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Header Text: ¢4591001

Visit: COHORT_SELECTION
Form Version: 30-Jul-2020 21:29
Site No: 1117

Subject No: 11171086
Generated By: (b) (4)

Form: COHORT SELECTION

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

Subject Initials: ---

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

eCRF Audit Trail History

Cohort Selection

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

*** Confidential***

1. | Select appropriate response - 24 JUL 2020
Protocol version
2. | Select appropriate response - What | STAGE 3 COHORTS
cohort does the subject belong to?
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Header Text: c4591001

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

Subject No: 11171086

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
Sep/3/2020
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Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55
Site No: 1117

Subject No: 11171086
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 [11171086]
2. | Birth Date: (b) (6)/1947
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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Visit: V1_DAY1 VAX1_L

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

Subject No: 11171086

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/3/2020
2. | Erroneous Visit
Page 4 of 501
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Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---

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

Form Comments

Inclusion Criteria Not M et

1 || Descri ption of Inclusion Criterion | Not Applicable

Not Met

Exclusion Criteria Met

2. || Descri ption of Exclusion Not Applicable

Criterion Met

Page 5 of 501
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Visit: V1_DAY1 VAX1 L

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

Subject No: 11171086

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 Sep/3/2020
Completion/Discontinuation/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
Page 6 of 501
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
eCRF Audit Trail History
Medical History Details
1a |/ Line/MH Number: [1]
Disease/Syndrome/Surgery [AORTIC ANEURY SM]
/Non-Drug Allergies/Drug
Allergies:
Start Date; Dec/UNK/2017
Ongoing: NO
End Date:
Dec/19/2017
1b |/ Line/MH Number: 2]
Disease/Syndrome/Surgery [CHRONIC OBSTRUCTIVE PULMONARY DISEASE]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Dec/UNK/2018
Ongoing: YES
1c |/ Line/MH Number: [3]
Disease/Syndrome/Surgery [CORONARY ARTERY BYPASS GRAFTING]
/Non-Drug Allergies/Drug
Allergies:
Start Date; Dec/19/2017
Ongoing: NO
End Date:
Dec/19/2017
1d || Line/MH Number: [4]
Disease/Syndrome/Surgery [CORONARY ARTERY DISEASE]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2017
Ongoing: YES
Page 7 of 501
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Site No: 1117

Subject No: 11171086

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY

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

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

1e |/ Line/MH Number: 5]
Disease/Syndrome/Surgery [IMPLANTABLE CARDIOVERTER DEFIBRILLATOR INSERTION]
/Non-Drug Allergies/Drug
Allergies:

Start Date; Dec/UNK/2018
Ongoing: NO
End Date:
Dec/UNK/2018

|| LingMH Number: 6]
Disease/Syndrome/Surgery [MY-OCARDIALINEARCTION]
/Non-Drug Allergies/Drug
Allergies:

Start Date; BeclUMNK/2018
Ongoing: NO
End Date:
Dec/UNK/2018

19 || LineMH Number: [7]
Disease/Syndrome/Surgery [CIGARETTE SMOKER]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/1960
Ongoing: YES
1h

Line/MH Number:

(8]

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

[HIGH CHOLESTEROL]

Start Date: UNK/UNK/2018
Ongoing: YES
Page 8 of 501

*** Confidential***

FDA-CBER-2021-5683-0794604




090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
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Form Version: 22-Apr-2020 21:03
Site No: 1117

Subject No: 11171086

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY

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

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

Li Line/MH Number:

[9]

Disease/Syndrome/Surgery [CRACK COCAINE USE]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2016
Ongoing: NO
End Date:
Dec/UNK/2019
L || Line/MH Number: [10]

Disease/Syndrome/Surgery [MARIJUANA USE]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1968
Ongoing: NO
End Date:
Dec/UNK/2018
1k || Line/MH Number: [11]
Disease/Syndrome/Surgery [CHOLECYSTECTOMY]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2016
Ongoing: NO
End Date:
UNK/UNK/2016
L1 ] Line/MH Number: [12]

