-21-2020 12:37:16 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central Time (6) ALCOHOLISM

*** Confidential***
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171036

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - 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) | ‘ |

’ 1.a Start Date:

‘ Date | L ocation | User |Value | Reason
Aug-21-2020 12:37:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), UNK/UNK/2005
(US & Canada) (b) (6)

‘ 1.aOngoing:

‘ Date L ocation User Value Reason
Aug-21-2020 12:37:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, NO
(US & Canada) (0) (6) End Date:

UNK/UNK/2017

|1

‘Date L ocation ’User |Value Reason
Aug-21-2020 12:37:34 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Number: 2
(US & Canada) Medical History Te SCHIZOPHRE

rm: NIA

Start Date: UNK/UNK/201
6

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

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

Subject No: 11171036 Subject Initials: ---

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

‘ 1.b Line/MH Number:

‘ Date L ocation ’ User | Value Reason
Aug-21-2020 12:37:34 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) |2
(US & Canada)

’ 1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

’ Date L ocation User Value Reason
Aug-21-2020 12:37:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, SCHIZOPHRENIA
(US & Canada) (b) (6)

‘ 1.b Start Date:

‘ Date L ocation User Value Reason
Aug-21-2020 12:37:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, UNK/UNK/2016
(US & Canada) (0) (6)

‘ 1.b Ongoing:

‘ Date L ocation User Value Reason
Aug-21-2020 12:37:34 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), YES
(US & Canada) (b) (6)

’ 1lc

’Date L ocation |User |Value Reason
Aug-21-2020 12:37:47 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Ling/MH Number: 3
(US& Canada) Medical History Ter ANXIETY

m:
Start Date: UNK/UNK/20
17
Ongoing: YES
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - 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

‘ 1.cLine/MH Number:

‘ Date L ocation ’ User | Value Reason
Aug-21-2020 12:37:47 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) |3
(US & Canada)

’ 1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

‘ Date L ocation User Value Reason
Aug-21-2020 12:37:47 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, ANXIETY
(US & Canada) (b) (6)

‘ 1.c Start Date:

‘ Date L ocation User Value Reason
Aug-21-2020 12:37:47 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, UNK/UNK/2017
(US & Canada) (0) (6)

‘ 1.c Ongoing:

‘ Date L ocation User Value Reason
Aug-21-2020 12:37:47 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), YES
(US & Canada) (b) (6)

|1

‘ Date L ocation User Value Reason
Aug-23-2020 14:45:17 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-06:00) Central Time (4), LineMH Num 4
(US & Canada) (b) (6) ber:

Medical Histor BIPOLAR DIS

y Term: ORDER

Start Date: UNK/UNK/201

6

Ongoing: YES
Aug-21-2020 12:38:06 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) Line/MH Number 4
(US & Canada) :

Medical History T BIPOLAR

erm:
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171036

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - 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

Start Date: UNK/UNK/2
016
Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171036

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - 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

‘ 1.d Line/MH Number:

‘ Date L ocation ’ User | Value Reason
Aug-21-2020 12:38:06 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) |4

(US & Canada)

’ 1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

‘ Date L ocation | User | Value Reason
Jan-25-2021 ACVOPFEINFP6000 Giselle Castillo Query 2: Close | Response satisfies
12:47:31 (b) (4) d query
(UTC-06:00)

Central Time (US

& Canada)

Jan-21-2021 ACVOPFEINFP6000 (b) (4), (b) Query 2: Answ | PER

12:35:29 (6) ered INVESTIGATOR,

(UTC-06:00) AT TIME OF

Central Time (US SCREENING,

& Canada) PARTICIPANT'S
CONDITION WAS
TREATED AND
STABLE.
INVESTIGATOR
DETERMINED
PARTICIPANT TO
MEET INC#3 AND
NOT TO MEET
EXC#1 AT THAT
TIME.
PARTICIPANT IS
BEING
FOLLOWED FOR
SAFETY.

Jan-12-2021 ACVOPFEINFP6000 Giselle Casdtillo Query 2: Opene | Clinical_ Based on

13:41:43 (b) (4) d the MHXx

(UTC-06:00) (schizophreniaand

Central Time (US depression), please

& Canada) re-assess eligibility
against Inclusion #3
and Exclusion #1.
Thanks

Aug-23-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMSOracle | Query 1: Close | Discrepancy has

17:13:52 (b) (4) d been closed.

(UTC-06:00)

Central Time (US

& Canada)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - 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

Aug-23-2020 ACVOPFEINFP6000 auto query Query 1: Answ | New Information
14:45:17 (autoquery) ered
(UTC-06:00)

Central Time (US
& Canada)

Aug-23-2020 ACVOPFEINFP6000 (b) Data Entry: New Information
14:45:17 (4), BIPOLAR DIS
(UTC-06:00) (b) (6) ORDER
Central Time (US
& Canada)

Aug-22-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle | Query 1: Opene | Clarify BIPOLAR
20:29:56 (b) (4) d asfollows...The
(UTC-06:00) term appears
Central Time (US truncated. Areyou
& Canada) reporting

BIPOLAR
DISORDER?
BIPOLAR
PACEMAKER
INSERTION?If so,
edit. Otherwise
clarify. Thank you.

Aug-21-2020 ACVOPFEINFPE000 (b) (4), (b) Data Entry: Initial Entry
12:38:06 (6) BIPOLAR
(UTC-06:00)

Central Time (US
& Canada)

‘ 1.d Start Date:

‘ Date L ocation User Value Reason
Aug-21-2020 12:38:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, UNK/UNK/2016
(US & Canada) () (8)

‘ 1.d Ongoing:

’ Date L ocation User Value Reason
Aug-21-2020 12:38:06 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF YES
(US & Canada) (b) (6)

‘ le

‘ Date | L ocation | User |VaJue | Reason
Aug-21-2020 12:38:20 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

*** Confidential***

Page 503 of 832

FDA-CBER-2021-5683-0793622




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - 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) Central Time (autocalc) | Line/MH Number: 5
ical History Ter
(US& Canada) Medical History Ter INSOMNIA
m:
Start Date: UNK/UNK/20
17
Ongoing: YES

‘ l.eLine/MH Number:

’Date L ocation ’User |Value Reason
Aug-21-2020 12:38:20 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) |5
(US & Canada)

‘ 1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

‘ Date L ocation User Value Reason
Aug-21-2020 12:38:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, INSOMNIA
(US & Canada) (b) (6)

‘ 1.e Start Date:

‘ Date L ocation User Value Reason
Aug-21-2020 12:38:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, UNK/UNK/2017
(US & Canada) (0) (6)

‘ 1.e Ongoing:

’ Date L ocation User Value Reason
Aug-21-2020 12:38:20 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF YES
(US & Canada) (b) (6)

1t

‘Date L ocation |User |Value Reason
Aug-21-2020 12:38:35 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Ling/MH Number: 6
(US& Canada) Medical History Ter FISH ALLERG

m: Y
Start Date: UNK/UNK/197
9
Ongoing: YES
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - 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

‘ 1.f Line/MH Number:

‘ Date L ocation ’ User | Value Reason
Aug-21-2020 12:38:35 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) |6
(US & Canada)

’ 1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

’ Date L ocation User Value Reason
Aug-21-2020 12:38:35 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, FISH ALLERGY
(US & Canada) (b) (6)

‘ 1.f Start Date:

‘ Date L ocation User Value Reason
Aug-21-2020 12:38:35 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, UNK/UNK/1979
(US & Canada) (0) (6)

‘ 1.f Ongoing:

‘ Date L ocation User Value Reason
Aug-21-2020 12:38:35 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), YES
(US & Canada) (b) (6)

’ 19
’ Date L ocation | User | Value Reason
Oct-09-2020 14:41:20 ACVOPFEINFP6000 | autocalc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Num 7
(US & Canada) ber:

Medical Histor DIABETESMELLIT
y Term: USTYPEII

Start Date: UNK/UNK/2019
Ongoing: YES
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - 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

‘ 1.gLine/MH Number:

‘ Date L ocation | User ’Va]ue Reason
Oct-09-2020 14:41:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |7
(US & Canada)

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

’ Date L ocation User Value Reason
Oct-09-2020 14:41:20 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time (4), DIABETESMELLITUSTYPE II
(US & Canada) (®) (6)

‘ 1.g Start Date:

‘ Date L ocation User Value Reason
Oct-09-2020 14:41:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), UNK/UNK/2019
(US & Canada) () (6)

‘ 1.g Ongoing:

‘ Date L ocation User Value Reason
Oct-09-2020 14:41:20 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), YES
(US & Canada) (b) (6)

|1h

’ Date L ocation | User | Value Reason
Oct-09-2020 14:42:00 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Number: 8
(US& Canada) Medical History Ter HY PERTENS

m: ON
Start Date: UNK/UNK/201
6
Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

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

Subject No: 11171036 Subject Initials: ---

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

‘ 1.h Line/MH Number:

‘ Date L ocation | User ’Va]ue Reason
Oct-09-2020 14:42:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) (8
(US & Canada)

’ 1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

‘ Date L ocation User Value Reason
Oct-09-2020 14:42:00 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time (4), HYPERTENSION
(US & Canada) (®) (6)

‘ 1.h Start Date;

‘ Date L ocation User Value Reason
Oct-09-2020 14:42:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, UNK/UNK/2016
(US & Canada) () (6)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171036

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - 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.h Ongoing:

’ Date L ocation User Value Reason
Oct-09-2020 14:42:00 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), YES
(US & Canada) (b) (6)

1

’ Date L ocation User Value Reason
Mar-04-2021 12:43:28 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time ), LineMH Nu 9
(US & Canada) (0) (6) mber:

Medical Histo MAJOR DEPRESS]
ry Term: VE DISORDER
Start Date:  UNK/UNK/2016

Ongoing: YES

Oct-09-2020 14:42:17

ACVOPFEINFP6000 | auto calc

Data Entry:

Initial Entry

(UTC-06:00) Central Time (autocalc) Line/MH Number: 9
(US& Canada) Medical History Ter DEPRESSION
m:
Start Date: UNK/UNK/20
16
Ongoing: YES
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - 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

‘ 1.i Line/MH Number:

‘ Date L ocation | User ’Va]ue Reason
Oct-09-2020 14:42:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) (9
(US & Canada)

’ 1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

‘ Date L ocation User Value Reason
Mar-04-2021 12:43:28 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time @), MAJOR DEPRESSIVE DISORDER
(US & Canada) (0) (6)

Oct-09-2020 14:42:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, DEPRESSION
(US & Canada) (0) (6)

‘ 1.i Start Date:

‘ Date L ocation User Value Reason
Oct-09-2020 14:42:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), UNK/UNK/2016
(US & Canada) (b) (6)

‘ 1.i Ongoing:

‘ Date L ocation User Value Reason
Oct-09-2020 14:42:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), YES
(US & Canada) 0} (6)

’ 1]

’ Date L ocation | User | Value Reason
Oct-09-2020 14:42:44 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Number: 10
(US& Canada) Medical History Ter CONSTIPATIO

m: N
Start Date: UNK/UNK/201
8
Ongoing: YES
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - 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

‘ 1j Line/MH Number:

‘ Date L ocation | User ’Va]ue Reason
Oct-09-2020 14:42:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(autocalc) |10

’ 1.j Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

‘ Date L ocation User Value Reason
Feb-02-2021 18:48:13 ACVOPFEINFP6000 | Giselle Query 1: Closed Response satisfies query
(UTC-06:00) Central Cadtillo
Time (US & Canada) (b) (4)
Jan-29-2021 12:00:16 ACVOPFEINFPG000 |(b) (4), (b) |Query 1. Answered Changed data per query
(UTC-06:00) Centra (6)
Time (US & Canada)
Jan-27-2021 12:31:02 ACVOPFEINFP6000 | Giselle Query 1: Reissued:Opened Thank you for your response.
(UTC-06:00) Centra Cadtillo However, In the safety report
Time (US & Canada) (b) (4) submitted (AER#2021011278),
reflects that subject hasa"Med
History of chronic kidney
disease stage 2". If thisis
wrong, please submit aFU
form updating the information
for the Safety report.
Jan-26-2021 09:26:34 ACVOPFEINFP6000 |(b) (4), (b) |Query 1: Answered PLEASE TAG QUERIESTO

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

(6) APPROPRIATE/APPLICABLE
FIELDS. WE CAN CONFIRM
THAT THISISTHE FIRST
TIME CKD STAGE 2
APPEARSIN THE MEDICAL

RECORD.
Jan-25-2021 12:44:55 ACVOPFEINFP6000 |Giselle Query 1. Reissued:Opened plsadviseif refersto "chronic
(UTC-06:00) Centra Cadtillo kidney disease stage 2" aprior
Time (US & Canada) (b) (4) underlying condition and
update MedHx as appropriate.
Jan-21-2021 12:56:46 ACVOPFEINFP6000 |(b) (4), (b) |Query 1: Answered REPORTED AS AE#16
(UTC-06:00) Centra (6)
Time (US & Canada)
Jan-12-2021 13:39:55 ACVOPFEINFP6000 |Giselle Query 1. Opened Clinical_ Per report the subject
(UTC-06:00) Central Cadtillo has "History of chronic kidney
Time (US & Canada) (b) (4) disease stage 2", however this

additional information is
missing on CRF. Please revise
and update form accordingly.
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

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

Subject No: 11171036 Subject Initials: ---

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

Oct-09-2020 14:42:44 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central (6) CONSTIPATION

Time (US & Canada)

’ 1] Start Date:

’ Date L ocation User Value Reason
Oct-09-2020 14:42:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), UNK/UNK/2018
(US & Canada) (b) (6)

‘ 1.j Ongoing:

‘ Date L ocation User Value Reason
Oct-09-2020 14:42:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF YES
(US & Canada) (b) (6)

|1k

‘ Date L ocation User Value Reason
Feb-11-2021 17:31:47 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time (@), Line/MH Num 11
(US & Canada) (b) (6) ber:

Medical Histo Chronic Kidney Dis
ry Term: ease, Stage 2
Start Date: Jan/UNK/2020
Ongoing: YES
Jan-29-2021 12:00:01 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) Line/MH Num 11
(US & Canada) ber:
Medical Histo Chronic Kidney Dis
ry Term: ease, Stage 2
Start Date: UNK/UNK/2020
Ongoing: YES
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - 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

‘ 1.k Line/MH Number:

‘ Date L ocation | User ’Va]ue Reason
Jan-29-2021 12:00:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |11
(US & Canada)

’ 1.k Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

‘ Date L ocation User Value Reason
Jan-29-2021 12:00:01 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Chronic Kidney Disease, Stage 2
(US & Canada) (®) (6)

‘ 1.k Start Date:

‘Date L ocation |User |VaJue Reason
Feb-12-2021 09:31:44 ACVOPFEINFP6000 |(b) (4), Query 1. Closed Response satisfies
(UTC-06:00) Central Time (b) (6) query
(US & Canada)

Feb-11-2021 17:31:47 ACVOPFEINFP6000 | auto query Query 1. Answered Answer Auto Query

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Feb-11-2021 17:31:47 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed Information

(UTC-06:00) Central Time (6) Jan/UNK/2020

(US & Canada)

Feb-01-2021 04.38:57 ACVOPFEINFPG000 |(b) (4), (b) Query 1: Reissued:Opened Please confirm if date

(UTC-06:00) Central Time (6) occurred before/ or

(US & Canada) after thefirst
vaccination date
20Aug2020?

Jan-29-2021 12:01:07 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered SUBJECT IS

(UTC-06:00) Central Time (6) UNAWARE OF

(US & Canada) DIAGNOSIS,
UNABLETO
DETERMINE
CORRECT DATE.

Jan-29-2021 12:00:01 ACVOPFEINFP6000 | auto query Query 1: Opened Start Dateis after or

(UTC-06:00) Central Time (autoquery) equal to the first

(US & Canada) vaccination date
20/Aug/2020. Please
review and update as
appropriate.

Jan-29-2021 12:00:01 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 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 (b) (4), (b) (6) UNK/UNK/2020
(US & Canada)

‘ 1.k Ongoing:

‘Date |Location |User |VaJue |Reason
Jan-29-2021 12:00:01 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time ®)®) YES

(US & Canada)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171036
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

Back to Form

‘ 1. Date:

‘ Date L ocation User Value Reason
Aug-21-2020 12:39:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Aug/20/2020
(US & Canada) (0) (6)

‘ 2. Weight:

‘ Date L ocation User Value Reason
Aug-21-2020 12:39:08 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, 269.2
(US & Canada) (0) (6)

’ 3. Unit:

’ Date L ocation User Value Reason
Aug-21-2020 12:39:08 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF LB
(US & Canada) (b) (6)

‘ 4, Height:

‘ Date L ocation User Value Reason
Aug-21-2020 12:39:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, 76.6
(US & Canada) (0) (6)

‘ 5. Unit:

‘ Date L ocation User Value Reason
Aug-21-2020 12:39:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, in
(US & Canada) (0) (6)

’ 6. Body Mass | ndex:

’Date L ocation |User |Value Reason
Aug-21-2020 12:39:08 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) |32.3
(US & Canada)

[7a
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

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

Subject No: 11171036 Subject Initials: ---

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

Date L ocation User Value Reason
Aug-21-2020 12:39:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Record ldentifier:: 1

(US& Canada) QU Temperature: 97.9

TemperatureUnit: F
Temperature Locatio ORAL CAVI

n:: TY

’ 7.a Record | dentifier:

’ Date L ocation User Value Reason
Aug-21-2020 12:39:08 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF 1
(US & Canada) (b) (6)

‘ 7.a Temperature:

‘ Date L ocation User Value Reason
Aug-21-2020 12:39:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, 97.9
(US & Canada) (0) (6)

‘ 7.aUnit:

‘ Date L ocation User Value Reason
Aug-21-2020 12:39:08 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, F
(US & Canada) (b) (6)

’ 7.a Temperature Location:

‘ Date L ocation User Value Reason
Aug-21-2020 12:39:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF ORAL CAVITY
(US & Canada) (b) (6)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171036

Generated By: (b) (4)

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:

‘ Date L ocation User Value Reason
Aug-21-2020 12:39:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Aug/20/2020
(US & Canada) (0) (6)

‘ 2. Randomization Number:

‘ Date L ocation User Value Reason
Aug-21-2020 12:39:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), 57122

(US & Canada)

(b) (6)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMU
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

NOGENICITY - eCRF

Back to Form

‘ 1. Data Origin

‘Date L ocation ’User |Value Reason
Aug-21-2020 12:39:48 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
Aug-21-2020 12:39:48 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SERUM
(US & Canada)

‘ 3. Sample Collected?

‘ Date L ocation User Value Reason
Aug-21-2020 12:39:55 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)

(US & Canada)
Aug-21-2020 12:39:48 ACVOPFEINFP6000 |autoquery | Query 1. Candidate 'Sample Collected? is
(UTC-06:00) Central Time (autoquery) Yes, however no

(US & Canada)

barcodes are entered.
Please review and
correct as appropriate.

Aug-21-2020 12:39:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES
(US & Canada) (b) (6) Date of Collection:
Aug/20/2020

‘ 5a

‘ Date L ocation User Value Reason
Aug-21-2020 12:39:55 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Sample |D: BPRTY5
(US & Canada) (b) (6)

’ 5.aSampleD

‘ Date | L ocation | User |Value | Reason
Aug-21-2020 12:39:55 ACVOPFEINFP6000 Data Entry: Initial Entry

(b) (4), (b)
©)
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Header Text: c4591001

090177e196ae3dcc\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

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

Subject No: 11171036 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
(UTC-06:00) Central Time (g) (4). (b) BPRTY5
(US & Canada) ©)

Ex:

’ Date | L ocation ’ User ’ Value ’ Reason
Aug-21-2020 12:40:03 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time ®) (®) Sample ID: BPRTY6
(US & Canada)

’ 5.b Sample D

‘ Date L ocation User Value Reason
Aug-21-2020 12:40:03 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time ) (®) BPRTY6
(US & Canada)

[sc

‘ Date L ocation User Value Reason
Aug-21-2020 12:40:18 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time ®) (®) Sample1D: BP58HH
(US & Canada)

‘ 5.c Sample D

’ Date L ocation User Value Reason
Aug-21-2020 12:40:18 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time ) (6) BP58HH
(US & Canada)

5

‘ Date L ocation User Value Reason
Aug-21-2020 12:40:26 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time ®) (®) Sample |D: BP58HJ
(US & Canada)

‘ 5.d Sample ID

‘ Date L ocation User Value Reason
Aug-21-2020 12:40:26 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
(UTC-06:00) Central Time ®) 6) BP58HJ
(US & Canada)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
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

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

Subject No: 11171036 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
’ 5e
‘ Date L ocation User Value Reason
Aug-21-2020 12:40:35 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Sample | D: BP58HK

(US & Canada) (b) (6)
‘ 5.e Sample D
‘ Date L ocation User Value Reason
Aug-21-2020 12:40:35 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, BP58HK

(US & Canada) (0) (6)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

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

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

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-21-2020 12:40:50 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
Aug-21-2020 12:40:50 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

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

(autocalc) | NASAL_SWAB

‘ 3. Sample Collected?

‘ Date L ocation User Value Reason

Aug-21-2020 12:40:57 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)

(US & Canada)

Aug-21-2020 12:40:50 ACVOPFEINFP6000 |autoquery | Query 1. Candidate 'Sample Collected? is
(UTC-06:00) Central Time (autoquery) Yes, however no

(US & Canada) barcodes are entered.

Please review and
correct as appropriate.