*** Confidential***

Disease/Syndrome/Surgery [CHOLELITHIASIS]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2016
Ongoing: NO
End Date:
UNK/UNK/2016
Page 9 of 501
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Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified

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

1m || Line/MH Number: [13]
Disease/Syndrome/Surgery [BASAL CELL CARCINOMA FOREHEAD]
/Non-Drug Allergies/Drug
Allergies:

Start Date; Jul/13/2020
Ongoing: NO
End Date:
Jul/13/2020

1n |/ Line/MH Number: [14]
Disease/Syndrome/Surgery [BASAL CELL CARCINOMA FOREHEAD REMOVAL]
/Non-Drug Allergies/Drug
Allergies:

Start Date; Jul/13/2020
Ongoing: NO
End Date:
Jul/13/2020

Lo || Line/MH Number: [15]
Disease/Syndrome/Surgery [BILATERAL VISION IMPAIRMENT]
/Non-Drug Allergies/Drug
Allergies:

Start Date; UNK/UNK/2010
Ongoing: YES

1P || Line/MH Number: [16]
Disease/Syndrome/Surgery [HEPATITISC]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/1987
Ongoing: NO
End Date:
UNK/UNK/2017
Page 10 of 501
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Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
19 || Line/MH Number: [17]
Disease/Syndrome/Surgery [DILAUDID ALLERGY]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2010
Ongoing: YES
1r || Line/MH Number: [18]
Disease/Syndrome/Surgery [POST TRAUMATIC STRESS SYNDROME]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2012
Ongoing: YES
S || Line/MH Number: [29]
Disease/Syndrome/Surgery [HARVONITREATMENT]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNICINIK/2016
Ongoing: NO
End Date:
UNK/JNK/2016
| Line/MH Number: [
Disease/Syndrome/Surgery [1
/Non-Drug Allergies/Drug
Allergies:
Start Date; 1
Ongoing:
LU |/ Line/MH Number: [21]
Disease/Syndrome/Surgery [PERIPHERAL OPACITY OF CORNEA]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2018
Ongoing: YES
Page 11 of 501
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Form: GENERAL MEDICAL HISTORY

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

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

v 1l LineMH Number:

(22]

Disease/Syndrome/Surgery [IMPAIRED GLUCOSE TOLERANCE]
/Non-Drug Allergies/Drug
Allergies:
Start Date; UNK/UNK/2017
Ongoing: YES
Iw || Line/MH Number: [23]

Disease/Syndrome/Surgery [PULMONARY HYPERTENSION]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2010
Ongoing: YES
1x 1/ Line/MH Number: [24]
Disease/Syndrome/Surgery [BENIGN PROSTATE HYPERPLASIA]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2018
Ongoing: YES
1Y || Line/MH Number: [25]

Disease/Syndrome/Surgery [EPITHELIAL BASEMENT MEMBRANE DY STROPHY ]
/Non-Drug Allergies/Drug
Allergies:
Start Date; UNK/UNK/2018
Ongoing: YES
1z |/ Line/MH Number: [26]

Disease/Syndrome/Surgery [CONGESTIVE HEART FAILURE]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2017
Ongoing: YES
Page 12 of 501
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Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Laa ||| ine/MH Number: [27]
Disease/Syndrome/Surgery [CAROTID SUBCLAVIAN TRANSPOSITION, LEFT]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Dec/18/2017
Ongoing: NO
End Date:
Dec/18/2017
1ab ||| ing/MH Number: [28]
Disease/Syndrome/Surgery [AORTIC ARCH RECONSTRUCTION]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Dec/19/2017
Ongoing: NO
End Date:
Dec/19/2017
12 || Line/MH Number: [29]
Disease/Syndrome/Surgery [HEADACHES]
/Non-Drug Allergies/Drug
Allergies:
Start Date; Feb/UNK/2020
Ongoing: YES
Lad ||| ing/MH Number: [30]
Disease/Syndrome/Surgery [HERNIA, INGUINAL, RIGHT]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2016
Ongoing: NO
End Date:
UNK/UNK/2016
Page 13 of 501
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Form: GENERAL MEDICAL HISTORY
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research

Subject Initials: -

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

1.2 || Line/MH Number: [31]
Disease/Syndrome/Surgery [HERNIA REPAIR, INGUINAL, RIGHT]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/2016
Ongoing: NO
End Date:
UNK/UNK/2016

Laf || | ingMH Number: [32]
Disease/Syndrome/Surgery [HOARSE VOICE]
/Non-Drug Allergies/Drug
Allergies:

Start Date: Dec/20/2017
Ongoing: YES

1ag || Line/MH Number: [33]
Disease/Syndrome/Surgery [INSOMNIA]
/Non-Drug Allergies/Drug
Allergies:

Start Date; UNK/UNK/2019
Ongoing: YES

1ah ||| ine/MH Number: [34]
Disease/Syndrome/Surgery [DYSPHAGIA]
/Non-Drug Allergies/Drug
Allergies:

Start Date: Dec/20/2017
Ongoing: YES
Page 14 of 501
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Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
L& || Line/MH Number: [35]
Disease/Syndrome/Surgery [PNEUMONIA]
/Non-Drug Allergies/Drug
Allergies:
Start Date; Mar/28/2019
Ongoing: NO
End Date:
Apr/UNK/2019
18 || Line/MH Number: [36]
Disease/Syndrome/Surgery [ACUTE HEART FAILURE]
/Non-Drug Allergies/Drug
Allergies:
Start Date; Mar/28/2019
Ongoing: NO
End Date:
Apr/UNK/2019
18 || Line/MH Number: [37]
Disease/Syndrome/Surgery [DIVERTICULOSIS]
/Non-Drug Allergies/Drug
Allergies:
Start Date; Feb/UNK/2016
Ongoing: YES
148 |/ Line/MH Number: [38]
Disease/Syndrome/Surgery [HEMORRHOIDS, INTERNAL]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Feb/UNK/2016
Ongoing: YES
Page 15 of 501
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Form: GENERAL MEDICAL HISTORY

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

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

Lam ||| ineMH Number:

[39]

Disease/Syndrome/Surgery [FRACTURE, ORBITAL, LEFT]
/Non-Drug Allergies/Drug
Allergies:
Start Date; Mar/UNK/2018
Ongoing: NO
End Date:
Jun/UNK/2018
Page 16 of 501
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Site No: 1117

Subject No: 11171086

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

*** Confidential***

Vital Signs
1. |Date Sep/3/2020
2. | Weight: [117.8]
3. [ Unit: LB
4. | Height: [65.2]
5. | Unit: in
6. | Body Mass Index: [19.5]
Vital Signs Details
7a|| Record Identifier: 1
Temperature: [97.7]
Unit: F
Temperature L ocation: ORAL CAVITY
Page 17 of 501
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Visit: V1_DAY1 VAX1 L

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

Subject No: 11171086

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

Disposition
1. | Randomization Date : Sep/3/2020
2. | Randomization Number: [244989]
3. | Randomization Group: [
Page 18 of 501
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Visit: V1_DAY1 VAX1 L

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

Subject No: 11171086

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

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Sep/3/2020
4. | If no sample was collected or []
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aiquot.
Sa|| sample D [BM8YCB]
5b | sample D [BM8YCC]
5C || sample D [BM8YCV]
5d || sampleID [BPRV15]
5€ || sampleID [BPRV16]
Page 19 of 501
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Visit: V1_DAY1 VAX1 L