Aug-21-2020 12:40:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES
(US & Canada) (b) (6) Date of Collection:
Aug/20/2020
‘ 5a
‘ Date L ocation User Value Reason
Aug-21-2020 12:40:57 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Sample ID: BPS8GR
(US & Canada) (b) (6)
’ 5.aSampleD
‘ Date | L ocation | User |Value | Reason

Aug-21-2020 12:40:57

ACVOPFEINFP6000 Initial Entry

Egg (4), (b) | pataEntry:
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

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

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject No: 11171036 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
(UTC-06:00) Central Time Eg; @), (&) BP58GR

(US & Canada)

*** Confidential***
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form: VACCINATION - eCRF Audit Trail History

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

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

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-21-2020 12:41:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), NO
(US & Canada) (0) (6)

‘ 2. Treatment Name

‘Date L ocation ’User |Value Reason
Aug-21-2020 12:41:38 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

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

(autocalc) | BLINDED THERAPY

’3. Formulation:

’Date L ocation |User |Value Reason
Aug-21-2020 12:41:38 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

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

(autocalc) | INJECTION

‘ 4. Dose Date Time:

‘ Date L ocation User Value Reason
Aug-21-2020 12:41:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Aug/20/2020 16:02
(US & Canada) (0) (6)

‘ 5. Anatomical Location:

‘Date L ocation ’User |Value Reason
Aug-21-2020 12:41:38 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-06:00) Central Time

(autocalc) | DELTOID MUSCLE

(US & Canada)

’ 6. Body Side:

’ Date L ocation User Value Reason
Aug-21-2020 12:41:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, RIGHT
(US & Canada) (b) (6)

‘ 7. Route:
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171036

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

‘Date L ocation ’User |Value Reason
Aug-21-2020 12:41:38 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | INTRAMUSCULAR
(US & Canada)

’ 10. Timeframe Subject Was Observed

’Date L ocation |User |Value Reason
Aug-21-2020 12:41:38 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry

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

THE PROTOCOL SPECIFIED OBSE
RVATION PERIOD

(autocalc)

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

‘ Date L ocation User Value Reason
Aug-21-2020 12:41:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, YES

(US & Canada)

(b) (6)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: REACTOGENICITY DIARY - eCRF Audit Trail History
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

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

Subject No: 11171036 Subject Initials: ---

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

Back to Form

090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

‘ 1. Select appropriate response - Reactogenicity diary collection

‘ Date L ocation User Value Reason
Aug-21-2020 12:41:46 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), NO - REACTOGENICITY E-DIARY
(US & Canada) (0) (6) NOT COLLECTED FOR THIS SUBJ

ECT
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090177e196ae3dcc\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: 11171036

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
Sep-16-2020 13:10:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sep/10/2020
(US & Canada) (b) (6)

‘ 2. Erroneous Visit

‘ Date L ocation User Value Reason
Sep-16-2020 13:10:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Applicable

(US & Canada)

(b) (6)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 15-Sep-2020 21:54

Site No: 1117
Subject No: 11171036
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-16-2020 13:11:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Sep/10/2020
(US & Canada) (b) (6)

[2a

‘ Date L ocation User Value Reason
Sep-16-2020 13:11:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time Eﬁi’«s) Record Identifier:: 1
(US& Canada) Temperature: 98.2

TemperatureUnit: F
Temperature Locatio ORAL CAVIT
n:: Y

’ 2.a Record I dentifier:

’ Date L ocation User Value Reason
Sep-16-2020 13:11:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), 1
(US & Canada) (b) (6)

‘ 2.a Temperature:

‘ Date L ocation User Value Reason
Sep-16-2020 13:11:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), 98.2
(US & Canada) (b) (6)

‘ 2.a Unit:

‘ Date L ocation User Value Reason
Sep-16-2020 13:11:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), F
(US & Canada) (b) (6)

’ 2.a Temperature Location:

‘ Date L ocation User Value Reason
Sep-16-2020 13:11:24 ACVOPFEINFP6000 | (B) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) ORAL CAVITY
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 15-Sep-2020 21:54
SiteNo: 1117

Subject No: 11171036

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

(US & Canada)

| (b) (4), (b) (6) |
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171036
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

Back to Form

‘ 1. Data Origin

‘ Date L ocation | User ’ Value Reason
Sep-22-2020 13:21:38 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |SITE
(US & Canada)

’ 2. Sample Type

’ Date L ocation | User | Value Reason
Sep-22-2020 13:21:38 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-23-2020 06:25:29 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central Time (b) (6) query
(US & Canada)

Sep-22-2020 16:21:47 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Sep-22-2020 13:21:38 ACVOPFEINFP6000 | auto query Query 2: 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-22-2020 13:21:38 ACVOPFEINFP6000 | auto query Query 1: Answered Initial Entry
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Sep-22-2020 13:21:38 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (6) YES
(US & Canada) Date of Collection:
Sep/10/2020
Sep-17-2020 16:34:26 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened Nasal Swab barcode
(UTC-06:00) Central Time (6) BM8Y FW has been
(US & Canada) received by the lab
for Visit 2. Please
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Header Text: c4591001
Visit: V2_VAX2 L

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

Subject No: 11171036

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

review and update or

submit SCF.

‘ 4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

’Date ’Location ‘User |Value ’Reason
Sep-22-2020 16:21:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Applicable
(US & Canada) (b) (6)

’ 5.a

‘ Date L ocation User Value Reason
Sep-22-2020 16:21:47 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time ), Sample ID: BM8YFW
(US & Canada) () (6)

‘ 5.a Sample D

‘ Date L ocation User Value Reason
Sep-22-2020 16:21:47 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), BM8YFW

(US & Canada)

(b) (6)
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Header Text: c4591001
Visit: V2 VAX2 L

Form: VACCINATION - eCRF Audit Trail History

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

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

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-16-2020 13:12:10 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-16-2020 13:12:10 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | BLINDED THERAPY

’3. Formulation:

’ Date L ocation | User | Value Reason
Sep-16-2020 13:12:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | INJECTION

‘ 4. Dose Date Time:

‘ Date L ocation User Value Reason
Sep-16-2020 13:12:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sep/10/2020 13:12
(US & Canada) (b) (6)

‘ 5. Anatomical Location:

‘ Date L ocation | User ’ Value Reason
Sep-16-2020 13:12:10 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time

(autocalc) | DELTOID MUSCLE

(US & Canada)

’ 6. Body Side:

’ Date L ocation User Value Reason
Sep-16-2020 13:12:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), RIGHT
(US & Canada) (b) (6)

‘ 7. Route:
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 11171036

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

‘ Date L ocation | User ’ Value Reason
Sep-16-2020 13:12:10 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |INTRAMUSCULAR
(US & Canada)

’ 10. Timeframe Subject Was Observed

’ Date L ocation | User | Value Reason
Sep-16-2020 13:12:10 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry

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

THE PROTOCOL SPECIFIED OBSE
RVATION PERIOD

(autocalc)

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

‘ Date L ocation User Value Reason
Sep-16-2020 13:12:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF YES

(US & Canada)

(b) (6)
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Header Text: c4591001
Visit: V3_MONTH1_POSTVAX2_ L
Form Version: 22-Apr-2020 21:02

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 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

Oct-15-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | Response satisfies query

13:19:15 (6) 1: Clo

(UTC-06:00) sed

Central Time

(Us&

Canada)

Oct-14-2020 | ACVOPFEINFPG000 (b) (4), (b) Query | Original valueis correct

14:47:48 (6) 1: Ans

(UTC-06:00) wered

Central Time

(Us&

Canada)

Oct-12-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW4940157;The Date of

05:06:33 (b) (4) 1: Ope | Visit at Visit

(UTC-06:00) ned V3_MONTH1_POSTVAX2 L

Central Time isthe same as the other Date

(Us& of Visit at Visit

Canada) COVID_APease review for
duplication and update as
appropriate.

Oct-09-2020 | ACVOPFEINFPE000 (b) (4), (b) Data | Initia Entry

14:30:34 (6) Entry

(UTC-06:00) M

Central Time Oct/8/

(Us& 2020

Canada)
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Header Text: c4591001

Visit: V3 MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171036
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

Back to Form

‘ 1. Data Origin
‘Date L ocation ’User |Value Reason
Oct-22-2020 11:06:40 ACVOPFEINFP6000 |(b) Query 1: Deleted Form updated by Site
(UTC-06:00) Central Time (@),
(US & Canada) (b) (6)
Oct-21-2020 09:51:23 ACVOPFEINFPG000 |(b) (4), (b) | Query 1: Candidate Please leave
(UTC-06:00) Central Time (6) candidate query until
(US & Canada) site updates and then
delete query.
Oct-14-2020 14:46:44 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 14.46:44 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SERUM
(US & Canada)
‘ 3. Sample Collected?
‘ Date L ocation User Value Reason
Oct-14-2020 14:47:07 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Oct-14-2020 14:46:44 ACVOPFEINFP6000 |autoquery | Query 1: Candidate 'Sample Collected? is
(UTC-06:00) Central Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Oct-14-2020 14.46:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), YES
(US & Canada) (b) (6) Date of Collection:
Oct/8/2020
‘ 5a
‘ Date L ocation User Value Reason
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Header Text: c4591001
Visit: V3_MONTH1_POSTVAX2_L

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

Subject No: 11171036

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

Oct-14-2020 14:47:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), SampleD: BRISBDP
(US & Canada) (b) (6)

’ 5.aSample|D

’ Date L ocation User Value Reason
Oct-14-2020 14:47:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), BRJSDP
(US & Canada) () (6)

‘ 5b

‘ Date L ocation User Value Reason
Oct-14-2020 14:47:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sample | D: BRISBDR
(US & Canada) () (6)

‘ 5.b Sample D

’ Date L ocation User Value Reason
Oct-14-2020 14:47:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), BRJSDR
(US & Canada) (b) (6)

’ 5.c

‘ Date L ocation User Value Reason
Oct-14-2020 14:47:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Sample ID: BRISF6
(US & Canad) () (6)

‘ 5.c Sample D

‘ Date L ocation User Value Reason
Oct-14-2020 14:47:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), BRJ8F6
(US & Canada) () (6)

‘ 5.d

’ Date L ocation User Value Reason
Oct-21-2020 13:17:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sample ID: BRSRLH
(US & Canada) (b) (6)
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Header Text: c4591001
Visit: V3_MONTH1 _POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
’ 5.d Sample D
‘ Date L ocation User Value Reason
Oct-21-2020 13:17:20 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time ), BRSRLH
(US & Canada) (®) (6)
[se
‘ Date L ocation User Value Reason
Oct-21-2020 13:17:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sample | D: BRSRLJ
(US & Canada) () (6)
‘ 5.eSample|D
’ Date L ocation User Value Reason
Oct-21-2020 13:17:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), BRSRLJ
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

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

Subject No: 11171036

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - 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 L ocation | User | Value | Reason

Oct-16-2020 | ACVOPFEINFPG000 (b) (4), (b) Query | Response satisfies query
03:17:43 (6) 4: Clo

(UTC-06:00) sed

Central Time

(Us&

Canada)

Oct-16-2020 | ACVOPFEINFPG000 (b) (4), (b) Query | Response satisfies query
03:17:08 (6) 3:Clo

(UTC-06:00) sed

Central Time

(US&

Canada)

Oct-15-2020 | ACVOPFEINFPE000 (b) (4), (b) Query | Changed data per query
16:43:29 (6) 4: Ans

(UTC-06:00) wered

Central Time

(Us&

Canada)

Oct-15-2020 | ACVOPFEINFPE000 (b) (4), (b) Query | PER INVESTIGATOR,
16:04:16 (6) 3: Ans | PARTICIPANT WASONSITE
(UTC-06:00) wered | FOR V3 AND CONDUCTED
Central Time AN ILLNESSVISIT PER
(Us& ASSESSMENT.

Canada)

Oct-15-2020 | ACVOPFEINFPE000 (b) (4), Query | DM: The Date of Visit at Visit
07:35:24 (b) (6) 3:Rel | COVID_A isthe same asthe
(UTC-06:00) ssued: | other Date of Visit at Visit
Central Time Opene | V3_MONTH1_POSTVAX2_L.
(Us& d Please review for duplication
Canada) and update as appropriate.
Oct-14-2020 | ACVOPFEINFP6000 (b) (4), (b) Query |Original valueis correct
13:54:27 (6) 3. Ans

(UTC-06:00) wered

Central Time

(Us&

Canada)

Oct-14-2020 | ACVOPFEINFP6000 auto query Query | Close Auto Query

13:53:31 (autoquery) 1: Clo

(UTC-06:00) sed
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Header Text: c4591001

Oct/08/2020

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 22-Apr-2020 21:03

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

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

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Central Time

(Us&

Canada)

Oct-14-2020 | ACVOPFEINFPE000 (b) (4), (b) (6) Query | DM: Kindly review and

02:25:21 4: Op |complete‘Hedth Care

(UTC-06:00) ened | Utilization, Microbiology

Central Time Specimen form' at this visit.

(US& Thank you.

Canada)

Oct-12-2020 | ACVOPFEINFPE000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW4940156;The Date of

05:06:33 (b) (4) 3:Op |Visitat Visit COVID_A isthe

(UTC-06:00) ened | same asthe other Date of Visit

Central Time at Visit

(Us& V3 _MONTH1 POSTVAX2_ L.

Canada) Please review for duplication
and update as appropriate.

Oct-10-2020 | ACVOPFEINFP6000 (b) (4), Query |Dateof Visitis completed but

06:03:03 (b) (6) 1: Op | Date of Collectionin both

(UTC-06:00) ened | Nasal Swab Self and Nasal

Central Time Swab are missing. Please

(US& review and update as

Canada) appropriate.

Oct-09-2020 | ACVOPFEINFP6000 auto query Query | Close Auto Query

14:29:29 (autoquery) 2: Del

(UTC-06:00) eted

Central Time

(US&

Canada)

Oct-09-2020 | ACVOPFEINFP6000 auto query Query | Date of Visit is completed but

14:28:03 (autoquery) 2: Can | Date of Assessment in the

(UTC-06:00) didate |Signsand Symptomsformis

Central Time missing. Please review and

(Us& update as appropriate.

Canada)

Oct-09-2020 | ACVOPFEINFP6000 auto query Query | Dateof Visit is completed but

14:28:03 (autoquery) 1: Can | Date of Collection in both

(UTC-06:00) didate | Nasal Swab Self and Nasal

Central Time Swab are missing. Please

(US& review and update as

Canada) appropriate.

Oct-09-2020 | ACVOPFEINFPE000 (b) (4), (b) Data |Initia Entry

14:28:03 (6) Entry

(UTC-06:00) M

Central Time Oct/8/

(Us& 2020

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

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

Subject No: 11171036

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - 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

‘ Canada)

‘ 3. COVID-19 lliness Visit:

‘Date L ocation |User ’VaJue |Reason
Oct-09-2020 14:28:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |COVID_A
(US & Canada)
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form Version: 15-Sep-2020 2155
Site No: 1117

Subject No: 11171036

Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Not Complete

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-09-2020 14:29:29 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Oct/8/2020
(US & Canada) (0} (6)

’ 2. Date of First Symptom Started:

’ Date L ocation User Value Reason
Oct-09-2020 14:29:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Sep/22/2020
(US & Canada) (b) (6)

‘ 3. Symptoms Ongoing?

‘ Date L ocation | User | Value Reason
Jan-22-2021 07:30:05 ACVOPFEINFP6000 |(b) Query 2: Closed Response satisfies
(UTC-06:00) Central Time (4), query
(US & Canada) (b)

(6)
Jan-21-2021 13:42:57 ACVOPFEINFP6000 | auto query Query 2: Answered Changed Information
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Jan-21-2021 13:42:57 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed Information
(UTC-06:00) Central Time (6) NO
(US & Canada) Date of Last Symptom Resolved:
Dec/3/2020
Dec-24-2020 12:32:57 ACVOPFEINFPG000 |(b) Query 2: Reissued:Opened Clin: This date
(UTC-06:00) Central Time (4), overlaps with
(US & Canada) (b) COVID_B symptom
(6) dates of 090ct2020 to
03Dec2020.

Dec-23-2020 15:27:45 ACVOPFEINFP6000 | auto query Query 2: Answered New Information
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Dec-23-2020 15:27:45 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: New Information
(UTC-06:00) Central Time (6) NO
(US & Canada) Date of Last Symptom Resolved:

Page 539 of 832

*** Confidential***

FDA-CBER-2021-5683-0793658




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/08/2020

Form Version: 15-Sep-2020 21:55

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

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

Oct/24/2020

Dec-09-2020 11:58:56 ACVOPFEINFP6000 |(b) Query 2: Opened Clinical Query:

(UTC-06:00) Central Time (4), Symptomsin this visit

(US & Canada) (b) are still ongoing,

(6) however COVID_B

visit is conducted.
Please clarify whether
the symptoms are till
ongoing or end dateis
available.

Nov-16-2020 15:26:50 ACVOPFEINFPG000 |(b) (4), (b) |Query 1: Closed Response satisfies

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

(US & Canada)

Nov-16-2020 15:16:16 ACVOPFEINFPG000 |(b) (4), (b) |Query 1: Answered AE STILL ONGOING

(UTC-06:00) Central Time (6) PER LAST ONSITE

(US & Canada) VISIT ON
240CT2020. PER
INVESTIGATOR
NOTES, SEVERAL
SYMPTOMS WERE
REPORTED TO ADD
TO COVID VISIT.
ADDED
SHORTNESS OF
BREATH.

Nov-14-2020 18:29:11 ACVOPFEINFP6000 | (b) Query 1: Opened I1Iness onset source

(UTC-06:00) Central Time @), has No for symptoms

(US & Canada) (0) (6) ongoing. Please
confirm and update
accordingly.

Nov-07-2020 21:38:08 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed Information

(UTC-06:00) Central Time (6) YES

(US & Canada)

Oct-09-2020 14:29:29 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-06:00) Central Time (6) NO

(US & Canada) Date of Last Symptom Resolved:

Sep/28/2020
’ 4.a
‘ Date L ocation User Value Reason
Oct-09-2020 14:29:29 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4) Symptoms: FEVER

(US & Canada)

() )

Page 540 of 832

*** Confidential***
FDA-CBER-2021-5683-0793659




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/08/2020

Form Version: 15-Sep-2020 21:55

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Trail History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

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

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

‘ ‘ ‘ Symptom Present: NO

‘ 4.a Symptoms:

‘Date |Location |User |VaJue |Reason
Oct-09-2020 14:29:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, FEVER
(US & Canada) (0) (6)

‘ 4.a Was symptom present?

’ Date L ocation User Value Reason
Oct-09-2020 14:29:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), NO
(US & Canada) (b) (6)

|ab

‘ Date L ocation User Value Reason
Oct-09-2020 14:29:29 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time ), Symptoms. NEW OR INCREASE
(US & Canada) ®)®) D COUGH

Symptom Pr NO
esent:

‘ 4.b Symptoms:

’ Date L ocation User Value Reason
Oct-09-2020 14:29:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (N NEW OR INCREASED COUGH
(US & Canada) (b) (6)

‘ 4.b Was symptom present?

‘ Date L ocation User Value Reason
Oct-09-2020 14:29:29 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, NO
(US & Canada) (b) (6)

[0
‘ Date L ocation User Value Reason
Nov-16-2020 15:13:28 ACVOPFEINFP6000 |(b) Data Entry: WRITTEN IN
(UTC-06:00) Central Time @), Symptom NEW OR INCREASED | PROGRESSNOTE
(US & Canada) (b) (6) s SHORTNESS OF BREA | TOADD TOVISIT
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/08/2020

Form Version: 15-Sep-2020 21:55
SiteNo: 1117

Subject No: 11171036

Generated By: (b) (4)

Trail History

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

TH PER INVESTIGATOR
Symptom YES
Present:
Oct-09-2020 14:29:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Symptom NEW OR INCREASED
(US & Canada) (b) (©) s SHORTNESS OF BREA
TH
Symptom NO
Present:
‘ 4.c Symptoms:
‘ Date L ocation User Value Reason
Oct-09-2020 14:29:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), NEW OR INCREASED SHORTNES
(US & Canada) (b) (6) S OF BREATH
‘ 4.c Was symptom present?
‘ Date L ocation User Value Reason
Nov-16-2020 15:13:28 ACVOPFEINFP6000 |(b) Data Entry: WRITTEN IN
(UTC-06:00) Central Time 4), YES PROGRESS NOTE
(US & Canada) (b) (6) TOADD TOVISIT
PER INVESTIGATOR
Nov-14-2020 18:33:35 ACVOPFEINFP6000 |(b) Query 1. Closed Duplicate query
(UTC-06:00) Central Time (4), already on AE log
(US & Canada) ) 6) CRF.
Nov-14-2020 18:28:25 ACVOPFEINFP6000 |(b) Query 1: Opened AE log has shortness
(UTC-06:00) Centra Time 4), of breath with start
(US & Canada) (®) (6) date 080ct2020 and
AE was removed from
EDC. Thisisalso
noted on illness onset
source. Please confirm
if it should be captured
here.
Oct-09-2020 14:29:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), NO
(US & Canada) (b) (6)
|ad
‘ Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/08/2020

Form Version: 15-Sep-2020 21:55

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1117) Sundance Clinical Research

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

Oct-09-2020 14:29:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(US& Canada) e Symptom Present: YES

‘ 4.d Symptoms:

’ Date L ocation User Value Reason
Oct-09-2020 14:29:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), CHILLS
(US & Canada) (b) (6)

‘ 4.d Was symptom present?

‘ Date L ocation User Value Reason
Oct-09-2020 14:29:29 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4, YES
(US & Canad) () (6)

[ae

‘ Date L ocation User Value Reason
Nov-07-2020 21:36:45 ACVOPFEINFPE000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time (), Symptoms: NEW OR INCREASED
(US & Canada) ®® MUSCLE PAIN

Symptom YES

Present:
Oct-09-2020 14:29:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (‘g), . Symptoms. NEW OR INCREASED
(US & Canada) (b) (6) MUSCLE PAIN

Symptom NO

Present:
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Header Text: c4591001

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

Oct/08/2020

Form Version: 15-Sep-2020 21:55
SiteNo: 1117

Subject No: 11171036

Generated By: (b) (4)

Trail History

Form Status: Data Complete, Frozen, Not Complete
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
Oct-09-2020 14:29:29 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4. NEW OR INCREASED MUSCLE PA
(US & Canada) (®) (6) IN

‘ 4.e Was symptom present?