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

Subject No: 11171086

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/3/2020
4. | If no sample was collected or [
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aiquot.
5a|| sample 1D [BPS8P]
Page 20 of 501
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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/3/2020 14:13
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [
9. | Unit:
10. | Timeframe Subject Was Observed | THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at YES

least the protocol specified

observation period after

investigational product

administration?
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Site No: 1117

Subject No: 11171086
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
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Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

*** Confidential***

Date of Visit

1. | Dateof Visit Sep/22/2020

2. | Erroneous Visit Comments
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Visit: V2 VAX2 L

Form Version: 15-Sep-2020 21:54
Site No: 1117

Subject No: 11171086

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

Vital Signs
1. | Date: Sep/22/2020
Vital Signs Details
2:a|| Record Identifier: 1
Temperature; [97.9]
Unit: F
Temperature L ocation: ORAL CAVITY
Page 24 of 501
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 11171086

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:
Sep/22/2020
4. | If no sample was collected or [ Comments
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aiquot.
Sa|| sampleID [BM8YMP]
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FDA-CBER-2021-5683-0794621




090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 11171086

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: Sep/22/2020 11:40
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [
9. | Unit:
10. | Timeframe Subject Was Observed | THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at YES

least the protocol specified

observation period after

investigational product

administration?
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Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:02
SiteNo: 1117

Subject No: 11171086

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

*** Confidential***

Date of Visit
1. | Dateof Visit Oct/21/2020
2. | Erroneous Visit
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Header Text: c4591001

Visit: V3 MONTH1_POSTVAX2_ L
Form Version: 22-Apr-2020 21:03
Site No: 1117

Subject No: 11171086

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/21/2020
4. | If no sample was collected or [
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aiquot.
Sa|| sample D [BRSRPN]
5.b
Sample ID [BRSRPP]
5C || sample D [BPSSWT]
5d || sampleID [BP58WV]
5€ || sampleID [BPSSWW]
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Header Text: c4591001

Visit: V4_MONTH6_L

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

Subject No: 11171086

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

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

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

Date of Visit

1

Date of Visit

1

2.

Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: V4 MONTHS6_L

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

Subject No: 11171086

Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

If no sample was collected or

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

Aliquot

Please enter barcode for each aiquot.

5 Sample ID

[]
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Header Text: c4591001

Visit: V5_MONTH12_L

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

Subject No: 11171086

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

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

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

Date of Visit

1

Date of Visit

1

2.

Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: V5 MONTH12 L

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

Subject No: 11171086

Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

If no sample was collected or

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

Aliquot

Please enter barcode for each aiquot.

5 Sample ID

[]
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Header Text: c4591001

Visit: V6_MONTH24_L

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

Subject No: 11171086

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

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

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

Date of Visit

1

Date of Visit

1

2.

Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: V6_MONTH24 L

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

Subject No: 11171086

Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

If no sample was collected or

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

Aliquot

Please enter barcode for each aiquot.

5 Sample ID

[]
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET

on Sep/14/2020

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Sep/14/2020

2. | Erroneous Visit

COVID-19 |lIness Visit

3. | COVID-19 Illlness Visit: COVID_A
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Header Text: c4591001

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

on Sep/14/2020

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

Subject No: 11171086

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

Signsand Symptoms

1. | Date of Assessment: Not Done Comments
1
2. | Date of First Symptom Started: Not Done Comments
1
3. | Symptoms Ongoing? Not Done Comments
Symptoms
4a|| symptoms: FEVER
Was symptom present? Not Done Comments
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? Not Done Comments
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? Not Done Comments
4d || symptoms: CHILLS
Was symptom present? Not Done Comments
4.e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? Not Done Comments
4f || symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? Not Done Comments
Page 36 of 501
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19
on Sep/14/2020