‘ Date L ocation User Value Reason
Nov-07-2020 21:36:45 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time 4, YES
(US & Canada) (0) (6)

Oct-09-2020 14:29:29 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, NO
(US & Canada) (b) (6)

|af

‘ Date L ocation User Value Reason
Jan-21-2021 13:47:01 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-06:00) Central Time Eg' © Symptoms. NEW LOSS OF TAST
(US & Canada) E OR SMELL

Symptom P YES

resent:
Oct-09-2020 14:29:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (3)- . Symptoms. NEW LOSS OF TAST
(US & Canada) s E OR SMELL

Symptom P NO

resent:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Oct/08/2020 Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Not Complete
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---

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

’ 4.f Symptoms:

‘ Date L ocation User Value Reason
Oct-09-2020 14:29:29 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4. NEW LOSS OF TASTE OR SMELL
(US & Canada) (®) (6)

‘ 4.f Was symptom present?

‘ Date L ocation User Value Reason
Jan-21-2021 13:47:01 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-06:00) Central Time @, YES
(US & Canada) (0) (6)

Oct-09-2020 14:29:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, NO
(US & Canada) (0) (6)

g

‘ Date L ocation User Value Reason
Nov-07-2020 21:37:10 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time (g% . Symptoms; NEW OR INCREASED
(US & Canada) (b) (6) SORE THROAT

Symptom YES

Present:
Oct-09-2020 14:29:29 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (;‘)v . Symptoms. NEW OR INCREASED
(US & Canada) (b) (6) SORE THROAT

Symptom NO

Present:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/08/2020

Form Version: 15-Sep-2020 21:55

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Trail History
Form Status: Data Complete, Frozen, Not Complete

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

’ 4.9 Symptoms:

‘ Date L ocation User Value Reason
Oct-09-2020 14:29:29 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4. NEW OR INCREASED SORE THRO
(US & Canada) (®) (6) AT

‘ 4.9 Was symptom present?

‘ Date L ocation User Value Reason
Nov-07-2020 21:37:10 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time 4, YES
(US & Canada) (0) (6)

Oct-09-2020 14:29:29 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, NO
(US & Canada) (b) (6)

|ah

‘ Date L ocation User Value Reason
Oct-09-2020 14:29:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 8;,(6) Symptoms: DIARRHEA
(US& Canada) Symptom Present: NO

‘ 4.h Symptoms:

‘ Date L ocation User Value Reason
Oct-09-2020 14:29:29 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
Oct-09-2020 14:29:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), NO
(US & Canada) (b) (6)

i
‘ Date L ocation User Value Reason
Oct-09-2020 14:29:29 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4) Symptoms: VOMITING

(US & Canada)

() (6)

Symptom Present: NO
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form Version: 15-Sep-2020 21:55
SiteNo: 1117

Subject No: 11171036

Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---

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

’4.i Symptoms:

‘ Date L ocation User Value Reason
Oct-09-2020 14:29:29 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time ), VOMITING
(US & Canada) (®) (6)

‘ 4.i Was symptom present?

‘ Date L ocation User Value Reason
Oct-09-2020 14:29:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, NO
(US & Canada) () (6)

‘ 5a

’ Date L ocation User Value Reason
Jan-21-2021 13:47:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)v . Symptoms - Other: HEADACHE
(US & Canada) (b) (6)

’ 5.a Symptoms - Other Text:

‘ Date L ocation User Value Reason
Jan-21-2021 13:47:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, HEADACHE
(US & Canada) (®) (6)

50
‘ Date L ocation User Value Reason
Jan-21-2021 13:47:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (), Symptoms - Othe SINUS PRESSU
(US & Canada) (b) (6) r RE
‘ 5.b Symptoms - Other Text:

’ Date L ocation User Value Reason
Jan-21-2021 13:47:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), SINUS PRESSURE
(US & Canada) (b) (6)

‘ 5.c
‘ Date L ocation User Value Reason
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Header Text: c4591001

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

Oct/08/2020 Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Not Complete
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171036
Generated By: (b) (4)

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

Jan-21-2021 13:50:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)v . Symptoms- Ot LEFT ARM SORE
(US & Canada) (b) (6) her: NESS

’ 5.c Symptoms - Other Text:

‘ Date L ocation User Value Reason
Jan-21-2021 13:50:12 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry

(UTC-06:00) Central Time

4)

, LEFT ARM SORENESS
(b) (6)

(US & Canada)

5

‘ Date L ocation User Value Reason
Jan-21-2021 13:50:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (g), Symptoms - Othe NECK STIFFNE
(US & Canada) (b) (6) r ss

‘ 5.d Symptoms - Other Text:

’ Date L ocation User Value Reason
Jan-21-2021 13:50:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

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

(4)

: NECK STIFFNESS
(b) (6)
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form Version: 06-Jul-2020 21:54
Site No: 1117

Subject No: 11171036
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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. Actual Date of Collection:

‘ Date L ocation User Value Reason
Oct-15-2020 16:01:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (0} (6)

’ 2. Specimen Type:

’ Date L ocation User Value Reason
Oct-15-2020 16:01:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (b) (6)

‘ 3. Specimen Collection Location:

‘ Date L ocation User Value Reason
Oct-15-2020 16:01:08 ACVOPFEINFPE000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (b) (6)

‘ 4. Assay Code and Description:

‘ Date L ocation User Value Reason
Oct-15-2020 16:01:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) 0} (6)

’ 5. Device Type:

’ Date L ocation User Value Reason
Oct-15-2020 16:01:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (b) (6)

‘ 6. Trade Name:

‘ Date L ocation User Value Reason
Oct-15-2020 16:01:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

‘ 7. Test Result:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

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

Subject No: 11171036
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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

’ Date L ocation User Value Reason
Oct-15-2020 16:01:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (b) (6)

‘ 8. Comments/Findings/Details:

‘ Date L ocation User Value Reason
Oct-15-2020 16:01:08 ACVOPFEINFPE000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (b) (6)

‘ 9. Trade Name Other, Specify:

‘ Date L ocation User Value Reason
Oct-15-2020 16:01:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done

(US & Canada)

(b) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - eCRF

Oct/08/2020 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: 11171036 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

‘ 1. Data Origin

‘ Date L ocation User Value Reason
Nov-06-2020 17:46:30 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) SITE
(US & Canada)

Nov-06-2020 17:45:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @,

(US & Canada) (0) (6)

Oct-15-2020 16:06:51 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done

(US & Canada) (0) (6)

‘ 2. Sample Type

‘ Date L ocation User Value Reason
Nov-06-2020 17:46:30 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) NASAL_SWAB_SELF
(US & Canada)

Nov-06-2020 17:45:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @,

(US & Canada) (0) (6)

Oct-15-2020 16:06:51 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done

(US & Canada) (0) (6)

‘ 3. Sample Collected?

‘ Date L ocation User Value Reason
Nov-07-2020 | ACVOPFEINFPG000 (b) (4), Query 2: Cl | Response satisfies
09:54:24 (b) (6) osed query
(UTC-06:00)

Central Time

(US & Canada)

Nov-06-2020 ACVOPFEINFP6000 auto query Query 2: A | Initia Entry
17:46:30 (autoquery) nswered

(UTC-06:00)

Central Time

(US & Canada)

Nov-06-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry | Initial Entry
17:46:30 (6) N
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/08/2020

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171036
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

(UTC-06:00) NO

Central Time

(US & Canada)

Nov-06-2020 | ACVOPFEINFPG000 (b) (4), (b) Data Entry | Initial Entry

17:45:54 (6) N

(UTC-06:00)

Central Time

(US & Canada)

Nov-06-2020 | ACVOPFEINFPG000 (b) (4), (b) Query 2: O | If no sample was

01:07:16 (6) pened collected or sample

(UTC-06:00) was not collected

Central Time according to protocol,

(US & Canada) select “No” and
provide reason why
sample was not
collected at protocol-
specified timepoint in
the space provided

Nov-06-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 1: D | Query isinvalid or

00:28:04 (6) eleted does not apply

(UTC-06:00)

Central Time

(US & Canada)

Nov-05-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: C | DMW5244283;Sample

08:42:03 (b) (4) andidate Collected is not

(UTC-06:00) expected to be Not

Central Time Done. Please review

(US & Canada) and update
appropriately or clarify

Oct-15-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry | Initial Entry

16:06:51 (6) N

(UTC-06:00) Not Done

Central Time

(US & Canada)

’ 4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

’ Date L ocation User Value Reason
Nov-06-2020 17:46:30 ACVOPFEINFP6000 | (b) (4), (b) | Data Entry: Initial Entry
(UTC-06:00) Central Time (6) SWAB PFE WAS COLLECTED BY
(US & Canada) CLINIC PERSONNEL
Nov-06-2020 17:45:54 ACVOPFEINFP6000 | (b) (4), (B) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6)

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

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

Subject No: 11171036

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

Oct-15-2020 16:06:51 ACVOPFEINFP6000
(UTC-06:00) Central Time
(US & Canada)

(b) (4), (b) |DataEntry: Initial Entry
( Not Done
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Header Text: c4591001

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

Oct/08/2020 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: 11171036
Generated By: (b) (4)

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

Back to Form

‘ 1. Data Origin
‘ Date L ocation | User ’ Value Reason
Oct-14-2020 13:53:31 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time

(autocalc) |SITE

(US & Canada)

’ 2. Sample Type

’ Date L ocation | User | Value Reason
Oct-14-2020 13:53:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | NASAL_SWAB

‘ 3. Sample Collected?

‘Date L ocation |User |VaJue Reason

Nov-04-2020 23:23:14 ACVOPFEINFP6000 |(b) Query 3: Closed As per site

(UTC-06:00) Central Time (4), confirmation - updated

(US & Canada) (b) (6) PD tracker

Nov-04-2020 14:50:53 ACVOPFEINFP6000 |(b) (4), (b) Query 3: Answered DATES ARE

(UTC-06:00) Central Time (6) CORRECT.

(US & Canada) PARTICIPANT
REVEALED COVID
ILLNESS
SYMPTOMS AT

VISIT 3 (080CT2020)
WHEN SOLICITED
FOR POSSIBLE
ADVERSE EVENTS.
COVID ILLNESS
VISIT PROCEDURES
CONDUCTED IN
TANDEM WITH V3
STUDY
PROCEDURES.

Oct-30-2020 08:17:22
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000 | (1) (4), (0) (6) | Query 3: Opened PDQ: Date of
Collection ismore
than 4 days after Date
of Last Symptom
Resolved on the Signs
and Symptoms formin
the same visit. Please
review and update as
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Header Text: c4591001

Oct/08/2020

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 22-Apr-2020 21:03

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

appropriate.

Oct-21-2020 10:12:16 ACVOPFEINFPG000 |(b) (4), (b) Query 1: Closed As per site response

(UTC-06:00) Central Time (6)

(US & Canada)

Oct-19-2020 16:57:50 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered PER SOURCE

(UTC-06:00) Central Time (6) DOCUMENT, DATE

(US & Canada) OF ASSESSMENT IS
080CT2020.
PARTICIPANT WAS
ONSITE FOR V3,
INVESTIGATOR
ALSO DID COVID
ILLNESSVISIT AT
SAME TIME.

Oct-18-2020 08:59:15 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Reissued:Opened DM: Thank you for the

(UTC-06:00) Central Time (6) response. However,

(US & Canada) Date of Collectionis
more than 4 days after
Date of Last Symptom
Resolved on the Signs
and Symptoms formin
the same visit. Please
confirm and update as
appropriate. Else
clarify.

Oct-15-2020 16:02:18 ACVOPFEINFPG000 |(b) (4), (b) Query 1: Answered Original valueis

(UTC-06:00) Central Time (6) correct

(US & Canada)

Oct-14-2020 13:53:42 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Oct-14-2020 13:53:31 ACVOPFEINFP6000 | auto query Query 2: Candidate 'Sample Collected? is

(UTC-06:00) Central Time (autoquery) Yes, however no

(US & Canada) barcodes are entered.
Please review and
correct as appropriate.

Oct-14-2020 13:53:31 ACVOPFEINFP6000 | auto query Query 1: Opened Date of Collectionis

(UTC-06:00) Central Time (autoquery) more than 4 days after

(US & Canada) Date of Last Symptom
Resolved on the Signs

and Symptoms form in
the same visit. Please
review and update as

appropriate.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

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

Subject No: 11171036

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

Oct-14-2020 13:53:31 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) YES
(US & Canada) Date of Collection:
Oct/8/2020

‘ 5a

’ Date L ocation User Value Reason
Oct-14-2020 13:53:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Sample1D: BRISDB
(US & Canada) (b) (6)

‘ 5.aSampleID

‘ Date L ocation User Value Reason
Oct-14-2020 13:53:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), BRJBDB

(US & Canada)

(b) (6)
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Header Text: c4591001

Oct/08/2020

Form Version: 10-Oct-2020 15:59
Site No: 1117

Subject No: 11171036

Generated By: (b) (4)

Visit; POT_COVID_ILL 1 - Unscheduled Visit on

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

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

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Back to Form

[1a

‘ Date L ocation User Value Reason
Oct-15-2020 16:06:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (‘g)’ o Typeof Practitioner: ~ SPECIAL
(US & Canada) (0} (6) IST

Occurrenceof Vistsor NO
Contacts:

‘ 1.a Physician or Healthcare Professional:

‘ Date L ocation User Value Reason
Oct-15-2020 16:06:38 ACVOPFEINFPE000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time @), SPECIALIST
(US & Canada) (b) (6)

‘ 1.a Occurrence of Visitsor Contacts:

‘ Date L ocation User Value Reason
Oct-15-2020 16:06:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NO
(US & Canada) (b) (6)

’ 1b

’ Date L ocation User Value Reason
Oct-15-2020 16:06:38 . ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)v Type of Practitioner EMERGENC
(US & Canada) ®®) : Y ROOM

Occurrence of Visits NO
or Contacts.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form Version: 10-Oct-2020 15:59
SiteNo: 1117

Subject No: 11171036
Generated By: (b) (4)

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

’ 1.b Physician or Healthcare Professional:

‘ Date L ocation User Value Reason
Oct-15-2020 16:06:38 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4. EMERGENCY ROOM
(US & Canada) (®) (6)

‘ 1.b Occurrence of Visitsor Contacts:

‘ Date L ocation User Value Reason
Oct-15-2020 16:06:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, NO
(US & Canada) () (6)

[1c

’ Date L ocation User Value Reason
Oct-15-2020 16:06:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ), . Type of Practition PRIMARY CAR
(US & Canada) (b) (6) er: E PHYSICIAN

Occurrence of Vis NO
itsor Contacts:

‘ 1.c Physician or Healthcare Professional:

‘ Date L ocation User Value Reason
Oct-15-2020 16:06:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), PRIMARY CARE PHYSICIAN
(US & Canada) () (6)

‘ 1.c Occurrence of Visits or Contacts:

’ Date L ocation User Value Reason
Oct-15-2020 16:06:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) (b) (6)

‘ 1d

‘ Date L ocation User Value Reason
Oct-15-2020 16:06:38 ACVOPFEINFPE000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time (‘g)’ Type of Practitioner: URGENT C
(US & Canad) (b) (6) ARE

Occurrence of Visitsor NO
Contacts:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
Oct/08/2020

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

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

Subject No: 11171036 Subject Initials: ---

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

’ 1.d Physician or Healthcare Professional:

‘ Date L ocation User Value Reason
Oct-15-2020 16:06:38 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time ), URGENT CARE
(US & Canada) (®) (6)

‘ 1.d Occurrence of Visitsor Contacts:

‘ Date L ocation User Value Reason
Oct-15-2020 16:06:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, NO
(US & Canada) () (6)

[1e

’ Date L ocation User Value Reason
Oct-15-2020 16:06:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time () Type of Practitio TELEPHONE CO

(US & Canada) (b) (6) ner: NSULTATION

Occurrenceof Vi YES
sitsor Contacts.  Number of isits

or Contacts:
1

‘ 1.e Physician or Healthcare Professional:

‘ Date L ocation User Value Reason
Oct-15-2020 16:06:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), TELEPHONE CONSULTATION
(US & Canada) () (6)

‘ 1.e Occurrence of Visits or Contacts:

‘ Date L ocation User Value Reason
Oct-15-2020 16:06:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), YES
(US & Canada) (b) (6) Number of Misits or Contacts:

1
’ 1f
’ Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/08/2020

Form Version: 10-Oct-2020 15:59

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

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

Oct-19-2020 14:40:57
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000

(b)
(O
(b) (6)

Data Entry:
Type of Practitioner: OTHE
R

Occurrence of Visitsor Con NO
tacts:

Changed Information

Oct-15-2020 16:06:38 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (). Typeof Practitio OTHER
(US & Canada) ®) (6) ner:
Occurrenceof Vi YES
sitsor Contacts:.  Number of Misit
sor Contacts:
1

‘ 1.f Physician or Healthcare Professional:

’ Date L ocation User Value Reason
Oct-15-2020 16:06:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), OTHER
(US & Canada) (b) (6)

’ 1.f Occurrence of Visitsor Contacts:

‘ Date L ocation User Value Reason
Oct-19-2020 14:40:57 ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto Query
(UTC-06:00) Central Time (autoquery)

(US & Canada)
Oct-19-2020 14:40:57 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time (OF NO
(US & Canada) (b) (6)
Oct-19-2020 14:40:30 ACVOPFEINFP6000 |autoquery | Query 1: Opened “Other” isselected ,
(UTC-06:00) Central Time (autoquery) however other specific
(US & Canada) item is blank. Please
review and update as
appropriate.
Oct-15-2020 16:06:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, YES
(US & Canada) (0) (6) Number of Visits or Contacts:
1
‘ 2. Other Type of Practitioner Specify:
‘ Date L ocation User Value Reason
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/08/2020

Form Version: 10-Oct-2020 15:59

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

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

Oct-19-2020 18:23:34 ACVOPFEINFPG000 |(b) Query 1: Closed Response satisfies
(UTC-06:00) Central Time (4), query
(US & Canada) (b)
(6)
Oct-19-2020 14:40:30 ACVOPFEINFP6000 |autoquery | Query 1: Answered Changed Information
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Oct-19-2020 14:40:30 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time (4).
(US & Canada) (b) (6)
Oct-16-2020 11:55:35 ACVOPFEINFP6000 |(b) Query 1: Reissued:Opened Clinical Query: To
(UTC-06:00) Central Time (4), clarify, asvisit with
(US & Canada) (b) study investigator is
(6) specified to be
performed per
protocoal, it should not
be recorded as an
Other Type of
Practitioner on this
CRF.
Oct-16-2020 11:51:31 ACVOPFEINFP6000 |(b) Query 1: Answered SCHEDULED
(UTC-06:00) Central Time @, PROTOCOL VISIT,
(US & Canada) (0) (6) INVESTIGATOR
DEEMED
NECESSARY FOR
COVID ILLNESS
VISIT. CONTACTED
CRA WHOM
REPORTED THAT
ALL STUDY
PROCEDURES
SHOULD BE
COMPLETED AND
REPORTED.
Oct-16-2020 10:34:15 ACVOPFEINFP6000 |(b) Query 1: Opened Clinical Query:
(UTC-06:00) Central Time (4), Protocol-specified
(US & Canada) (b) visits should not be
(6) recorded on this CRF.
Oct-15-2020 16:06:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), STUDY INVESTIGATOR
(US & Canada) (b) (6)
‘ 3. Hasthe subject been hospitalized due to potential COVID-19 illness?
‘ Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Oct/08/2020
Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171036
Generated By: (b) (4)

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

Oct-15-2020 16:06:38
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
@),
(b) (6)
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on

Oct/08/2020

Form Version: 06-Jul-2020 21:53

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - 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. What isthe treatment | dentifier?

‘ Date L ocation User Value Reason
Nov-16-2020 15:16:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

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

’ Date L ocation User Value Reason
Nov-16-2020 15:16:27 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

-06: entral Time ) ot Done
(UTC-06:00) Central Ti @) Not D
(US & Canada) (b) (6)

‘ 3. Treatment:

‘ Date L ocation User Value Reason
Nov-16-2020 15:16:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

‘ 4. Treatment:

‘ Date L ocation User Value Reason
Nov-16-2020 15:16:27 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

’ 5. Start Date:

’ Date L ocation User Value Reason
Nov-16-2020 15:16:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

-06: entral Time ) ot Done
(UTC-06:00) Central Ti 4 Not D
(US & Canada) (b) (6)

‘ 6. Ongoing?

‘ Date L ocation User Value Reason
Nov-16-2020 15:16:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (] Not Done

(US & Canada)

(b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1-Unscheduled Visiton Form: ILLNESS DETAILS - eCRF Audit Trail History

Oct/08/2020
Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171036
Generated By: (b) (4)

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

Back to Form

‘ 1. Category of Clinical Event:

‘ Date L ocation | User ’ Value Reason
Oct-09-2020 14:30:03 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | POTENTIAL COVID-19 ILLNESS

’ 2. Was a diagnosis obtained for Potential COVID-19 IlIness?

’ Date L ocation User Value Reason
Oct-09-2020 14:30:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), NO
(US & Canada) (b) (6)

‘ 3. Toxicity Grade:

‘ Date L ocation User Value Reason
Oct-09-2020 14:30:03 ACVOPFEINFPE000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time @),

(US & Canada) (b) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Oct/08/2020

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---

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

Back to Form

‘ 1. Category of Clinical Event:

‘ Date L ocation User Value Reason
Nov-20-2020 10:41:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

’ 2. Subcategory of Clinical Event:

’ Date L ocation User Value Reason
Nov-20-2020 10:41:40 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (b) (6)

’ 3. Was a diagnosis obtained?

‘ Date L ocation User Value Reason
Nov-20-2020 10:41:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

‘ 4. Toxicity Grade:

‘ Date L ocation User Value Reason
Nov-20-2020 10:41:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

Oct/08/2020 Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

‘ 1. Lab Pandl:

‘ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

’ 2. Laboratory Name and Address

’ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

-06: entral Time ) ot Done
UTC-06:00) Central Ti @ Not D
(US & Canada) (b) (6)

‘ 3. Collection Date:

‘ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

‘ 4. Specimen Type:

‘ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

’ 5.a
’ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (3)' . Sponsor -Defined I dentifie Not Don
(US & Canada) (0) (6) [ 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

Oct/08/2020

Form Version: 21-Aug-2020 02:49

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - 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

’ 5.a Sponsor |D:

‘ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (b) (6)

‘ 5.a Test:

‘ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

‘ 5.a Result:

’ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

’ 5.a Not Done:

‘ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (b) (6)

‘ 5aLNMT

‘ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

Ex:

’ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' . Sponsor -Defined I dentifie Not Don
(US & Canada) (b) (6) r e

Test:: Not Don
e
Result:: Not Don
e
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/08/2020

Form Version: 21-Aug-2020 02:49

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - 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

Not Done:: Not Don
e

Lab Normal Range: Not Don
e

‘ 5.b Sponsor 1D:

‘ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (b) (6)

‘ 5.b Test:

‘ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

‘ 5.b Result:

’ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

‘ 5.b Not Done:

‘ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

‘ 5.bLNMT

‘ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

’ 5.c

’ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 | (B) (4), (B) | DataEntry: Initial Entry
(UTC-06:00) Central Time ®) Sponsor-Defined | dentifie Not Don
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Oct/08/2020 Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
(US & Canada) (b) (4, (B) (6) | - e

Test:: Not Don
e

Result:: Not Don
e

Not Done:: Not Don
e

Lab Normal Range: Not Don
e

’ 5.c Sponsor ID:

’ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (b) (6)

‘ 5.c Test:

‘ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

‘ 5.c Result:

‘ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

’ 5.c Not Done:

’ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (b) (6)

‘ 5.cLNMT

‘ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)
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Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

Oct/08/2020 Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5
‘ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ). Sponsor -Defined | dentifie Not Don
(US & Canada) (0) (6) [ 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

Oct/08/2020

Form Version: 21-Aug-2020 02:49

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - 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

’ 5.d Sponsor 1D:

‘ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (b) (6)

‘ 5.d Test:

‘ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

‘ 5.d Result:

’ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

’ 5.d Not Done:

‘ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (b) (6)

‘ 5dLNMT

‘ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

‘ 5e

’ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central Time

4,
(b) (6)

Sponsor -Defined I dentifie Not Don

(US & Canada) r: e
Test:: Not Don

e
Result:: Not Don

e
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/08/2020

Form Version: 21-Aug-2020 02:49

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - 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

Not Done:: Not Don
e

Lab Normal Range: Not Don
e

‘ 5.e Sponsor ID:

‘ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (b) (6)

‘ S5.eTest:

‘ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

‘ 5.e Result:

’ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

‘ 5.e Not Done:

‘ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

‘ 5eLNMT

‘ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

E

’ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Sponsor-Defined I dentifie Not Don
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Oct/08/2020 Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
(US & Canada) (b) (4, (B) (6) | - e

Test:: Not Don
e

Result:: Not Don
e

Not Done:: Not Don
e

Lab Normal Range: Not Don
e

’ 5.f Sponsor 1D:

’ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (b) (6)

‘ 5.f Test:

‘ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

‘ 5.f Result:

‘ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

’ 5.f Not Done:

’ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (b) (6)

‘ 5f LNMT

‘ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

Oct/08/2020 Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
’ 59
‘ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ). Sponsor -Defined | dentifie Not Don
(US & Canada) (0) (6) [ e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
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Header Text: c4591001

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

Oct/08/2020 Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171036
Generated By: (b) (4)

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

’ 5.9 Sponsor |D:

‘ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (b) (6)

‘ 5.9 Test:

‘ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

‘ 5.0 Result:

’ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

’ 5.9 Not Done:

‘ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (b) (6)

‘ 5.gLNMT

‘ Date L ocation User Value Reason
Nov-20-2020 10:41:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @) Not Done

(US & Canada)

() ()
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on

Oct/08/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - 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. Lab Pandl:

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

’ 2. Laboratory Name and Address

’ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (b) (6)

‘ 3. Collection Date:

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

‘ 4. Specimen Type:

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

’ 5.a
’ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (3)' . Sponsor -Defined | dentifie Not Don
(US & Canada) (0) (6) [ e

Test:: Not Don
e

Result:: Not Don
e

Not Done:: Not Don
e

Lab Normal Range: Not Don
e
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/08/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---

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

’ 5.a Sponsor |D:

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (b) (6)

‘ 5.a Test:

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

‘ 5.a Result:

’ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

’ 5.a Not Done:

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (b) (6)

‘ 5aLNMT

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

Ex:

’ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (3)- . Sponsor-Defined I dentifie Not Don
(US & Canada) (b) (6) r e

Test:: Not Don
e

Result:: Not Don
e
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/08/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - 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

Not Done:: Not Don
e

Lab Normal Range: Not Don
e

‘ 5.b Sponsor 1D:

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (b) (6)

‘ 5.b Test:

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

‘ 5.b Result:

’ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

‘ 5.b Not Done:

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

‘ 5.bLNMT

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

’ 5.c

’ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Sponsor-Defined I dentifie Not Don
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/08/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - 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) (4, (B) (6) | - e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e

’ 5.c Sponsor ID:

’ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (b) (6)

‘ 5.c Test:

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

‘ 5.c Result:

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

’ 5.c Not Done:

’ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (b) (6)

‘ 5.cLNMT

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (] Not Done

(US & Canada)

() (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/08/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - 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

] 5.d
‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ). Sponsor -Defined | dentifie Not Don
(US & Canada) (0) (6) [ e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/08/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---

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

’ 5.d Sponsor 1D:

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (b) (6)

‘ 5.d Test:

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

‘ 5.d Result:

’ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

’ 5.d Not Done:

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (b) (6)

‘ 5dLNMT

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

‘ 5e

’ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' . Sponsor -Defined I dentifie Not Don
(US & Canada) (b) (6) r e

Test:: Not Don
e
Result:: Not Don
e
Page 581 of 832

*** Confidential***
FDA-CBER-2021-5683-0793700




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/08/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - 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

Not Done:: Not Don
e

Lab Normal Range: Not Don
e

‘ 5.e Sponsor ID:

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (b) (6)

‘ S5.eTest:

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

‘ 5.e Result:

’ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

‘ 5.eNot Done:

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

‘ 5eLNMT

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

E

’ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(B) @), (®) | Data Entry: Initial Entry
(UTC-06:00) Central Time © Sponsor-Defined I dentifie Not Don
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/08/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - 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) (4, (B) (6) | - e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e

’ 5.f Sponsor 1D:

’ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (b) (6)

‘ 5.f Test:

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

‘ 5.f Result:

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

’ 5.f Not Done:

’ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (b) (6)

‘ 5f LNMT

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/08/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - 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

’ 59
‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ). Sponsor -Defined | dentifie Not Don
(US & Canada) (0) (6) [ e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Oct/08/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---

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

’ 5.9 Sponsor |D:

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (b) (6)

‘ 5.9 Test:

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

‘ 5.0 Result:

’ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

’ 5.9 Not Done:

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (b) (6)

‘ 5.gLNMT

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

|5h

’ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' . Sponsor -Defined I dentifie Not Don
(US & Canada) (b) (6) r e

Test:: Not Don
e
Result:: Not Don
e
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Oct/08/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - 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

Not Done:: Not Don
e

Lab Normal Range: Not Don
e

‘ 5.h Sponsor 1D:

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (b) (6)

‘ 5.h Test:

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

‘ 5.h Result:

’ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

‘ 5.h Not Done:

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

‘ 5.h LNMT

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

i

’ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 | (B) (4), (B) | DataEntry: Initial Entry
(UTC-06:00) Central Time ®) Sponsor-Defined | dentifie Not Don
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Header Text: c4591001

Oct/08/2020

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

Subject No: 11171036

Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

(US & Canada)

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

r:
Test::

Result::

Not Done::

Lab Normal Range:

e
Not Don
e
Not Don
e
Not Don
e
Not Don
e
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Header Text: c4591001
Visit: POT_COVID_ILL 1-Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Oct/08/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

‘ 5.i Sponsor ID:

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

‘ 5. Test:

’ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

’5.i Result:

’ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (b) (6)

‘ 5.i Not Done:

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

‘ 5i LNMT

’ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

5]

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (3% Sponsor-Defined | dentifie Not Don
(US & Canad) (0) (6) r e

Test:: Not Don
e
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Header Text: c4591001

Oct/08/2020

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Result:: Not Don
e

Not Done:: Not Don
e

Lab Normal Range: Not Don
e

‘ 5.j Sponsor ID:

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

‘ 5. Test:

’ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (b) (6)

‘ 5.j Result:

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

‘ 5.j Not Done:

‘ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

’5.j LNMT
’ Date L ocation User Value Reason
Nov-20-2020 10:42:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (b) (6)
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on

Oct/08/2020

Form Version: 21-Aug-2020 02:50

Site No: 1117
Subject No: 11171036
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: VITAL SIGNS - COVID - eCRF Audit Trail History

Back to Form

‘ 1. Date:

‘ Date L ocation User Value Reason
Nov-20-2020 10:43:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

’ 2.a

’ Date L ocation User Value Reason
Nov-20-2020 10:43:41 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (3)- Record | dentifier:: Not D
(US & Canada) (0) (6) one

Systolic:: Not D
one
Diastolic:: Not D
one
Respiratory Ratein respirat Not D
ions/minute: one
Heart Rate in beats/minute: Not D
one

‘ 2.a Record | dentifier:

‘ Date L ocation User Value Reason
Nov-20-2020 10:43:41 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

’ 2.a Systalic:

’ Date L ocation User Value Reason
Nov-20-2020 10:43:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (b) (6)

‘ 2.aDiastalic:

‘ Date L ocation User Value Reason
Nov-20-2020 10:43:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done

(US & Canada)

(b) (6)
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Header Text: c4591001

Subject No: 11171036
Generated By: (b) (4)

Visit: POT_COVID_ILL 1-Unscheduled Visiton Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Oct/08/2020
Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

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

’ 2.a Respiratory Rate in respirations/minute:

‘ Date L ocation User Value Reason
Nov-20-2020 10:43:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done

(US & Canada)

(b) (6)

‘ 2.a Heart Rate in beats/minute:

‘ Date L ocation User Value Reason
Nov-20-2020 10:43:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done

(US & Canada)

(b) (6)
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on

Oct/08/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171036
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: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History

Back to Form

‘ 1. Date:

‘ Date L ocation User Value Reason
Nov-20-2020 10:43:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

’ 2.a

’ Date L ocation User Value Reason
Nov-20-2020 10:43:55 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ; - Record Identifier:: Not Done
(US& Canada) Oxygen Saturation: Not Done

’ 2.a Record | dentifier:

’ Date L ocation User Value Reason
Nov-20-2020 10:43:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (b) (6)

‘ 2.a SPO2 Pulse Oximetry %

‘ Date L ocation User Value Reason
Nov-20-2020 10:43:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @ Not Done

(US & Canada)

®) )
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

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

Subject No: 11171036
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

Back to Form

‘ 1. Date Time of Assessment:

‘ Date L ocation User Value Reason
Nov-20-2020 10:44:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

’ 2. Arterial Blood Gases PaO2 (mmHg):

’ Date L ocation User Value Reason
Nov-20-2020 10:44:07 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (b) (6)

‘ 3. FiO2 (Fraction of Inhaled Oxygen):

‘ Date L ocation User Value Reason
Nov-20-2020 10:44:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on

Oct/08/2020

Form Version: 06-Jul-2020 21:55

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Trail History

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

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

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF Audit

Back to Form

‘ 1. What is the medication identifier?

‘ Date L ocation User Value Reason
Nov-20-2020 10:44:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

’ 2. Category:

’ Date L ocation User Value Reason
Nov-20-2020 10:44:21 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (b) (6)

‘ 3. Concomitant Medications Pre-specified:

‘ Date L ocation User Value Reason
Nov-20-2020 10:44:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

4. Medication:

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

‘ Date L ocation User Value Reason
Nov-20-2020 10:44:21 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

’ 5. Start Date:

’ Date L ocation User Value Reason
Nov-20-2020 10:44:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (b) (6)

‘ 6. Ongoing?

‘ Date L ocation User Value Reason
Nov-20-2020 10:44:21 ACVOPFEINFPE000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Not Done
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Header Text: c4591001

Oct/08/2020

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

Subject No: 11171036
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - 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) (4), (b) |
(6)
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Header Text: c4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit on

Oct/08/2020

Form Version: 06-Jul-2020 21:53

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: IMAGING - 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 Assessment:

‘ Date L ocation User Value Reason
Nov-20-2020 10:44:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

’ 2. Location of Assessment:

’ Date L ocation User Value Reason
Nov-20-2020 10:44:34 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (b) (6)

’ 3. Type of Imaging Exam:

‘ Date L ocation User Value Reason
Nov-20-2020 10:44:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)

‘ 4. Assessment:

‘ Date L ocation User Value Reason
Nov-20-2020 10:44:34 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (0) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Dec/23/2020
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171036
Generated By: (b) (4)

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

090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Back to Form

‘ 1. Date of Visit

‘Date L ocation |User |VaJue Reason
Feb-01-2021 01:20:57 ACVOPFEINFP6000 |(b) Query 8: Closed Response satisfies
(UTC-06:00) Central Time (4), query
(US & Canada) (b) (6)
Jan-29-2021 16:30:36 ACVOPFEINFP6000 |(b) (4), (b) Query 8: Answered Changed data per
(UTC-06:00) Central Time (6) query
(US & Canada)
Jan-29-2021 04:36:37 ACVOPFEINFP6000 |(b) (4), (b) Query 7: Deleted Query isinvalid or
(UTC-06:00) Central Time (6) does not apply
(US & Canada)
Jan-28-2021 01:30:33 ACVOPFEINFP6000 |(b) (4), (b) Query 8: Opened DM: Erroneous visit is
(UTC-06:00) Central Time (6) marked. However,
(US & Canada) form level comment is
not present on SELF
SWAB form of this
visit. Kindly review
and add form level
comment by selecting
Not Done or Not
Applicable option on
SELF SWAB form or
else clarify.
Jan-27-2021 13:40:11 ACVOPFEINFPG000 |(b) Query 6: Closed Response satisfies
(UTC-06:00) Central Time (4), query
(US & Canada) (b) (6)
Jan-27-2021 13:38:31 ACVOPFEINFP6000 |(b) (4), (b) Query 6: Answered Changed data per
(UTC-06:00) Central Time (6) query
(US & Canada)
Jan-26-2021 23:30:48 ACVOPFEINFP6000 |(b) (4), (b) Query 6: Opened DM: Erroneous visit is
(UTC-06:00) Central Time (6) marked. However,
(US & Canada) deleted datais present
on SELF SWAB form.
Kindly erase data by
undeleting logline and
then add form level
comment by selecting
Not Done or Not
Applicable option on
SELF SWAB form or
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else clarify.

Jan-26-2021 08:52:04
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000

(b) (4), (b) Query 5: Closed Response satisfies
(6) query

Jan-26-2021 08:46:56
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000

Date of Visitis
completed but Date of
Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please review
and update as
appropriate.

auto query
(autoquery)

Query 7: Candidate

Jan-26-2021 08:46:36
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000

Erroneous Visit is
marked, but date of
visit is entered. Please
either untick the
erroneous visit button
if visit occurred, or
mark any forms
containing data within
thisvisit as Not
Done/Not Applicable
at theform level.

auto query
(autoquery)

Query 6: Candidate

Jan-25-2021 19:02:33
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000

(b) (4), (b) | Query 5: Answered UPON REVIEW OF
(6) MEDICAL
RECORDS AND
PARTICIPANT
INTERVIEW,
COVID_A SHOULD
NEVER HAVE BEEN
CLOSED OUT. PER
INVESTIGATOR
AND MONITOR,
THISISALL
COVID_A.
REQUEST TO
UNLOCK FORMS
HASBEEN SENT TO
MAKE FINAL
ADJUSTMENTS.

Jan-25-2021 10:03:20
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000

(b) Query 5: Opened Date of Visitis

(4), completed but Date of
(b) (6) Assessment in the
Signs and Symptoms
form ismissing. Please
review and update as
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appropriate.

Jan-21-2021 13:41:41 ACVOPFEINFP6000 | auto query Query 5: Candidate Dateof Visitis

(UTC-06:00) Central Time (autoquery) completed but Date of

(US & Canada) Assessment in the
Signs and Symptoms
formismissing. Please
review and update as
appropriate.

Dec-24-2020 02:31:45 ACVOPFEINFP6000 |(b) (4), Query 3: Closed Closed as data entered.

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

(US & Canada)

Dec-24-2020 00:07:23 ACVOPFEINFPG000 |(b) Query 4: Closed Response satisfies

(UTC-06:00) Central Time (4), query

(US & Canada) (b) (6)

Dec-23-2020 15:29:22 ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Dec-23-2020 15:28:20 ACVOPFEINFP6000 | auto query Query 4: Answered Changed Information

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Dec-23-2020 15:28:20 ACVOPFEINFP6000 | auto query Query 3: Answered Changed Information

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Dec-23-2020 15:28:20 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed Information

(UTC-06:00) Central Time (6) Dec/23/2020

(US & Canada)

Dec-09-2020 11:08:29 ACVOPFEINFP6000 |(b) (4), Query 4: Opened DM: Kindly review

(UTC-06:00) Central Time (b) (6) and complete

(US & Canada) ‘Microbiology
Specimen form' at this
visit. Thank you.

Dec-09-2020 05:08:46 ACVOPFEINFP6000 |(b) (4), Query 3: Opened DM: Date of Visit is

(UTC-06:00) Central Time (b) (6) completed but Nasal

(US & Canada) Swab (SWAB PFE)
CRF isnot initiated.
Please review and
update the data as
appropriate. Thanks

Dec-09-2020 03:35:24 ACVOPFEINFP6000 |(b) (4), (b) Query 2: Opened Date of Visitis

(UTC-06:00) Central Time (6) completed but Date of

(US & Canada) Assessment in the
Signs and Symptoms

Page 599 of 832

*** Confidential***
FDA-CBER-2021-5683-0793718



090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - 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

formismissing. Please
review and update as
appropriate.
Dec-08-2020 13:19:35 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Dec-08-2020 13:19:15 ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis
(UTC-06:00) Central Time (autoquery) completed but Date of
(US & Canada) Assessment in the
Signs and Symptoms
formismissing. Please
review and update as
appropriate.
Dec-08-2020 13:19:15 ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visitis
(UTC-06:00) Central Time (autoquery) completed but Date of
(US & Canada) Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please review
and update as
appropriate.
Dec-08-2020 13:19:15 ACVOPFEINFP6000 (b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (6) Dec/7/2020
(US & Canada)
‘ 2. Erroneous Visit
‘ Date L ocation User Value Reason
Mar-05-2021 04:01:37 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central Time (b) (6) query
(US & Canada)
Mar-04-2021 13:25:37 ACVOPFEINFP6000 | auto query Query 1: Answered Changed Information
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Mar-04-2021 13:25:37 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed Information
(UTC-06:00) Central Time (6)
(US & Canada)
Mar-04-2021 12:11:43 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened Since we need the
(UTC-06:00) Central Time (6) swab data; we need
(US & Canada) the Erroneous Visit
data unchecked. We
understand that
IlIness visit was
performed in error.
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Thisisadata
workaround so that
we can pull in the

swab data per CCGs
Jan-26-2021 08:46:36 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (6) ERRONEOUSVISIT
(US & Canada)

|3.COVID-19 IlIness Visit:

‘ Date L ocation | User | Value Reason
Dec-08-2020 13:19:15 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) |[COVID_B
(US & Canada)
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Back to Form

‘ 1. Date of Assessment:

‘ Date L ocation User Value Reason
Jan-21-2021 13:41:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Applicable
(US & Canada) (0) (6)

Jan-21-2021 13:41:41 ACVOPFEINFP6000 | (b) Data Entry: Changed Information
(UTC-06:00) Central Time @,

(US & Canada) (0) (6)

Dec-23-2020 15:29:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Dec/23/2020

(US & Canada) (0) (6)

‘ 2. Date of First Symptom Started:

‘ Date L ocation User Value Reason
Jan-21-2021 13:41:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (0) (6)

Jan-21-2021 13:41:31 ACVOPFEINFP6000 | (b) Data Entry: Changed Information
(UTC-06:00) Central Time @,

(US & Canada) (0) (6)

Dec-23-2020 15:29:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Oct/9/2020

(US & Canada) (0) (6)

‘ 3. Symptoms Ongoing?

‘ Date L ocation User Value Reason
Jan-21-2021 13:41:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Applicable
(US & Canada) (0) (6)

Jan-21-2021 13:41:19 ACVOPFEINFP6000 | (b) Data Entry: Changed Information
(UTC-06:00) Central Time @,
(US & Canada) (0) (6)
Dec-23-2020 15:29:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, NO
(US & Canada) (0) (6) Date of Last Symptom Resolved:
Dec/3/2020
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’ 4.a

‘ Date L ocation User Value Reason
Jan-21-2021 13:41:50 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-OGOO) Central Time (ﬁ)'(G) %/mptoms: FEVER
(US& Canada) Symptom Present: Not Applicable
Jan-21-2021 13:41:07 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time Eﬁ%) Symptoms: FEVER
(US & Canada) Symptom Present:

Dec-23-2020 15:29:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ;-(e) Symptoms: FEVER
(US& Canada) Symptom Present: NO

’ 4.a Symptoms:

‘ Date L ocation User Value Reason
Dec-23-2020 15:29:22 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4, FEVER
(US & Canada) (®) (6)

‘ 4.a Was symptom present?