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

Subject No: 11171086
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

*** Confidential***

49 Symptoms: NEW OR INCREASED SORE THROAT

Was symptom present? Not Done Comments
4h1| symptoms: DIARRHEA

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

Was symptom present? Not Done Comments
Symptoms - Other

Symptoms - Other Text: Not Done

[]
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Header Text: c4591001

Visit: POT_COVID ILL 1

Form Version: 06-Jul-2020 21:54
Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN

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

4 Date qf Collect | Specimen Ty | Specimen Cpllectlon Loc | Assay Codgand Descri | Device Ty Form Instance
ion pe ation ption pe
1. | Not Done Not Done Not Done Not Done Not Done Repesating
Pages
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: MICROBIOLOGY SPECIMEN
on Sep/14/2020

Form Version: 06-Jul-2020 21:54
Site No: 1117

Subject No: 11171086
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

Micr obiology Specimen

*** Confidential***

1. | Actua Date of Collection: Not Done Comments
I
2. | Specimen Type: Not Done Comments
3. | Specimen Collection Location: Not Done Comments
4. | Assay Code and Description: Not Done Comments
5. | Device Type: Not Done Comments
6. | Trade Name: Not Done Comments
7. | Test Result: Not Done Comments
8. | Comments/Findings/Details: Not Done Comments
[]
9. | Trade Name Other, Specify: Not Done Comments
[]
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Header Text: ¢4591001

Visit: POT_COVID _ILL 1- Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
on Sep/14/2020

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

Subject No: 11171086

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

1. | DataOrigin SITE Comments
2. | Sample Type NASAL_SWAB_SELF Comments
3. | Sample Collected? YES Comments
Date of Collection:
Sep/14/2020
4. | If no sample was collected or [SELF SWAB TAKEN WITHOUT ILLNESS] Comments
sample was not collected according
to protocal, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample ID [CV19066]
5b Sample ID Not Applicable Comments
[]
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Header Text: ¢4591001

on Sep/14/2020

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

Subject No: 11171086

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

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

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

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

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

on Sep/14/2020

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

Subject No: 11171086

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 Done Comments
Lb || physician or Healthcare EMERGENCY ROOM

Professional:

Occurrence of Visits or Contacts; | Not Done Comments
lc Physician or Healthcare PRIMARY CARE PHYSICIAN

Professional:

Occurrence of Visits or Contacts; | Not Done Comments
Ld || prysician or Hedlthcare URGENT CARE

Professional:

Occurrence of Visits or Contacts. | Not Done Comments
le Physician or Healthcare TELEPHONE CONSULTATION

Professional:

Occurrence of Visitsor Contacts: | Not Done Comments
1f Physician or Healthcare OTHER

Professional:

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

[]
Health Care Utilization
Page 42 of 501
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Header Text: ¢4591001

on Sep/14/2020

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

Subject No: 11171086

Generated By: (b) (4)

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

Form Status. Data Complete, Frozen

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

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

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

Not Done

Comments

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID ILL 1

Form Version: 06-Jul-2020 21:53
Site No: 1117

Subject No: 11171086
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Treatment Identifie | Con Non-Drug Treatments Pre-specifi | Treatmen | Treatmen | Start Dat
# Form Instance
r ed t t e
1. | Not Done Not Done Not Done | Not Done | Not Done | Repeating Pages
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Header Text: ¢4591001

on Sep/14/2020

Form Version: 06-Jul-2020 21:53
Site No: 1117

Subject No: 11171086
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT

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 I dentifier? 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
1l

6. | Ongoing? Not Done Comments
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS

on Sep/14/2020

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

Subject No: 11171086
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

IlIness Details
1. | Category of Clinical Event: Not Applicable Comments
2. | Was adiagnosis obtained for Not Applicable Comments
Potential COVID-19 IlIness?
3. | Toxicity Grade: Not Applicable Comments
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Header Text: c4591001
Visit: POT_COVID ILL 1
Form Version: 17-Jul-2020 21:55
Site No: 1117