‘ Date L ocation User Value Reason
Jan-21-2021 13:41:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Applicable
(US & Canada) (0) (6)

Jan-21-2021 13:41:07 ACVOPFEINFP6000 | (b) Data Entry: Changed Information
(UTC-06:00) Central Time @,

(US & Canada) (0) (6)

Dec-23-2020 15:29:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), NO

(US & Canada) (b) (6)

|ab

‘ Date L ocation User Value Reason
Jan-21-2021 13:41:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Symptoms:  NEW OR INCREASE
(US & Canada) () () D COUGH

Symptom Pr Not Applicable
esent:
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Jan-21-2021 13:40:56 ACVOPFEINFPE000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time (3)- . Symptoms.  NEW OR INCREASE
(US & Canada) ® ©) D COUGH

Symptom Pr

esent:
Dec-23-2020 15:29:22 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ). Symptoms.  NEW OR INCREASE
(US & Canada) () (8) D COUGH

Symptom Pr NO

esent:

‘ 4.b Symptoms:

‘ Date L ocation User Value Reason
Dec-23-2020 15:29:22 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), NEW OR INCREASED COUGH
(US & Canada) (b) (6)

’ 4.b Was symptom present?

‘ Date L ocation User Value Reason
Jan-21-2021 13:41:50 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Applicable
(US & Canada) (b) (6)

Jan-21-2021 13:40:56 ACVOPFEINFP6000 | (b) Data Entry: Changed Information
(UTC-06:00) Central Time (4),

(US & Canada) (b) (6)

Dec-23-2020 15:29:22 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), NO

(US & Canada) (b) (6)

’ 4.c

‘ Date L ocation User Value Reason
Jan-21-2021 13:41:50 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (3)- . Symptom NEW OR INCREASED S
(US & Canada) (b) (6) s HORTNESS OF BREAT

H
Symptom Not Applicable
Present:
Jan-21-2021 13:40:46 ACVOPFEINFP6000 | (b) Data Entry: Changed Information
(UTC-06:00) Central Time Eﬁ;-@ Symptom NEW OR INCREASED S
(US & Canada) s HORTNESS OF BREAT
Page 604 of 832

*** Confidential***
FDA-CBER-2021-5683-0793723




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 10-Dec-2020 02:29

Site No: 1117
Subject No: 11171036
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

H
Symptom
Present:
Dec-23-2020 15:29:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (3)' . Symptom NEW OR INCREASED S
(US & Canada) ®© s HORTNESS OF BREAT
H
Symptom YES
Present:

‘ 4.c Symptoms:

‘ Date L ocation User Value Reason
Dec-23-2020 15:29:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), NEW OR INCREASED SHORTNES
(US & Canada) (b) (6) S OF BREATH

‘ 4.c Was symptom present?

‘ Date L ocation User Value Reason
Jan-21-2021 13:41:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6)

Jan-21-2021 13:40:46 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time (4),

(US & Canada) (0) (6)

Dec-23-2020 15:29:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, YES

(US & Canada) (0) (6)

|4d

‘ Date L ocation User Value Reason
Jan-21-2021 13:41:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 28-(6) Symptoms: CHILLS
(US& Canada) Symptom Present: Not Applicable
Jan-21-2021 13:40:35 ACVOPFEINFP6000 | (b) Data Entry: Changed Information
(UTC-06:00) Central Time Eﬁ;'(e) Symptoms: CHILLS
(US& Canada) Symptom Present:

Dec-23-2020 15:29:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ;'(G) Symptoms: CHILLS
(US& Canada) Symptom Present: NO
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’ 4.d Symptoms:

‘ Date L ocation User Value Reason
Dec-23-2020 15:29:22 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4), CHILLS
(US & Canada) (®) (6)

‘ 4.d Was symptom present?

‘ Date L ocation User Value Reason
Jan-21-2021 13:41:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Applicable
(US & Canada) (0) (6)

Jan-21-2021 13:40:35 ACVOPFEINFP6000 | (b) Data Entry: Changed Information
(UTC-06:00) Central Time @,

(US & Canada) (0) (6)

Dec-23-2020 15:29:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF NO

(US & Canada) (b) (6)

[4e

‘ Date L ocation User Value Reason
Jan-21-2021 13:41:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Symptoms: NEW OR INCREASED
(US & Canada) () (6) MUSCLE PAIN

Symptom Not Applicable

Present:
Jan-21-2021 13:40:23 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time (2), Symptoms. NEW OR INCREASED
(US & Canada) (b) 8) MUSCLE PAIN

Symptom

Present:
Dec-23-2020 15:29:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (). Symptoms: NEW OR INCREASED
(US & Canada) ®©® MUSCLE PAIN

Symptom NO

Present:
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’ 4.e Symptoms:

‘ Date L ocation User Value Reason
Dec-23-2020 15:29:22 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4. NEW OR INCREASED MUSCLE PA
(US & Canada) (®) (6) IN

‘ 4.e Was symptom present?

‘ Date L ocation User Value Reason
Jan-21-2021 13:41:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Applicable
(US & Canada) (0) (6)

Jan-21-2021 13:40:23 ACVOPFEINFP6000 | (b) Data Entry: Changed Information
(UTC-06:00) Central Time @,

(US & Canada) (0) (6)

Dec-23-2020 15:29:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF NO

(US & Canada) (b) (6)

|af

‘ Date L ocation User Value Reason
Jan-21-2021 13:41:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Symptoms. NEW LOSS OF TAST
(US & Canada) () (6) E OR SMELL

Symptom P Not Applicable

resent:
Jan-21-2021 13:40:13 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time (2), Symptoms. NEW LOSS OF TAST
(US & Canada) (b) 8) E OR SMELL

Symptom P

resent:
Dec-23-2020 15:29:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (). Symptoms. NEW LOSS OF TAST
(US & Canada) ®©® E OR SMELL

Symptom P YES

resent:
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’ 4.f Symptoms:

‘ Date L ocation User Value Reason
Dec-23-2020 15:29:22 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4. NEW LOSS OF TASTE OR SMELL
(US & Canada) (®) (6)

‘ 4.f Was symptom present?

‘ Date L ocation User Value Reason
Jan-21-2021 13:41:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Applicable
(US & Canada) (0) (6)

Jan-21-2021 13:40:13 ACVOPFEINFP6000 | (b) Data Entry: Changed Information
(UTC-06:00) Central Time @,

(US & Canada) (0) (6)

Dec-23-2020 15:29:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF YES

(US & Canada) (b) (6)

l4g

‘ Date L ocation User Value Reason
Jan-21-2021 13:41:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Symptoms: NEW OR INCREASED
(US & Canada) ®© SORE THROAT

Symptom Not Applicable

Present:
Jan-21-2021 13:40:02 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time (2), Symptoms. NEW OR INCREASED
(US & Canada) () (6) SORE THROAT

Symptom

Present:
Dec-23-2020 15:29:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (). Symptoms: NEW OR INCREASED
(US & Canada) () (6) SORE THROAT

Symptom YES

Present:
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Dec/23/2020 Trail History
Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---

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

’ 4.9 Symptoms:

‘ Date L ocation User Value Reason
Dec-23-2020 15:29:22 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4), NEW OR INCREASED SORE THRO
(US & Canada) (®) (6) AT

‘ 4.9 Was symptom present?

‘ Date L ocation User Value Reason
Jan-21-2021 13:41:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Applicable
(US & Canada) (0) (6)

Jan-21-2021 13:40:02 ACVOPFEINFP6000 | (b) Data Entry: Changed Information
(UTC-06:00) Central Time @,

(US & Canada) (0) (6)

Dec-23-2020 15:29:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF YES

(US & Canada) (b) (6)

|ah

‘ Date L ocation User Value Reason
Jan-21-2021 13:41:50 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Symptoms: DIARRHEA
(US & Canada) (b) (6)

Symptom Present: Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 10-Dec-2020 02:29

Site No: 1117
Subject No: 11171036
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

Back to Form

|ah
| Date L ocation User Value Reason
Jan-21-2021 13:39:51 ACVOPFEINFPE000 |(b) Data Entry: Changed Information

UTC-06:00) Central Time 4, .

Eus& Canazja) ) ) Symptoms: DIARRHEA

Symptom Present:

Dec-23-2020 15:29:22 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 5‘81(6) Symptoms: DIARRHEA

(US & Canada) Symptom Present: NO
| 4.h Symptoms:
| Date L ocation User Value Reason
Dec-23-2020 15:29:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, DIARRHEA

(US & Canada) (0) (6)
’ 4.h Was symptom present?
| Date L ocation User Value Reason
Jan-21-2021 13:41:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4. Not Applicable

(US & Canada) (b) (6)

Jan-21-2021 13:39:51 ACVOPFEINFPE000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time @),

(US & Canada) (b) (6)

Dec-23-2020 15:29:22 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), NO

(US & Canada) (0} (6)
i
| Date L ocation User Value Reason
Jan-21-2021 13:41:50 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time “) Symptoms: VOMITING

(US & Canada)

(b) (6) )
Symptom Present: Not Applicable

Jan-21-2021 13:39:39
(UTC-06:00) Centra Time
(US & Canada)

ACVOPFEINFPG000

(b) Data Entry: Changed Information
) Symptoms:

! VOMITING
(b) (6)
Symptom Present:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 10-Dec-2020 02:29

Site No: 1117
Subject No: 11171036
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

Dec-23-2020 15:29:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time gg@ Symptoms: VOMITING
(US& Canada) Symptom Present: NO

|4.i Symptoms:

| Date L ocation User Value Reason
Dec-23-2020 15:29:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), VOMITING
(US & Canada) (0) (6)

| 4.i Was symptom present?

’ Date L ocation User Value Reason
Jan-21-2021 13:41:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Applicable
(US & Canada) (b) (6)

Jan-21-2021 13:39:39 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time @),

(US & Canada) (0} (6)

Dec-23-2020 15:29:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, NO

(US & Canada) (b) (6)

[5a

| Date L ocation User Value Reason
Jan-21-2021 13:39:26 ACVOPFEINFP6000 |(b) Data Entry: Changed Information

(UTC-06:00) Central Time

4)

(b)’(6) Symptoms - Other:

(US & Canada)
Dec-23-2020 15:29:40 . ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (), Symptoms- Oth  SINUS PRESSU
(US & Canada) (b) (6) or: RE

| 5.a Symptoms - Other Text:

| Date L ocation User Value Reason
Jan-21-2021 13:39:26 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time @),
(US & Canada) (0) (6)
Dec-23-2020 15:29:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), SINUS PRESSURE
(US & Canada) (b) (6)

*** Confidential***

Page 611 of 832

FDA-CBER-2021-5683-0793730




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 10-Dec-2020 02:29

Site No: 1117
Subject No: 11171036
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

|50
’ Date L ocation User Value Reason

Jan-21-2021 13:39:15 ACVOPFEINFP6000 ggg Data Entry: Changed Information

UTC-06:00) Central Time ) - :

EUS& Canazja) ) 6) Symptoms - Other:

Dec-23-2020 15:29:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
EB;(;(?:OOaL(;entral Time Eﬁ; ©) Symptoms - Other: HEADACHE

anada)

| 5.b Symptoms - Other Text:
’ Date L ocation User Value Reason

Jan-21-2021 13:39:15 ACVOPFEINFPE000 ggg Data Entry: Changed Information
(UTC-06:00) Centra Time )

(US & Canada) (b) (6)

Dec-23-2020 15:29:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), HEADACHE

(US & Canada) (b) (6)
| 5.c
’ Date L ocation User Value Reason

Jan-21-2021 13:39:02 ACVOPFEINFP6000 ggg Data Entry: Changed Information

UTC-06:00) Central Time ) - :

EUS& Cana?:ia) ) 6) Symptoms - Other:

Dec-23-2020 15:30:02 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time E‘g o Symptoms - Other: BODY ACHE

(US & Canada)
| 5.c Symptoms - Other Text:
’ Date L ocation User Value Reason

Jan-21-2021 13:39:02 ACVOPFEINFPE000 EZ; Data Entry: Changed Information
(UTC-06:00) Centra Time )

(US & Canada) (b) (6)

Dec-23-2020 15:30:02 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), BODY ACHE

(US & Canada) 0} (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Dec/23/2020

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---

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

Back to Form

‘ 1. Actual Date of Collection:

‘ Date L ocation User Value Reason
Jan-21-2021 13:38:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Applicable
(US & Canada) (0} (6)

Dec-23-2020 15:30:13 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

‘ 2. Specimen Type:

‘ Date L ocation User Value Reason
Jan-21-2021 13:38:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Applicable
(US & Canada) (b) (6)

Dec-23-2020 15:30:13 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (0} (6)

’ 3. Specimen Collection Location:

’ Date L ocation User Value Reason
Jan-21-2021 13:38:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) (®) (6)

Dec-23-2020 15:30:13 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) (b) (6)

’ 4. Assay Code and Description:

‘ Date L ocation User Value Reason
Jan-21-2021 13:38:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Applicable
(US & Canada) () (6)

Dec-23-2020 15:30:13 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (b) (6)
5. Device Type:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 06-Jul-2020 21:54

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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

Date L ocation User Value Reason
Jan-21-2021 13:38:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable

(US & Canada) (b) (6)

Dec-23-2020 15:30:13 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done

(US & Canada) (b) (6)

’ 6. Trade Name:

‘ Date L ocation User Value Reason
Jan-21-2021 13:38:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Applicable
(US & Canada) (®) (6)

Dec-23-2020 15:30:13 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (b) (6)

‘ 7. Test Result:

‘ Date L ocation User Value Reason
Jan-21-2021 13:38:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6)

Dec-23-2020 15:30:13 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) () (6)

‘ 8. Comments/Findings/Details:

‘ Date L ocation User Value Reason
Jan-21-2021 13:38:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Applicable
(US & Canada) () (6)

Dec-23-2020 15:30:13 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Done
(US & Canada) (b) (6)

‘ 9. Trade Name Other, Specify:

‘ Date L ocation User Value Reason
Jan-21-2021 13:38:34 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Not Applicable
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Header Text: c4591001

Subject No: 11171036
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Dec/23/2020
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

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

(US & Canada)

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

Dec-23-2020 15:30:13
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
), Not Done

(b) (6)
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171036
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

Back to Form

‘ 1. Data Origin
‘ Date L ocation | User | Value Reason
Mar-04-2021 11:38:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |SITE

(US & Canada)

Mar-04-2021 11:37:41 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc)

(US & Canada)

Jan-29-2021 16:30:16 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Not Applicable

(US & Canada)

Jan-26-2021 08:46:56 ACVOPFEINFP6000 |autocalc |DataEntry: Changed Information
(UTC-06:00) Central Time (autocalc)

(US & Canada)

Dec-08-2020 13:19:35 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SITE

(US & Canada)

‘ 2. Sample Type
‘ Date L ocation | User | Value Reason
Mar-04-2021 11:38:18 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | NASAL_SWAB_SELF

(US & Canada)

Mar-04-2021 11:37:41 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc)

(US & Canada)

Jan-29-2021 16:30:16 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Not Applicable

(US & Canada)

Jan-26-2021 08:46:56 ACVOPFEINFP6000 |autocalc |DataEntry: Changed Information
(UTC-06:00) Central Time (autocalc)

(US & Canada)

Dec-08-2020 13:19:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |[NASAL_SWAB SELF

(US & Canada)

3. Sample Collected?
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - eCRF

Dec/23/2020 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: 11171036
Generated By: (b) (4)

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

090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Date L ocation User Value Reason

Mar-04-2021 11:40:32 ACVOPFEINFP6000 |autoquery | Query 3: Deleted Close Auto Query

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Mar-04-2021 11:39:32 ACVOPFEINFP6000 |autoquery | Query 3: Candidate ‘Sample Collected? is

(UTC-06:00) Central Time (autoquery) Yes, however no

(US & Canada) barcodes are entered.
Please review and
correct as appropriate.

Mar-04-2021 11:39:32 ACVOPFEINFP6000 |autoquery | Query 2: Deleted Close Auto Query

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Mar-04-2021 11:38:18 ACVOPFEINFP6000 |auto query | Query 2: Candidate 'Sample Collected? is

(UTC-06:00) Central Time (autoquery) Yes, however no

(US & Canada) barcodes are entered.
Please review and
correct as appropriate.

Mar-04-2021 11:38:18 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central Time @), YES

(US & Canada) (b) (6) Date of Collection:

Dec/7/2020

Mar-04-2021 11:37:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time @),

(US & Canada) (b) (6)

Jan-26-2021 08:47:49 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central Time @, Not Applicable

(US & Canada) (b) (6)

Jan-26-2021 08:46:56 ACVOPFEINFP6000 | (b) Data Entry: Changed Information

(UTC-06:00) Central Time (4),

(US & Canada) (b) (6)

Dec-08-2020 13:20:00 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto Query

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Dec-08-2020 13:19:35 ACVOPFEINFP6000 |autoquery | Query 1: Candidate '‘Sample Collected? is

(UTC-06:00) Central Time (autoquery) Yes, however no

(US & Canada) barcodes are entered.
Please review and
correct as appropriate.

Dec-08-2020 13:19:35 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time @, YES

(US & Canada) (b) (6) Date of Collection:
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Header Text: c4591001

Visit: POT_COVID_ILL 2-

Dec/23/2020

Unscheduled Visit on

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171036
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

Dec/7/2020 ‘

‘ 4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

’Date ’Location ’User ’Va]ue ’Reason
Mar-05-2021 09:07:16 ACVOPFEINFP6000 |(b) (4), Query 1: Closed data updated
(UTC-06:00) Central Time (b) (6)

(US & Canada)

Mar-04-2021 13:26:45 ACVOPFEINFP6000 | auto query Query 1: Answered Initial Entry

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Mar-04-2021 13:26:45 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central Time (6) SELF SWAB TAKEN WITHOUT |

(US & Canada) LLNESS

Mar-04-2021 12:15:01 ACVOPFEINFPG000 |(b) (4), (b) Query 1. Opened Please update

(UTC-06:00) Central Time (6) comment per CCGs:

(US & Canada) 8.58 indicating SELF
SWAB TAKEN
WITHOUT
ILLNESS élse clarify

Mar-04-2021 11:37:41 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central Time (6)

(US & Canada)

Jan-26-2021 08:48:02 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central Time (6) Not Applicable

(US & Canada)

[5a

‘ Date L ocation User Value Reason
Mar-04-2021 11:40:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Sample | D: CV60869
(US & Canada) (0) (6)

Mar-04-2021 11:40:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Sample | D:

(US & Canada) (0) (6)

Mar-04-2021 11:39:47 ACVOPFEINFP6000 | (b) Data Entry: New Information

(UTC-06:00) Central Time

4 ) -
; Sample I D: Not Applicable
() (6) P PP

(US & Canada)

Mar-04-2021 11:39:32 ACVOPFEINFP6000 | (B) (4), (b) | Data Entry: New Information

(UTC-06:00) Central Time (6) Sample ID: Not Applicable (DELETED)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171036
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

(US & Canada) |(b) (4, (b) (6) |
Jan-27-2021 13:38:16 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Sample I D: Not Applicable
(US & Canada) (b) (6)
Jan-27-2021 13:38:06 ACVOPFEINFPE000 | (b) Data Entry: Changed Information
(UTC-06:00) Central Time 4), Sample|D:
(US & Canada) (b) (6)
Jan-27-2021 13:37:52 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time (4), Sample |D: CV60869
(US & Canada) (0) (6)
Jan-26-2021 08:47:38 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-06:00) Central Time @, Sample | D: C\60869 (DELETED)
(US & Canada) (0) (6)
Dec-08-2020 13:20:00 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Sample |D: CV60869
(US & Canada) (0) (6)
‘ 5.a Sample D
‘ Date L ocation User Value Reason
Mar-04-2021 ACVOPFEINFPG000 (b) (4), (b) Data Entry: | Initial Entry
11:40:32 (6) CV60869
(UTC-06:00)
Central Time
(US & Canada)
Mar-04-2021 ACVOPFEINFP6000 (b) (4), (b) Data Entry: |Initial Entry
11:40:03 (6)
(UTC-06:00)
Central Time
(US & Canada)
Mar-04-2021 | ACVOPFEINFPS000 (b) (4), (b) DataEntry: | New Information
11:39:47 (6) Not Applicab
(UTC-06:00) le
Central Time
(US & Canada)
Mar-04-2021 ACVOPFEINFP6000 (b) (4), (b) Data Entry: | New Information
11:39:32 (6) Not Applicab | (DELETED)
(UTC-06:00) le
Central Time
(US & Canada)
Jan-27-2021 ACVOPFEINFP6000 (b) (4), (b) DataEntry: |Initia Entry
13:38:16 (6) Not Applicab
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 22-Apr-2020 21:03

Site No: 1117

Subject No: 11171036
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

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - eCRF

(UTC-06:00) le

Central Time

(US & Canada)

Jan-27-2021 ACVOPFEINFPE000 (b) (4), (b) Data Entry: | Changed

13:38:06 (6) Information

(UTC-06:00)

Central Time

(US & Canada)

Jan-27-2021 ACVOPFEINFP6000 (b) (4), (b) Data Entry: |Changed

13:37:52 (6) CV60869 Information

(UTC-06:00)

Central Time

(US & Canada)

Jan-26-2021 ACVOPFEINFPE000 (b) (4), Query 1: Clo | Response setisfies

10:29:50 (b) (6) sed query

(UTC-06:00)

Central Time

(US & Canada)

Jan-26-2021 ACVOPFEINFP6000 (b) (4), (b) Data Entry: | New Information

08:47:38 (6) £\/60869 (DELETED)

(UTC-06:00)

Central Time

(US & Canada)

Jan-25-2021 ACVOPFEINFPE000 (b) (4), (b) Query 1: Ans | UPON REVIEW OF

19:02:22 (6) wered MEDICAL

(UTC-06:00) RECORDS AND

Central Time PARTICIPANT

(US & Canada) INTERVIEW,
COVID_A
SHOULD NEVER
HAVE BEEN
CLOSED OUT. PER
INVESTIGATOR
AND MONITOR,
THISISALL
COVID_A.
REQUEST TO
UNLOCK FORMS
HASBEEN SENT
TO MAKE FINAL
ADJUSTMENTS.

Jan-21-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Ope | DMW6947443;This

20:12:33 (b) (4) ned Barcode is already

(UTC-06:00) recorded more than

Central Time once (for the same
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Header Text: c4591001

Dec/23/2020

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

Subject No: 11171036

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

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

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - eCRF

(US & Canada) subject). Please
review and update as
appropriate.

Dec-08-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: | Initial Entry

13:20:00 (6) CV60869

(UTC-06:00)

Central Time

(US & Canada)

*** Confidential***

Page 621 of 832

FDA-CBER-2021-5683-0793740




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171036
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

Back to Form

‘ 1. Data Origin

‘Date L ocation |User |Value Reason
Jan-26-2021 08:45:31 ACVOPFEINFP6E000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Not Applicable
(US & Canada)

Jan-26-2021 08:45:02 ACVOPFEINFP6000 | auto calc Data Entry: Transcription Error
(UTC-06:00) Central Time (autocalc)

(US & Canada)

Dec-23-2020 15:30:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-06:00) Central Time (autocalc) | SITE

(US & Canada)

‘ 2. Sample Type

‘Date L ocation |User |Value Reason
Jan-26-2021 08:45:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Not Applicable
(US & Canada)

Jan-26-2021 08:45:02 ACVOPFEINFP6000 | auto calc Data Entry: Transcription Error
(UTC-06:00) Central Time (autocalc)

(US & Canada)

Dec-23-2020 15:30:38 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-06:00) Central Time (autocalc) | NASAL_SWAB

(US & Canada)

‘ 3. Sample Collected?

‘ Date L ocation User Value Reason
Jan-26-2021 08:45:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (0) (6)

Jan-26-2021 08:45:02 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central Time @,

(US & Canada) (0) (6)

Dec-23-2020 15:30:38 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, NO

(US & Canada) (b) (6)

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Dec/23/2020 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: 11171036 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Date L ocation User Value Reason
Jan-26-2021 08:45:31 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Applicable
(US & Canada) (b) (6)
Jan-26-2021 08:45:19 ACVOPFEINFPE000 |(b) Data Entry: New Information
(UTC-06:00) Central Time (@),
(US & Canada) (b) (6)
Dec-23-2020 15:30:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, SEE SELF SWAB
(US & Canada) (0) (8)
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 10-Dec-2020 02:26

Site No: 1117
Subject No: 11171036
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

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Back to Form

[1a

‘ Date L ocation User Value Reason
Jan-21-2021 13:38:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Typeof Practitioner:  SPECIALI
(US & Canada) (b) (6) pu

Occurrenceof Visitsor Not Applic

Contacts: able
Jan-21-2021 13:36:45 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time (3)' . Typeof Practitioner: ~ SPECIAL
(US & Canada) (b) (6) IST

Occurrence of Visitsor

Contacts:
Dec-23-2020 15:31:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Typeof Practitioner: ~ SPECIAL
(US & Canada) (b) (6) IST

Occurrenceof Visitsor NO

Contacts:

‘ l.aPhysician or Healthcare Professional:

‘ Date L ocation User Value Reason
Dec-23-2020 15:31:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), SPECIALIST
(US & Canada) (b) (6)

’ 1.a Occurrence of Visits or Contacts:

‘ Date L ocation User |Va|ue |Reason
Jan-26-2021 | ACVOPFEINFP6000 (b) (4), (b) Query 1. | Response satisfies query
14:45:11 (6) Closed
(UTC-06:00)

Central Time

(US&

Canada)

Jan-26-2021 | ACVOPFEINFP6000 (b) (4), (b) Query 1: | Origina vaueis correct
08:48:41 (6) Answere

(UTC-06:00) d

Central Time

(US&

Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Dec/23/2020

Form Version: 10-Dec-2020 02:26
SiteNo: 1117

Subject No: 11171036

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

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Jan-26-2021 | ACVOPFEINFP6000 (b) (4), (b) Query 1: | Formsare unfrozen. Please

03:22:47 (6) Reissued | proceed to update as per

(UTC-06:00) :Opened | your response. If thisvisit

Centra Time was performed, then this

(US& form should not be marked

Canada) Not Done/ Not
Applicable. Please
complete thisform. All
items with Yes/No options
should be ticked as YES or
NO

Jan-25-2021 | ACVOPFEINFPE000 (b) (4), (b) Query 1: | UPON REVIEW OF

19:00:14 (6) Answere | MEDICAL RECORDS

(UTC-06:00) d AND PARTICIPANT

Central Time INTERVIEW, COVID_A

(Us& SHOULD NEVER HAVE

Canada) BEEN CLOSED OUT.
PER INVESTIGATOR
AND MONITOR, THISIS
ALL COVID_A.
REQUEST TO UNLOCK
FORMS HAS BEEN
SENT TO MAKE FINAL
ADJUSTMENTS.

Jan-22-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1. | DMW6947713;0ccurrence

00:44:36 (b) (4) Opened | of Visits or Contacts is not

(UTC-06:00) expected to be Not Done

Central Time or Not Applicable or

(US& Unknown. Please review

Canada) and update appropriately
or clarify

Jan-21-2021 | ACVOPFEINFPGE000 (b) (4), (b) Data Ent [ Initial Entry

13:38:12 (6) ry:

(UTC-06:00) Not Appl

Central Time icable

(Us&

Canada)

Jan-21-2021 | ACVOPFEINFP6000 (b) (4), (b) Data Ent | Changed Information

13:36:45 (6) ry:

(UTC-06:00)

Central Time

(Us&

Canada)

Dec-23-2020 | ACVOPFEINFP6000 (b) (4), (b) Data Ent | Initial Entry

15:31:24 (6) ry:

(UTC-06:00) NO
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 10-Dec-2020 02:26

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - 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

Central Time
Us&
Canada)
|1
‘ Date L ocation User Value Reason

Jan-21-2021 13:38:12 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time (ﬁ)' Type of Practitioner EMERGENC
(US & Canada) (b) (8) : Y ROOM

Occurrence of Visits Not Applicabl

or Contacts: e
Jan-21-2021 13:36:59 ACVOPFEINFPE000 | (b) Data Entry: Changed Information
(UTC-06:00) Central Time (g)' Type of Practitioner EMERGENC
(US& Canada) (b) (6) : Y ROOM

Occurrence of Visits

or Contacts:
Dec-23-2020 15:36:38 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time (ﬁ)x . Typeof Practitio EMERGENCY R
(US & Canada) () () ner: OOM

Occurrenceof Vi YES

sitsor Contacts: ~ Number of Visit

sor Contacts:
1

Dec-23-2020 15:31:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (3)' . Type of Practitioner EMERGENC
(US & Canada) (b) 8) Y ROOM

Occurrence of Visits NO

or Contacts:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 10-Dec-2020 02:26

Site No: 1117
Subject No: 11171036
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

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

’ 1.b Physician or Healthcare Professional:

‘ Date L ocation User Value Reason
Dec-23-2020 15:31:24 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4. EMERGENCY ROOM
(US & Canada) (®) (6)
‘ 1.b Occurrence of Visits or Contacts:
‘ Date L ocation ’ User | Value | Reason
Jan-26-2021 | ACVOPFEINFP6000 (b) (4), (b) Query 1: | Response satisfies query
14:45:20 (6) Closed
(UTC-06:00)
Central Time
Us&
Canada)
Jan-26-2021 | ACVOPFEINFP6000 (b) (4), (b) Query 1. | Original valueis correct
08:48:55 (6) Answere
(UTC-06:00) d
Central Time
Us&
Canada)
Jan-26-2021 ACVOPFEINFP6000 (b) (4), (b) Query 1: | Forms are unfrozen. Please
03:23:11 (6) Reissued | proceed to update as per
(UTC-06:00) :Opened | your response. If thisvisit
Central Time was performed, then this
(US& form should not be marked
Canada) Not Done/ Not
Applicable. Please
complete this form. All
items with Yes/No options
should be ticked as YES or
NO
Jan-25-2021 | ACVOPFEINFP6000 (b) (4), (b) Query 1: | UPON REVIEW OF
19:00:23 (6) Answere | MEDICAL RECORDS
(UTC-06:00) d AND PARTICIPANT
Central Time INTERVIEW, COVID_A
(US& SHOULD NEVER HAVE
Canada) BEEN CLOSED OUT.
PER INVESTIGATOR
AND MONITOR, THISIS
ALL COVID_A.
REQUEST TO UNLOCK
FORMSHAS BEEN
SENT TO MAKE FINAL
ADJUSTMENTS.
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 10-Dec-2020 02:26

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - 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

Jan-22-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1. | DMW6947714,0ccurrence
00:44:36 (b) @) Opened | of Visits or Contacts is not
(UTC-06:00) expected to be Not Done
Central Time or Not Applicable or
(US& Unknown. Please review
Canada) and update appropriately
or clarify
Jan-21-2021 | ACVOPFEINFPG6000 (b) (4), (b) Data Ent [ Initial Entry
13:38:12 (6) ry:
(UTC-06:00) Not Appl
Central Time icable
(Us&
Canada)
Jan-21-2021 | ACVOPFEINFP6000 (b) (4), (b) Data Ent | Changed Information
13:36:59 (6) ry:
(UTC-06:00)
Central Time
(Us&
Canada)
Dec-23-2020 | ACVOPFEINFP6000 (b) (4), (b) Data Ent | Changed Information
15:36:38 (6) ry:
(UTC-06:00) YE
Central Time Number
(US& of Visits
Canada) or Cont
acts:
1

Dec-23-2020 | ACVOPFEINFP6000 (b) (4), (b) Data Ent [ Initial Entry
15:31:24 (6) ry:
(UTC-06:00) NO
Central Time
(Us&
Canada)

’ 1lc

‘ Date L ocation User Value Reason
Jan-21-2021 13:38:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (). Type of Practition PRIMARY CAR
(US & Canada) ®®) er: E PHYSICIAN

Occurrence of Vis Not Applicable
itsor Contacts:
Jan-21-2021 13:37:11 AcvoPFEINFPs000 | (B) (4). (®) | pataEntry: Changed Information
(UTC-06:00) Central Time ) Type of Practition PRIMARY CAR
Page 628 of 832

*** Confidential***
FDA-CBER-2021-5683-0793747




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
Dec/23/2020
Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
(US & Canada) ©) (). () | . E PHYSICIAN
(6) .

Occurrenceof Vis

itsor Contacts:
Dec-23-2020 15:36:54 ACVOPFEINFP6000 | (b) Data Entry: Changed Information
(UTC-06:00) Central Time §§§‘ & Type of Practitio PRIMARY CAR
(US & Canada) ner: E PHYSICIAN

Occurrenceof Vi YES

sitsor Contacts:  Number of Misits

or Contacts:
1

Dec-23-2020 15:31:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)x . Type of Practition PRIMARY CAR
(US & Canada) () () er: E PHYSICIAN

Occurrence of Vis NO

itsor Contacts:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 10-Dec-2020 02:26

Site No: 1117

Subject No: 11171036
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

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

’ 1.c Physician or Healthcare Professional:

‘ Date L ocation User Value Reason
Dec-23-2020 15:31:24 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time (4), PRIMARY CARE PHYSICIAN
(US & Canada) (®) (6)
‘ 1.c Occurrence of Visits or Contacts:
‘ Date L ocation ’ User | Value | Reason
Jan-26-2021 | ACVOPFEINFP6000 (b) (4), (b) Query 1: | Response satisfies query
14:45:31 (6) Closed
(UTC-06:00)
Central Time
(Us&
Canada)
Jan-26-2021 | ACVOPFEINFP6000 (b) (4), (b) Query 1. | Original valueis correct
08:49:06 (6) Answere
(UTC-06:00) d
Central Time
(Us&
Canada)
Jan-26-2021 ACVOPFEINFP6000 (b) (4), (b) Query 1: | Forms are unfrozen. Please
03:23:21 (6) Reissued | proceed to update as per
(UTC-06:00) :Opened | your response. If thisvisit
Central Time was performed, then this
(US& form should not be marked
Canada) Not Done/ Not
Applicable. Please
complete this form. All
items with Yes/No options
should be ticked as YES or
NO
Jan-25-2021 | ACVOPFEINFP6000 (b) (4), (b) Query 1. | UPON REVIEW OF
19:00:31 (6) Answere | MEDICAL RECORDS
(UTC-06:00) d AND PARTICIPANT
Central Time INTERVIEW, COVID_A
Us& SHOULD NEVER HAVE
Canada) BEEN CLOSED OUT.
PER INVESTIGATOR
AND MONITOR, THISIS
ALL COVID_A.
REQUEST TO UNLOCK
FORMSHAS BEEN
SENT TO MAKE FINAL
ADJUSTMENTS.
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 10-Dec-2020 02:26

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - 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

Jan-22-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1. | DMW6947715;0ccurrence
00:44:36 (b) @) Opened | of Visits or Contacts is not
(UTC-06:00) expected to be Not Done
Central Time or Not Applicable or
(US& Unknown. Please review
Canada) and update appropriately
or clarify
Jan-21-2021 | ACVOPFEINFPG6000 (b) (4), (b) Data Ent [ Initial Entry
13:38:12 (6) ry:
(UTC-06:00) Not Appl
Central Time icable
(Us&
Canada)
Jan-21-2021 | ACVOPFEINFP6000 (b) (4), (b) Data Ent | Changed Information
13:37:11 (6) ry:
(UTC-06:00)
Central Time
(Us&
Canada)
Dec-23-2020 | ACVOPFEINFP6000 (b) (4), (b) Data Ent | Changed Information
15:36:54 (6) ry:
(UTC-06:00) YE
Central Time Number
(US& of Visits
Canada) or Cont
acts:
1

Dec-23-2020 | ACVOPFEINFP6000 (b) (4), (b) Data Ent [ Initial Entry
15:31:24 (6) ry:
(UTC-06:00) NO
Central Time
(Us&
Canada)

|1

‘ Date L ocation User Value Reason
Jan-21-2021 13:38:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Typeof Practitioner: URGENT
(US & Canada) (0) (6) CARE

Occurrence of Visitsor Not Applica
Contacts: ble
Jan-21-2021 13:37:28 ACVOPFEINFP6000 |(B) (4), (B) | Data Entry: Changed Information
(UTC-06:00) Central Time ®) Typeof Practitioner: URGENT
Page 631 of 832

*** Confidential***

FDA-CBER-2021-5683-0793750




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 10-Dec-2020 02:26

Form Status: Data Complete, Frozen

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
(US & Canada) (b) (4), (b) CARE
©) Occurrence of Visitsor
Contacts:
Dec-23-2020 15:31:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (3)' Typeof Practitioner: URGENT
(US & Canada) () (6) CARE
Occurrence of Visitsor NO
Contacts:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 10-Dec-2020 02:26

Site No: 1117
Subject No: 11171036
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

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

’ 1.d Physician or Healthcare Professional:

‘ Date L ocation User Value Reason
Dec-23-2020 15:31:24 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time ), URGENT CARE
(US & Canada) (®) (6)
‘ 1.d Occurrence of Visits or Contacts:
‘ Date L ocation ’ User | Value | Reason
Jan-26-2021 | ACVOPFEINFP6000 (b) (4), (b) Query 1: | Response satisfies query
14:48:43 (6) Closed
(UTC-06:00)
Central Time
Us&
Canada)
Jan-26-2021 | ACVOPFEINFP6000 (b) (4), (b) Query 1. | Original valueis correct
08:49:19 (6) Answere
(UTC-06:00) d
Central Time
Us&
Canada)
Jan-26-2021 ACVOPFEINFP6000 (b) (4), (b) Query 1: | Forms are unfrozen. Please
03:23:33 (6) Reissued | proceed to update as per
(UTC-06:00) :Opened | your response. If thisvisit
Central Time was performed, then this
(US& form should not be marked
Canada) Not Done/ Not
Applicable. Please
complete this form. All
items with Yes/No options
should be ticked as YES or
NO
Jan-25-2021 | ACVOPFEINFP6000 (b) (4), (b) Query 1: | UPON REVIEW OF
19:00:39 (6) Answere | MEDICAL RECORDS
(UTC-06:00) d AND PARTICIPANT
Central Time INTERVIEW, COVID_A
(US& SHOULD NEVER HAVE
Canada) BEEN CLOSED OUT.
PER INVESTIGATOR
AND MONITOR, THISIS
ALL COVID_A.
REQUEST TO UNLOCK
FORMSHAS BEEN
SENT TO MAKE FINAL
ADJUSTMENTS.
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 10-Dec-2020 02:26
SiteNo: 1117

Subject No: 11171036

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

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Jan-22-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1. | DMW6947716;0ccurrence

00:44:36 (b) @) Opened | of Visits or Contacts is not

(UTC-06:00) expected to be Not Done

Central Time or Not Applicable or

(US& Unknown. Please review

Canada) and update appropriately
or clarify

Jan-21-2021 | ACVOPFEINFPG6000 (b) (4), (b) Data Ent [ Initial Entry

13:38:12 (6) ry:

(UTC-06:00) Not Appl

Central Time icable

(Us&

Canada)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 10-Dec-2020 02:26

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - 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.d Occurrence of Visitsor Contacts:

| Date L ocation User Value Reason
Jan-21-2021 13:37:28 ACVOPFEINFP6000 |(B) (4). (0) | DataEntry: Changed Information
(UTC-06:00) Central Time (6)
(US & Canada)
Dec-23-2020 15:31:24 ACVOPFEINFP6000 | (B) ). (B) | pata Entry: Initial Entry
(UTC-06:00) Central Time (6) NO
(US & Canada)
‘ le
‘ Date L ocation User Value Reason
Jan-21-2021 13:38:12 ACVOPFEINFP6000 | (D) (4), (b) | pataEntry: Initial Entry
(UTC-06:00) Central Time ®) Typeof Practitio TELEPHONE C
(US & Canada) ner: ONSULTATION
Occurrenceof Vi Not Applicable
sitsor Contacts:
Jan-21-2021 13:37:41 ACVOPFEINFP6000 | (b) (4), (0) |DataEntry: Changed Information
(UTC-06:00) Central Time (6) Type of Practitio TELEPHONE C
(US & Canada) ner: ONSULTATION
Occurrence of Vi
sitsor Contacts:
Dec-23-2020 15:31:24 ACVOPFEINFP6000 |(B) (4), (B) | Data Entry: Initial Entry
(UTC-06:00) Central Time ®) Typeof Practitio TELEPHONE C
(US & Canada) ner: ONSULTATION
Occurrenceof Vi NO
sitsor Contacts:
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 10-Dec-2020 02:26

Site No: 1117
Subject No: 11171036
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

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

’ 1l.e Physician or Healthcare Professional:

‘ Date L ocation User Value Reason
Dec-23-2020 15:31:24 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time (4), TELEPHONE CONSULTATION
(US & Canada) (®) (6)
‘ 1.e Occurrence of Visits or Contacts:
‘ Date L ocation ’ User | Value | Reason
Jan-26-2021 | ACVOPFEINFPE000 (b) (4), Query 1: | Close erroneous visit
10:38:19 (b) (6) Closed
(UTC-06:00)
Central Time
Us&
Canada)
Jan-26-2021 | ACVOPFEINFP6000 (b) (4), (b) Query 1. | Original valueis correct
08:49:31 (6) Answere
(UTC-06:00) d
Central Time
Us&
Canada)
Jan-26-2021 ACVOPFEINFP6000 (b) (4), (b) Query 1: | Forms are unfrozen. Please
03:23:51 (6) Reissued | proceed to update as per
(UTC-06:00) :Opened | your response. If thisvisit
Central Time was performed, then this
(US& form should not be marked
Canada) Not Done/ Not
Applicable. Please
complete this form. All
items with Yes/No options
should be ticked as YES or
NO
Jan-25-2021 | ACVOPFEINFP6000 (b) (4), (b) Query 1: | UPON REVIEW OF
19:00:47 (6) Answere | MEDICAL RECORDS
(UTC-06:00) d AND PARTICIPANT
Central Time INTERVIEW, COVID_A
(US& SHOULD NEVER HAVE
Canada) BEEN CLOSED OUT.
PER INVESTIGATOR
AND MONITOR, THISIS
ALL COVID_A.
REQUEST TO UNLOCK
FORMSHAS BEEN
SENT TO MAKE FINAL
ADJUSTMENTS.
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 10-Dec-2020 02:26

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - 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

Jan-22-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1. | DMW6947717;0ccurrence
00:44:36 (b) @) Opened | of Visits or Contacts is not
(UTC-06:00) expected to be Not Done
Central Time or Not Applicable or
(US& Unknown. Please review
Canada) and update appropriately
or clarify
Jan-21-2021 | ACVOPFEINFP6000 (b) (4), (b) Data Ent | Initial Entry
13:38:12 (6) ry:
(UTC-06:00) Not Appl
Central Time icable
(Us&
Canada)
Jan-21-2021 | ACVOPFEINFP6000 (b) (4), (b) Data Ent | Changed Information
13:37:41 (6) ry:
(UTC-06:00)
Central Time
Us&
Canada)
Dec-23-2020 | ACVOPFEINFP6000 (b) (4), (b) DataEnt | Initial Entry
15:31:24 (6) ry:
(UTC-06:00) NO
Central Time
Us&
Canada)
11
‘ Date L ocation User Value Reason

Jan-21-2021 13:38:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ; ©) Typeof Practitioner: ~ OTHER
(US& Canada) Occurrence of Visitsor Not Applic

Contacts: able
Jan-21-2021 13:37:52 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time ), Type of Practitioner: OTHE
(US & Canada) (b) (6) R

Occurrence of Visitsor Con

tacts:
Dec-23-2020 15:31:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Type of Practitioner: OTHE
(US & Canada) (b) (6) R

Occurrence of Visitsor Con NO

tacts:
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 10-Dec-2020 02:26

Site No: 1117

Subject No: 11171036
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

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

’ 1.f Physician or Healthcare Professional:

‘ Date L ocation User Value Reason
Dec-23-2020 15:31:24 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time ), OTHER
(US & Canada) (®) (6)
‘ 1.f Occurrence of Visits or Contacts:
‘ Date L ocation ’ User | Value | Reason
Jan-26-2021 | ACVOPFEINFP6000 (b) (4), (b) Query 1: | Response satisfies query
14:50:21 (6) Closed
(UTC-06:00)
Central Time
Us&
Canada)
Jan-26-2021 | ACVOPFEINFP6000 (b) (4), (b) Query 1. | Original valueis correct
08:49:46 (6) Answere
(UTC-06:00) d
Central Time
Us&
Canada)
Jan-26-2021 ACVOPFEINFP6000 (b) (4), (b) Query 1: | Forms are unfrozen. Please
03:24:03 (6) Reissued | proceed to update as per
(UTC-06:00) :Opened | your response. If thisvisit
Central Time was performed, then this
(US& form should not be marked
Canada) Not Done/ Not
Applicable. Please
complete this form. All
items with Yes/No options
should be ticked as YES or
NO
Jan-25-2021 | ACVOPFEINFP6000 (b) (4), (b) Query 1: | UPON REVIEW OF
19:00:55 (6) Answere | MEDICAL RECORDS
(UTC-06:00) d AND PARTICIPANT
Central Time INTERVIEW, COVID_A
Us& SHOULD NEVER HAVE
Canada) BEEN CLOSED OUT.
PER INVESTIGATOR
AND MONITOR, THISIS
ALL COVID_A.
REQUEST TO UNLOCK
FORMSHAS BEEN
SENT TO MAKE FINAL
ADJUSTMENTS.
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Dec/23/2020

Form Version: 10-Dec-2020 02:26
SiteNo: 1117

Subject No: 11171036

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - 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

Jan-22-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1. | DMW6947718;0ccurrence

00:44:36 (b) @) Opened | of Visits or Contacts is not

(UTC-06:00) expected to be Not Done

Central Time or Not Applicable or

(US& Unknown. Please review

Canada) and update appropriately
or clarify

Jan-21-2021 | ACVOPFEINFPG6000 (b) (4), (b) Data Ent [ Initial Entry

13:38:12 (6) ry:

(UTC-06:00) Not Appl

Central Time icable

(Us&

Canada)

Jan-21-2021 | ACVOPFEINFP6000 (b) (4), (b) Data Ent | Changed Information

13:37:52 (6) ry:

(UTC-06:00)

Central Time

(Us&

Canada)

Dec-23-2020 | ACVOPFEINFP6000 (b) (4), (b) Data Ent [ Initial Entry

15:31:24 (6) ry:

(UTC-06:00) NO

Central Time

(Us&

Canada)

‘ 2. Other Type of Practitioner Specify:

‘ Date L ocation User Value Reason
Jan-21-2021 13:38:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Applicable
(US & Canada) (b) (6)

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

‘Date L ocation User |VaJue |Reason
Jan-26-2021 ACVOPFEINFP6000 (b) (4), (b) Query 1. | Response satisfies query
14:51:19 (6) Closed
(UTC-06:00)

Central Time

(Us&

Canada)

Jan-26-2021 | ACVOPFEINFPG000 (b) (4), (b) Query 1: | Original valueis correct
08:49:56 (6) Answered

(UTC-06:00)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 10-Dec-2020 02:26
SiteNo: 1117

Subject No: 11171036

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

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Central Time

Us&

Canada)

Jan-26-2021 ACVOPFEINFP6000 (b) (4), (b) Query 1: | DM: Formis unfrozen.

06:35:20 (6) Reissued: | Please proceed to update.

(UTC-06:00) Opened

Central Time

Us&

Canada)

Jan-25-2021 ACVOPFEINFPE000 (b) (4), (b) Query 1: UPON REVIEW OF

19:01:02 (6) Answered | MEDICAL RECORDS

(UTC-06:00) AND PARTICIPANT

Central Time INTERVIEW,

Us& COVID_A SHOULD

Canada) NEVER HAVE BEEN
CLOSED OUT. PER
INVESTIGATOR AND
MONITOR, THISIS
ALL COVID_A.
REQUEST TO
UNLOCK FORMSHAS
BEEN SENT TO MAKE
FINAL
ADJUSTMENTS.

Jan-22-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: DMW6947831;Response

00:44:36 (b) (4) Opened to 'Has the subject been

(UTC-06:00) 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

Jan-21-2021 ACVOPFEINFPE000 (b) (4), (b) Data Entr | Initial Entry

13:38:12 (6) A

(UTC-06:00) Not Appli

Central Time cable

Us&

Canada)

Jan-21-2021 ACVOPFEINFP6000 (b) (4), (b) Data Entr | Changed Information

13:38:03 (6) A

(UTC-06:00)

Central Time

us&

Canada)
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Header Text: c4591001

Dec/23/2020

Form Version: 10-Dec-2020 02:26
SiteNo: 1117

Subject No: 11171036

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: HEALTH CARE UTILIZATION - 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-23-2020 ACVOPFEINFP6000
15:31:24
(UTC-06:00)
Central Time
(US&
Canada)

(b) (4), (b) DataEntr |Initial Entry
(6) \'A
N

*** Confidential***
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 06-Jul-2020 21:53

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - 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. What isthe treatment | dentifier?

‘ Date L ocation User Value Reason
Jan-21-2021 13:36:13 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Applicable
(US & Canada) (0} (6)

Dec-23-2020 15:31:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

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

‘ Date L ocation User Value Reason
Jan-21-2021 13:36:13 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Applicable
(US & Canada) (b) (6)

Dec-23-2020 15:31:40 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (0} (6)

’ 3. Treatment:

’ Date L ocation User Value Reason
Jan-21-2021 13:36:13 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) (®) (6)

Dec-23-2020 15:31:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) (b) (6)

’ 4. Treatment:

‘ Date L ocation User Value Reason
Jan-21-2021 13:36:13 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4, Not Applicable
(US & Canada) (®) (6)

Dec-23-2020 15:31:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (b) (6)
5. Start Date:
Page 642 of 832
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: RESPIRATORY TREATMENT - eCRF Audit Trail History
Dec/23/2020
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---

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

Date L ocation User Value Reason
Jan-21-2021 13:36:13 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Applicable

(US & Canada) (b) (6)

Dec-23-2020 15:31:40 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Done

(US & Canada) (b) (6)

’ 6. Ongoing?

‘ Date L ocation User Value Reason
Jan-21-2021 13:36:13 ACVOPFEINFPE000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4, Not Applicable
(US & Canada) (®) (6)

Dec-23-2020 15:31:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (b) (6)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 06-Jul-2020 21:52

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: ILLNESS DETAILS - 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. Category of Clinical Event:

‘ Date L ocation | User |Value Reason
Jan-21-2021 13:35:56 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Not Applicable
(US & Canada)

Jan-21-2021 13:35:25 ACVOPFEINFP6000 | auto calc Data Entry: Changed Information
(UTC-06:00) Central Time (autocalc)

(US & Canada)

Dec-23-2020 15:37:57 ACVOPFEINFP6000 | auto calc Data Entry: 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
Jan-26-2021 ACVOPFEINFPG000 (b) (4), (b) Query 2: Clo | Response satisfies
15:02:50 (6) sed query
(UTC-06:00)

Central Time

(US & Canada)

Jan-26-2021 ACVOPFEINFP6000 (b) (4), (b) Query 2: Ans | Original valueis

08:50:12 (6) wered correct

(UTC-06:00)

Central Time

(US & Canada)

Jan-26-2021 ACVOPFEINFPG000 (b) (4), (b) Query 2: Reis | Form is unfrozen.

03:24:49 (6) sued:Opened | Please proceed to

(UTC-06:00) update.

Central Time

(US & Canada)

Jan-25-2021 ACVOPFEINFP6000 (b) (4), (b) Query 2: Ans | UPON REVIEW OF

19:00:03 (6) wered MEDICAL

(UTC-06:00) RECORDS AND

Central Time PARTICIPANT

(US & Canada) INTERVIEW,
COVID_A
SHOULD NEVER
HAVE BEEN
CLOSED OUT.
PER
INVESTIGATOR
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Dec/23/2020

Site No: 1117

Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Form Version: 06-Jul-2020 21:52

Subject No: 11171036
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Form: ILLNESS DETAILS - eCRF Audit Trail History

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

AND MONITOR,
THISISALL
COVID_A.
REQUEST TO
UNLOCK FORMS
HASBEEN SENT
TO MAKE FINAL
ADJUSTMENTS.

Jan-25-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 2: Ope | DMW6947648;Was

05:39:14 (b) (4) ned adiagnosis obtained

(UTC-06:00) for Potential

Central Time COVID-19 llIness?

(US & Canada) is not expected to be
Unknown or Not
Applicable. Please
review and update
appropriately or
clarify

Jan-21-2021 ACVOPFEINFP6000 (b) (4), (b) Data Entry: | Initial Entry

13:35:56 (6) Not Applicab

(UTC-06:00) le

Central Time

(US & Canada)

Jan-21-2021 ACVOPFEINFP6000 (b) (4), (b) Data Entry: | Changed

13:35:25 (6) Information

(UTC-06:00)

Central Time

(US & Canada)

Dec-29-2020 ACVOPFEINFPG000 (b) (4), (b) Query 1: Clo | Response satisfies

11:44:44 (6) sed query

(UTC-06:00)

Central Time

(US & Canada)

Dec-28-2020 ACVOPFEINFP6000 auto query Query 1: Ans | Changed

21:59:15 (autoquery) wered Information

(UTC-06:00)

Central Time

(US & Canada)

Dec-28-2020 ACVOPFEINFP6000 (b) (4), (b) DataEntry: |Changed

21:59:15 (6) NO Information

(UTC-06:00)

Central Time

(US & Canada)

Dec-28-2020 ACVOPFEINFPE000 (b) (4), (b) Query 1: Ope | Clin: Sorethroat is

11:24:13 (6) ned already recorded as

*** Confidential***

Page 645 of 832

FDA-CBER-2021-5683-0793764




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Dec/23/2020

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

Form: ILLNESS DETAILS - eCRF Audit Trail History

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

Subject No: 11171036 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
(UTC-06:00) (b) (4), (b) (6) symptom of
Central Time potential illness on
(US & Canada) SOD CRF. If no
diagnosis, please
enter No.
Dec-23-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: |Initia Entry
15:37:57 (6) YES
(UTC-06:00) Respiratory
Central Time IlIness Diag
(US & Canada) nosis:
SORE TH
ROAT
Date of Dia
gnosis:
Nov/10/20
20
‘ 3. Toxicity Grade:
‘ Date L ocation User |Value | Reason
Jan-26-2021 ACVOPFEINFP6000 (b) (4), (b) Query 2: C | Response satisfies
15:02:58 (6) losed query
(UTC-06:00)
Central Time
(US & Canada)
Jan-26-2021 ACVOPFEINFP6000 (b) (4), (b) Query 2: A | Original valueis correct
08:50:28 (6) nswered
(UTC-06:00)
Central Time
(US & Canada)
Jan-26-2021 ACVOPFEINFP6000 (b) (4), (b) Query 2: R | DM: Pages have been
06:24:13 (6) eissued:Op | unfrozen. Please
(UTC-06:00) ened correct.
Central Time
(US & Canada)
Jan-25-2021 ACVOPFEINFP6000 (b) (4), (b) Query 2: A | UPON REVIEW OF
18:59:51 (6) nswered MEDICAL RECORDS
(UTC-06:00) AND PARTICIPANT
Central Time INTERVIEW,
(US & Canada) COVID_A SHOULD
NEVER HAVE BEEN
CLOSED OUT. PER
INVESTIGATOR AND
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Dec/23/2020
Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171036
Generated By: (b) (4)

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

090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

MONITOR, THISIS
ALL COVID_A.
REQUEST TO
UNLOCK FORMS
HASBEEN SENT TO
MAKE FINAL
ADJUSTMENTS.

Jan-25-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 2: O | DMW6947662; Toxicity

05:39:14 (b) (4) pened Gradeis not expected

(UTC-06:00) to be Not Done or Not

Central Time Applicable or

(US & Canada) Unknown. Please
review and update
appropriately or clarify

Jan-21-2021 ACVOPFEINFP6000 (b) (4), (b) Data Entr | Initiad Entry

13:35:56 (6) A

(UTC-06:00) Not Applic

Central Time able

(US & Canada)

Jan-21-2021 ACVOPFEINFPG000 (b) (4), (b) Data Entr | Changed Information

13:35:45 (6) v

(UTC-06:00)

Central Time

(US & Canada)

Dec-23-2020 ACVOPFEINFP6000 auto query Query 1: C | Close Auto Query

15:38:25 (autoquery) losed

(UTC-06:00)

Central Time

(US & Canada)

Dec-23-2020 | ACVOPFEINFP6000 (b) (4), (b) Data Entr | Changed Information

15:38:25 (6) v

(UTC-06:00) 2

Central Time

(US & Canada)

Dec-23-2020 ACVOPFEINFP6000 auto query Query 1: O | Per CRF CRs Section

15:37:57 (autoquery) pened 8.33.5, please enter

(UTC-06:00) worst toxicity grade (1

Central Time to5) asit relatesto

(US & Canada) reported symptom(s) on
SOD CRF. Please
review and update as
appropriate.

Dec-23-2020 ACVOPFEINFP6000 (b) (4), (b) DataEntr | Initial Entry

15:37:57 (6) A

(UTC-06:00) 0
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: ILLNESS DETAILS - eCRF Audit Trail History

Dec/23/2020

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

Subject No: 11171036
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

Central Time
(US & Canada)
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 17-Jul-2020 21:55

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - 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. Category of Clinical Event:

‘ Date L ocation User Value Reason
Jan-21-2021 13:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Applicable
(US& Canada) (b) (6)

Dec-23-2020 15:39:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

‘ 2. Subcategory of Clinical Event:

‘ Date L ocation User Value Reason
Jan-21-2021 13:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Applicable
(US & Canada) (b) (6)

Dec-23-2020 15:39:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

’ 3. Was a diagnosis obtained?

’ Date L ocation User Value Reason
Jan-21-2021 13:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) ©) ()

Dec-23-2020 15:39:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) (b) (6)

’ 4. Toxicity Grade:

’ Date L ocation User Value Reason
Jan-21-2021 13:02:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Applicable
(US & Canada) (®) (6)

Dec-23-2020 15:39:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (b) (6)
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 21-Aug-2020 02:49

Site No: 1117
Subject No: 11171036
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

Back to Form

‘ 1. Lab Pandl:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Applicable
(US & Canada) (0} (6)

Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

‘ 2. Laboratory Name and Address

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Applicable
(US & Canada) (b) (6)

Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (0} (6)

’ 3. Collection Date:

’ Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) (®) (6)

Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) (b) (6)

’ 4. Specimen Type:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Applicable
(US & Canada) (®) (6)

Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (b) (6)
5.a
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Dec/23/2020 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: 11171036 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)’ Sponsor-Defined Ident Not Applica
(US& Canada) () (®) ifier: ble
Test:: Not Done
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)’ Sponsor -Defined I dentifie Not Don
(US& Canada) () (6) r e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e

‘ 5.a Sponsor 1D:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time (@), Not Applicable
(US & Canada) (b) (6)

Dec-23-2020 15:40:12 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

’ 5.a Test:

’ Date L ocation User Value Reason
Dec-23-2020 15:40:12 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
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 21-Aug-2020 02:49

Site No: 1117
Subject No: 11171036
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

Jan-21-2021 13:01:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Applicable

(US & Canada) (b) (6)

Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done

(US & Canada) (b) (6)

’ 5.a Not Done:

’ Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Applicable
(US & Canada) (b) (6)

Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.aLNMT

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Applicable
(US & Canad) () (6)

Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (®) (6)

50

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:51 . ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (), Sponsor-Defined Ident Not Applica
(US& Canada) (b) (6) ifier: ble

Test:: Not Done
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
Dec-23-2020 15:40:12 . ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (), Sponsor-Defined | dentifie Not Don
(US & Canada) (b) (6) r e
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Header Text: c4591001

Dec/23/2020

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

Subject No: 11171036

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visiton 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

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 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 21-Aug-2020 02:49

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

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

’ 5.b Sponsor 1D:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4. Not Applicable
(US & Canada) (®) (6)

Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (b) (6)

‘ 5.b Test:

‘ Date L ocation User Value Reason
Dec-23-2020 15:40:12 ACVOPFEINFPE000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4, Not Done
(US & Canada) (b) (6)

‘ 5.b Result:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) 0} (6)

Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Done
(US & Canada) (b) (6)

‘ 5.b Not Done:

’ Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Applicable
(US & Canada) (b) (6)

Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

’ 5.bLNMT
’ Date L ocation User Value Reason
Jan-21-2021 13:01:51 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 2 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Dec/23/2020 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: 11171036 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Done
(US & Canada) (b) (6)
’ 5.c
‘ Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (), Sponsor-Defined Ident Not Applica
(US& Canada) (b) (6) ifier: ble
Test:: Not Done
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time (), Sponsor-Defined I dentifie Not Don
(US & Canada) (b) (6) r 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 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 21-Aug-2020 02:49

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

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

’ 5.c Sponsor ID:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4. Not Applicable
(US & Canada) (®) (6)

Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (b) (6)

‘ 5.c Test:

‘ Date L ocation User Value Reason
Dec-23-2020 15:40:12 ACVOPFEINFPE000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4, Not Done
(US & Canada) (b) (6)

‘ 5.c Result:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) 0} (6)

Dec-23-2020 15:40:12 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Done
(US & Canada) (b) (6)

‘ 5.c Not Done:

’ Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Applicable
(US & Canada) (b) (6)

Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

’ 5.cLNMT
’ Date L ocation User Value Reason
Jan-21-2021 13:01:51 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 2 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Dec/23/2020 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: 11171036 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Done
(US & Canada) (b) (6)
EX
‘ Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (), Sponsor-Defined Ident Not Applica
(US& Canada) (b) (6) ifier: ble
Test:: Not Done
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time (), Sponsor-Defined I dentifie Not Don
(US & Canada) (b) (6) r 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 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 21-Aug-2020 02:49

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

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

’ 5.d Sponsor 1D:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4. Not Applicable
(US & Canada) (®) (6)

Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (b) (6)

‘ 5.d Test:

‘ Date L ocation User Value Reason
Dec-23-2020 15:40:12 ACVOPFEINFPE000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4, Not Done
(US & Canada) (b) (6)

‘ 5.d Result:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) 0} (6)

Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Done
(US & Canada) (b) (6)

‘ 5.d Not Done:

’ Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Applicable
(US & Canada) (b) (6)

Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

’ 5dLNMT
’ Date L ocation User Value Reason
Jan-21-2021 13:01:51 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 2 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Dec/23/2020 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: 11171036 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Done
(US & Canada) (b) (6)
’ 5e
‘ Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (), Sponsor-Defined Ident Not Applica
(US& Canada) (b) (6) ifier: ble
Test:: Not Done
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time (), Sponsor-Defined I dentifie Not Don
(US & Canada) (b) (6) r 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 2 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

Dec/23/2020 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: 11171036
Generated By: (b) (4)

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

’ 5.e Sponsor ID:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4. Not Applicable
(US & Canada) (®) (6)

Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (b) (6)

‘ 5.e Test:

‘ Date L ocation User Value Reason
Dec-23-2020 15:40:12 ACVOPFEINFPE000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4, Not Done
(US & Canada) (b) (6)

‘ 5.e Result:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) 0} (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 21-Aug-2020 02:49

Site No: 1117
Subject No: 11171036
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

Back to Form

| 5.e Result:
| Date L ocation User Value Reason
Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (0) (6)
| 5.e Not Done:
| Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (0) (6)
Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)
| 5.eLNMT
| Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Applicable
(US & Canada) (0) (6)
Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (b) (6)
E
‘ Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (), Sponsor-Defined Ident Not Applica
(US & Canada) (b) (®) ifier: ble
Test:: Not Done
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(0) (4), (b) | Data Entry: Initial Entry
(UTC-06:00) Central Time (6)
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Header Text: c4591001

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

Dec/23/2020

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

Subject No: 11171036

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) ?6’; @) (®) " | 550nsor-Defined Identifie Not Don
r: 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 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 21-Aug-2020 02:49

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

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

’ 5.f Sponsor 1D:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4. Not Applicable
(US & Canada) (®) (6)

Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (b) (6)

‘ 5.f Test:

‘ Date L ocation User Value Reason
Dec-23-2020 15:40:12 ACVOPFEINFPE000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4, Not Done
(US & Canada) (b) (6)

|51 Result:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) 0} (6)

Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Done
(US & Canada) (b) (6)

‘ 5.f Not Done:

’ Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Applicable
(US & Canada) (b) (6)

Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

’ 5fLNMT
’ Date L ocation User Value Reason
Jan-21-2021 13:01:51 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 2 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Dec/23/2020 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: 11171036 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Done
(US & Canada) (b) (6)
’ 59
‘ Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFPE000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time (), Sponsor-Defined Ident Not Applica
(US& Canada) (b) (6) ifier: ble
Test:: Not Done
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time ), Sponsor -Defined I dentifie Not Don
(US & Canada) (b) (6) r 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 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 21-Aug-2020 02:49

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

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

’ 5.9 Sponsor |D:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4. Not Applicable
(US & Canada) (®) (6)

Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (b) (6)

‘ 5.9 Test:

‘ Date L ocation User Value Reason
Dec-23-2020 15:40:12 ACVOPFEINFPE000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4, Not Done
(US & Canada) (b) (6)

‘ 5.9 Result:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) 0} (6)

Dec-23-2020 15:40:12 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Done
(US & Canada) (b) (6)

‘ 5.g Not Done:

’ Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Applicable
(US & Canada) (b) (6)

Dec-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

’ 5gLNMT
’ Date L ocation User Value Reason
Jan-21-2021 13:01:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4 Not Applicable

(US & Canada)

() ()

*** Confidential***

Page 665 of 832

FDA-CBER-2021-5683-0793784




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Dec/23/2020

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

Subject No: 11171036

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-23-2020 15:40:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

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

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

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171036
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

Back to Form

‘ 1. Lab Pandl:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Applicable
(US & Canada) (0} (6)

Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

‘ 2. Laboratory Name and Address

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Applicable
(US & Canada) (b) (6)

Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (0} (6)

’ 3. Collection Date:

’ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) (®) (6)

Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) (b) (6)

’ 4. Specimen Type:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Applicable
(US & Canada) (®) (6)

Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (b) (6)
5.a
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171036
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

Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)’ Sponsor-Defined Ident Not Applica
(US& Canada) () (®) ifier: ble
Test:: Not Done
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
Dec-23-2020 15:40:29 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)v Sponsor-Defined | dentifie Not Don
(US & Canada) (b) (6) r e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e

‘ 5.a Sponsor 1D:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Applicable
(US & Canada) (b) (6)

Dec-23-2020 15:40:29 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (0} (6)

’ 5.a Test:

’ Date L ocation User Value Reason
Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (b) (6)

‘ 5.a Result:

‘ Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Dec/23/2020

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

Subject No: 11171036

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

Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Applicable

(US & Canada) (b) (6)

Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done

(US & Canada) (b) (6)

’ 5.a Not Done:

’ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Applicable
(US & Canada) (b) (6)

Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Not Done
(US & Canada) (b) (6)

‘ 5.aLNMT

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Applicable
(US & Canad) () (6)

Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (®) (6)

50

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (), Sponsor-Defined Ident Not Applica
(US& Canada) (b) (6) ifier: ble

Test:: Not Done
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (), Sponsor-Defined | dentifie Not Don
(US & Canada) (b) (6) r e
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Header Text: c4591001

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

Dec/23/2020

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

Subject No: 11171036

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

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 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171036
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

’ 5.b Sponsor 1D:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4. Not Applicable
(US & Canada) (®) (6)

Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (b) (6)

‘ 5.b Test:

‘ Date L ocation User Value Reason
Dec-23-2020 15:40:29 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
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) 0} (6)

Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Done
(US & Canada) (b) (6)

‘ 5.b Not Done:

’ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Applicable
(US & Canada) (b) (6)

Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

’ 5.bLNMT
’ Date L ocation User Value Reason
Jan-21-2021 13:01:36 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 2 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Dec/23/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Done
(US & Canada) (b) (6)
’ 5.c
‘ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (), Sponsor-Defined Ident Not Applica
(US& Canada) (b) (6) ifier: ble
Test:: Not Done
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time (), Sponsor-Defined I dentifie Not Don
(US & Canada) (b) (6) r 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 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171036
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

’ 5.c Sponsor ID:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4. Not Applicable
(US & Canada) (®) (6)

Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (b) (6)

‘ 5.c Test:

‘ Date L ocation User Value Reason
Dec-23-2020 15:40:29 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
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) 0} (6)

Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Done
(US & Canada) (b) (6)

‘ 5.c Not Done:

’ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Applicable
(US & Canada) (b) (6)

Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

’ 5.CcLNMT
’ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(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 2 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Dec/23/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Done
(US & Canada) (b) (6)
EX
‘ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (), Sponsor-Defined Ident Not Applica
(US& Canada) (b) (6) ifier: ble
Test:: Not Done
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time (), Sponsor-Defined I dentifie Not Don
(US & Canada) (b) (6) r e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e

090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171036
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

’ 5.d Sponsor 1D:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4. Not Applicable
(US & Canada) (®) (6)

Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (b) (6)

‘ 5.d Test:

‘ Date L ocation User Value Reason
Dec-23-2020 15:40:29 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
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) 0} (6)

Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Done
(US & Canada) (b) (6)

‘ 5.d Not Done:

’ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Applicable
(US & Canada) (b) (6)

Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

’ 5dLNMT
’ Date L ocation User Value Reason
Jan-21-2021 13:01:36 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 2 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Dec/23/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Done
(US & Canada) (b) (6)
’ 5e
‘ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (), Sponsor-Defined Ident Not Applica
(US& Canada) (b) (6) ifier: ble
Test:: Not Done
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time (), Sponsor-Defined I dentifie Not Don
(US & Canada) (b) (6) r o
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 2 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Dec/23/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---

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

’ 5.e Sponsor ID:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4. Not Applicable
(US & Canada) (®) (6)

Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (b) (6)

‘ 5.e Test:

‘ Date L ocation User Value Reason
Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4, Not Done
(US & Canada) (b) (6)

‘ 5.e Result:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) 0} (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171036
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

Back to Form

| 5.e Result:
| Date L ocation User Value Reason
Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (0) (6)
| 5.e Not Done:
| Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (0) (6)
Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)
| 5.eLNMT
| Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Applicable
(US & Canada) (0) (6)
Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (b) (6)
E
‘ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (), Sponsor-Defined Ident Not Applica
(US & Canada) (b) (®) ifier: ble
Test:: Not Done
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6)
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Header Text: c4591001

Dec/23/2020

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

Subject No: 11171036

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visiton 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***

(US & Canada) Egg ). ®) | 5ons0r-Defined I dentifie Not Don
r: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
Page 679 of 832

FDA-CBER-2021-5683-0793798




090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171036
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

’ 5.f Sponsor 1D:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4. Not Applicable
(US & Canada) (®) (6)

Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (b) (6)

‘ 5.f Test:

‘ Date L ocation User Value Reason
Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Done
(US & Canada) (b) (6)

|51 Result:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) 0} (6)

Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Done
(US & Canada) (b) (6)

‘ 5.f Not Done:

’ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Applicable
(US & Canada) (b) (6)

Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

’ 5fLNMT
’ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(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 2 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Dec/23/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Done
(US & Canada) (b) (6)
’ 59
‘ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (), Sponsor-Defined Ident Not Applica
(US& Canada) (b) (6) ifier: ble
Test:: Not Done
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time (), Sponsor-Defined I dentifie Not Don
(US & Canada) (b) (6) r 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 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171036
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

’ 5.9 Sponsor |D:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4. Not Applicable
(US & Canada) (®) (6)

Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (b) (6)

‘ 5.9 Test:

‘ Date L ocation User Value Reason
Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Done
(US & Canada) (b) (6)

‘ 5.9 Result:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) 0} (6)

Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Done
(US & Canada) (b) (6)

‘ 5.g Not Done:

’ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Applicable
(US & Canada) (b) (6)

Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

’5gLNMT
’ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(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 2 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Dec/23/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Done
(US & Canada) (b) (6)
|5h
‘ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (), Sponsor-Defined Ident Not Applica
(US& Canada) (b) (6) ifier: ble
Test:: Not Done
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time (), Sponsor-Defined I dentifie Not Don
(US & Canada) (b) (6) r 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 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171036
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

’ 5.h Sponsor 1D:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4. Not Applicable
(US & Canada) (®) (6)

Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (b) (6)

‘ 5.h Test:

‘ Date L ocation User Value Reason
Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Done
(US & Canada) (b) (6)

|5h Result:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) 0} (6)

Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Done
(US & Canada) (b) (6)

‘ 5.h Not Done:

’ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Applicable
(US & Canada) (b) (6)

Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

’ 5.h LNMT
’ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(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 2 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Dec/23/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Done
(US & Canada) (b) (6)
5
‘ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (), Sponsor-Defined Ident Not Applica
(US& Canada) (b) (6) ifier: ble
Test:: Not Done
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time (), Sponsor-Defined I dentifie Not Don
(US & Canada) (b) (6) r 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 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171036
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

’ 5.i Sponsor ID:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4. Not Applicable
(US & Canada) (®) (6)

Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (b) (6)

‘ 5.0 Test:

‘ Date L ocation User Value Reason
Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Done
(US & Canada) (b) (6)

|5 Result

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) 0} (6)

Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Done
(US & Canada) (b) (6)

‘ 5.i Not Done:

’ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Applicable
(US & Canada) (b) (6)

Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

’5.i LNMT
’ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(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 2 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Dec/23/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Done
(US & Canada) (b) (6)
E
‘ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)’ Sponsor-Defined Ident Not Applica
(US& Canada) (b) (6) ifier: ble
Test:: Not Done
Result:: Not Applica
ble
Not Done:: Not Applica
ble
Lab Normal Range:  Not Applica
ble
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Dec/23/2020 Audit Trail History

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

SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---

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

Back to Form

| 5,
| Date L ocation User Value Reason
Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' Sponsor-Defined | dentifie Not Don
(US & Canada) (0) (6) r 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 2 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Dec/23/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---

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

’ 5.j Sponsor ID:

’ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6)

Dec-23-2020 15:40:29 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

| 5.) Test:

| Date L ocation User Value Reason
Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Done
(US & Canada) (b) (6)

|5Jmmm

| Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Not Applicable
(US & Canada) (0) (6)

Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (0) (6)

|5.j Not Done:

| Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (0) (6)

Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (QOF Not Done
(US & Canada) (0) (6)

’5.] LNMT

’ Date L ocation User Value Reason
Jan-21-2021 13:01:36 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Dec/23/2020

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

Subject No: 11171036

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

Dec-23-2020 15:40:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done

(US & Canada)

(b) (6)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Dec/23/2020

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

SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 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
Jan-21-2021 13:01:24 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Applicable
(US & Canada) (0} (6)

Dec-23-2020 15:40:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

[2a

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:24 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ;’ © Record Identifier:: Not Done
(US& Canada) Systolic:: Not Appli

cable
Diastolic:: Not Appli
cable
Respiratory Ratein respi Not Appli
rations/minute: cable
Heart Ratein beats'minu Not Appli
te: cable
Dec-23-2020 15:40:48 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Record | dentifier:: Not D
(US & Canada) (b) (6) one
Systalic:: Not D
one
Diastolic:: Not D
one
Respiratory Ratein respirat Not D
iongminute: one
Heart Ratein beatsminute: Not D
one

‘ 2.a Record | dentifier:

‘ Date L ocation User Value Reason
Dec-23-2020 15:40:48 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (0} (6)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 21-Aug-2020 02:50

Site No: 1117
Subject No: 11171036
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

’ 2.a Systalic:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4. Not Applicable
(US & Canada) (®) (6)

Dec-23-2020 15:40:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (b) (6)

‘ 2.aDiagtalic:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Applicable
(US & Canada) (b) (6)

Dec-23-2020 15:40:48 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (®) (6)

‘ 2.a Respiratory Rate in respirationgminute:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Applicable
(US & Canada) (b) (6)

Dec-23-2020 15:40:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (b) (6)

‘ 2.aHeart Rate in beats/minute:

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6)

Dec-23-2020 15:40:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) () (6)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History

Dec/23/2020

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

SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 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
Jan-21-2021 13:01:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Applicable
(US & Canada) (0} (6)

Dec-23-2020 15:41:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

B

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ;’ © Record Identifier:: Not Done
(US& Canada) Oxygen Saturation: Not Applicable
Dec-23-2020 15:41:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ; ©) Record Identifier:: Not Done
(US& Canada) Oxygen Saturation: Not Done

‘ 2.a Record I dentifier:

‘ Date L ocation User Value Reason
Dec-23-2020 15:41:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (b) (6)

‘ 2.a SPO2 Pulse Oximetry %

‘ Date L ocation User Value Reason
Jan-21-2021 13:01:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Applicable
(US & Canada) (b) (6)

Dec-23-2020 15:41:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) () (6)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 06-Jul-2020 21:52

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS - 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. Date Time of Assessment:

‘ Date L ocation User Value Reason
Jan-21-2021 13:00:57 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Applicable
(US & Canada) (0} (6)

Dec-23-2020 15:41:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

‘ 2. Arterial Blood Gases PaO2 (mmHg):

‘ Date L ocation User Value Reason
Jan-21-2021 13:00:57 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Applicable
(US & Canada) (b) (6)

Dec-23-2020 15:41:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (0} (6)

’ 3. FiO2 (Fraction of Inhaled Oxygen):

’ Date L ocation User Value Reason
Jan-21-2021 13:00:57 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4. Not Applicable
(US & Canada) (®) (6)

Dec-23-2020 15:41:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Done
(US & Canada) (b) (6)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF Audit

Dec/23/2020 Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen

SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---

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

Back to Form

‘ 1. What is the medication identifier?

‘ Date L ocation User Value Reason
Jan-21-2021 13:00:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Applicable
(US & Canada) (0} (6)

Dec-23-2020 15:41:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

‘ 2. Category:

‘ Date L ocation User Value Reason
Jan-21-2021 13:00:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Applicable
(US & Canada) (b) (6)

Dec-23-2020 15:41:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (0} (6)

’ 3. Concomitant Medications Pre-specified:

’ Date L ocation User Value Reason
Jan-21-2021 13:00:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) (®) (6)

Dec-23-2020 15:41:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done

(US & Canada) (b) (6)

4. Medication:

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

Date L ocation User Value Reason
Jan-21-2021 13:00:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Applicable
(US & Canad) () (6)
Dec-23-2020 15:41:43 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 2 - Unscheduled Visiton Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF Audit

090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Dec/23/2020 Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen

SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---

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

’ 5. Start Date:

‘ Date L ocation User Value Reason
Jan-21-2021 13:00:44 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4. Not Applicable
(US & Canada) (®) (6)

Dec-23-2020 15:41:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (b) (6)

‘ 6. Ongoing?

‘ Date L ocation User Value Reason
Jan-21-2021 13:00:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Applicable
(US & Canada) (b) (6)

Dec-23-2020 15:41:43 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (®) (6)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: IMAGING - eCRF Audit Trail History

Dec/23/2020

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen

SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171036 Subject Initials: ---

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

Back to Form

‘ 1. Date of Assessment:

‘ Date L ocation User Value Reason
Jan-21-2021 13:00:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Applicable
(US & Canada) (0} (6)

Dec-23-2020 15:41:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (b) (6)

‘ 2. Location of Assessment:

‘ Date L ocation User Value Reason
Jan-21-2021 13:00:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Not Applicable
(US & Canada) (b) (6)

Dec-23-2020 15:41:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Not Done
(US & Canada) (0} (6)

’ 3. Type of Imaging Exam:

’ Date L ocation User Value Reason
Jan-21-2021 13:00:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Applicable
(US & Canada) (®) (6)

Dec-23-2020 15:41:59 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
Jan-21-2021 13:00:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Applicable
(US & Canada) (®) (6)

Dec-23-2020 15:41:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Not Done
(US & Canada) (b) (6)
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit Trail

on Nov/05/2020

Form Version: 22-Apr-2020 21:04

Site No: 1117
Subject No: 11171036
Generated By: (b) (4)

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 L ocation ‘User |VaJue Reason
Feb-19-2021 01:39:22 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central Time (b) (6) query
(US & Canada)

Feb-18-2021 17:20:34 ACVOPFEINFP6000 |(b) (4), (b) |Query 1. Answered Changed data per

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

(US & Canada)

Feb-15-2021 23:05:45 ACVOPFEINFP6000 |(b) (4), (b) | Query 1: Opened DM: Erroneous visit

(UTC-06:00) Central Time (6) is marked. However,

(US & Canada) strike-off loglines
present on SAMP
TRK form. Kindly
undelete the loglines
and erase al dataand
then add form level
comment by selecting
Not Done or Not
Applicable option on
SAMP TRK form or
else clarify.

Feb-15-2021 12:47:49 ACVOPFEINFP6000 | auto query Query 1: Candidate Erroneous Visitis

(UTC-06:00) Central Time (autoquery) marked, but date of

(US & Canada) visit isentered. Please
either untick the
erroneous visit button
if visit occurred, or
mark any forms
containing data
within thisvisit as
Not Done/Not
Applicable at the
form level.

Nov-05-2020 18:11:58 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central Time (6) Nov/5/2020

(US & Canada)

‘ 2. Erroneous Visit
‘ Date ’ L ocation ‘ User | Value ’ Reason
Feb-15-2021 12:47:49 ACVOPFEINFP6000 Data Entry: Initial Entry

(UTC-06:00) Central Time

(b) (4), (b)
(6) ERRONEOUS VISIT
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Header Text: c4591001
Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit Trail

on Nov/05/2020 History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171036
Generated By: (b) (4)

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

‘ (US & Canada) | | % @ © | |

‘ 3. COVID-19 lliness Visit:

090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

‘ Date | L ocation | User | Value | Reason

Feb-15-2021 | ACVOPFEINFP6000 (b) (4), (b) Data Ent | Initial Entry

12:47:57 (6) ry:

(UTC-06:00) Not Appl

Central Time icable

Us&

Canada)

Feb-15-2021 ACVOPFEINFP6000 (b) (4), (b) Data Ent | Changed Information

12:47:40 (6) ry:

(UTC-06:00)

Central Time

Us&

Canada)

Jan-27-2021 ACVOPFEINFP6000 (b) (4), (b) Query 1: | Response satisfies query

08:10:15 (6) Closed

(UTC-06:00)

Central Time

Us&

Canada)

Jan-26-2021 ACVOPFEINFP6000 (b) (4), (b) Query 1: | ONGOING ILLNESS

09:23:44 (6) Answere | THAT REQUIRED TWO

(UTC-06:00) d CONVALESCENT

Central Time VISITS. SEE COVID

Us& ILL-SOD FORM FOR

Canada) DATES

Jan-21-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: | DMW6937400;COVID-19

23:42:09 (b) @) Opened | lllness Visit ID in this

(UTC-06:00) convalescent visit isthe

Central Time same as another

(Us& convalescent visit,

Canada) however date of visit are
different. Please review
and update as appropriate.

Nov-05-2020 | ACVOPFEINFP6000 (b) (4), (b) Data Ent | Initial Entry

18:11:58 (6) ry:

(UTC-06:00) COVID_

Central Time Al

Us&

Canada)

*** Confidential***
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit; POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

on Nov/05/2020

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171036
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. Data Origin

‘Date L ocation ‘User |VaJue Reason
Feb-18-2021 17:20:13 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Not Applicable
(US & Canada)

Feb-15-2021 12:49:59 ACVOPFEINFPE000 |autocalc |DataEntry: Changed Information
(UTC-06:00) Central Time (autocalc)

(US & Canada)

Nov-05-2020 18:12:09 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |SITE

(US & Canada)

‘ 2. Sample Type

‘Date L ocation ‘User |VaJue Reason
Feb-18-2021 17:20:13 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Not Applicable
(US & Canada)

Feb-15-2021 12:49:59 ACVOPFEINFPE000 |autocalc |DataEntry: Changed Information
(UTC-06:00) Central Time (autocalc)

(US & Canada)

Nov-05-2020 18:12:09 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SERUM

(US & Canada)

‘ 3. Sample Collected?

‘ Date L ocation User Value Reason
Feb-15-2021 ACVOPFEINFP6000 (b) (4), (b) Data Entry: |Initial Entry
12:50:09 (6) Not Applicab
(UTC-06:00) le
Central Time
(US & Canada)

Feb-15-2021 ACVOPFEINFP6000 (b) (4), (b) Data Entry: |Changed
12:49:59 (6) Information
(UTC-06:00)
Central Time
(US & Canada)
Feb-15-2021 ACVOPFEINFP6000 auto query Query 4: Clo | Close Auto Query
12:44:08 (autoquery) sed
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090177e196ae3dcc\Final\Final On: 01-Apr-2021 04:41 (GMT)

Site No: 1117

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
on Nov/05/2020

Form Version: 22-Apr-2020 21:03

Subject No: 11171036
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

(UTC-06:00)

Central Time

(US & Canada)

Feb-15-2021 ACVOPFEINFP6000 auto query Query 4: Op | 'Sample Collected?

12:43:55 (autoquery) ened ismarked as No and

(UTC-06:00) 'If no sample was

Central Time collected or sample

(US & Canada) was not collected
according to
protocol, please
providereason' is
missing. Please
review and update as
appropriate.

Feb-15-2021 ACVOPFEINFP6000 auto query Query 3: Del | Close Auto Query

12:43:55 (autoquery) eted

(UTC-06:00)

Central Time

(US & Canada)

Feb-15-2021 ACVOPFEINFP6000 (b) (4), (b) Data Entry: | Changed

12:43:55 (6) NO Information

(UTC-06:00)

Central Time

(US & Canada)

Feb-15-2021 ACVOPFEINFP6000 auto query Query 3: Can | 'Sample Collected?

12:43:41 (autoquery) didate is Yes, however no

(UTC-06:00) barcodes are entered.

Central Time Please review and

(US & Canada) correct as
appropriate.

Dec-08-2020 ACVOPFEINFP6000 (b) (4), (b) Query 2: Clo | Response satisfies

01:51:18 (6) sed query

(UTC-06:00)

Central Time

(US & Canada)

Dec-07-2020 ACVOPFEINFPG000 (b) (4), (b) Query 2: Ans | Original valueis

12:46:04 (6) wered correct

(UTC-06:00)

Central Time

(US & Canada)

Dec-06-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 2: Op | DMW6347785;Date

08:34:47 (b) (4) ened of Collection is not

(UTC-06:00) equal to Date of

Central Time Visit. Please clarify

(US & Canada) or correct.
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Nov-05-2020 ACVOPFEINFP6000 auto query Query 1: Del | Close Auto Query
18:12:19 (autoquery) eted
(UTC-06:00)
Central Time
(US & Canada)
Nov-05-2020 ACVOPFEINFP6000 auto query Query 1: Can | 'Sample Collected?
18:12:09 (autoquery) didate is Yes, however no
(UTC-06:00) barcodes are entered.
Central Time Please review and
(US & Canada) correct as
appropriate.
Nov-05-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: |Initial Entry
18:12:09 (6) YES
(UTC-06:00) Date of Cal
Central Time lection:
(US & Canada)
Nov/5/20
20

’ 4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

’ Date L ocation User Value Reason
Feb-18-2021 17:20:13 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Applicable
(US & Canada) (b) (6)
Feb-15-2021 12:50:25 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time (@),
(US & Canada) (b) (6)
Feb-15-2021 12:44:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, VISIT NOT REQUIRED
(US & Canada) (b) (6)

’ 5a

’ Date L ocation User Value Reason
Feb-18-2021 17:19:08 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time ), Sample | D:
(US & Canada) (®) (6)
Feb-18-2021 17:18:09 ACVOPFEINFP6000 |(b) Data Entry: Changed Information

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

(4),
(b) (6)

Sample ID: BRSRSY

Feb-15-2021 12:42:51
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000

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

Data Entry:
Sample | D: BRSRS