Subject No: 11171086
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***

4 Category of Clinical Event | Subcategory of Clinical Eve | Diagnosis Obtaine | Toxicity Grad Form I nstance
: nt d e
1. | Not Done Not Done Not Done Not Done Repeating Pages
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: ILLNESS DETAILS - SEVERE
on Sep/14/2020

Form Version: 17-Jul-2020 21:55
Site No: 1117

Subject No: 11171086
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

[lIness 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
Site No: 1117

Subject No: 11171086

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***

4 Category for La | Vendor N Collectl-on Specimen L ab Result Form Instanc
b Test ame Date: Type e
1. | Not Done Not Done | Not Done Not Done Sponsor -Defined | Repeating
s 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
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
on Sep/14/2020

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

Lab Chemistry Details

090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

1. | Lab Pand: Not Done Comments
2. | Laboratory Name and Address Not Done Comments
[]
3. | Collection Date: Not Done Comments
1/
4. | Specimen Type: Not Done Comments
Lab Result
52| | sponsor 1D: 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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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
on Sep/14/2020
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5b Sponsor ID: Not Done Comments
[]
Test: Alanine Aminotransferase PX30
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
5.c Sponsor 1D: Not Done Comments
[]
Test: Aspartate Aminotransferase PX28
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
on Sep/14/2020

090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5d Sponsor ID: Not Done Comments
[]
Test: Alkaline Phosphatase PX35
Result: 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
[]
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 Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
on Sep/14/2020
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
S5f Sponsor ID: Not Done Comments
[]
Test: Blood Urea Nitrogen_PX47
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
5.9 || sponsor ID: Not Done Comments
[]
Test: Creatinine_PX48
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: ¢4591001

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

SiteNo: 1117
Subject No: 11171086
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

4 Category for | Vendor Name (D | Collection | Specimen L ab Result Form Instanc
Lab Test ERIVED) Date: Type e
1. | Not Done Not Done Not Done | Not Done Sponsor -Defined Result Repeating
| dentifier
Not Done Not D |Not D
one one
Not Done Not D |Not D
one one
Not Done Not D |Not D
one one
Not Done Not D |Not D
one one
Not Done Not D |Not D
one one
Not Done Not D |Not D
one one
Not Done Not D |Not D
one one
Not Done Not D |Not D
one one
Not Done Not D |Not D
one one
Not Done Not D |Not D
one one
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Sep/14/2020
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Form Comments
eCRF Audit Trail History
Laboratory Data Hematology
1. | Lab Pandl: Not Done Comments
2. | Laboratory Name and Address Not Done Comments
[]
3. | Collection Date: Not Done Comments
1
4. | Specimen Type: Not Done Comments
Lab Result
52| | sponsor 1D: 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: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematol ogy

on Sep/14/2020

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

Subject No: 11171086

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

5b Sponsor ID: Not Done Comments

[]

Test: Hematocrit PX2

Result: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[]
High
[]
Unit

5 || sponsor 1D: Not Done Comments

[]

Test: Erythrocytes PX3

Resullt: 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 Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Sep/14/2020
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5d Sponsor ID: Not Done Comments
[]
Test: Platelets PX5
Result: 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
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
Page 57 of 501

*** Confidential***

FDA-CBER-2021-5683-0794653




Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Sep/14/2020

090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
S5f Sponsor ID: Not Done Comments
[]
Test: Neutrophils PX608
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
5.9 || sponsor ID: Not Done Comments
[]
Test: Eosinophils_PX609
Result: Not Done Comments
[]
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 Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Sep/14/2020
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5h Sponsor ID: Not Done Comments
[]
Test: Monocytes PX612
Result: 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
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171086
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

5,

Sponsor ID: Not Done Comments
[]
Test: Lymphocytes PX611
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: ¢4591001

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 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. | Not Done Record I dentifier: systalic: Diastolic: Repeating Pages
Not Done Not Done Not Done
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Header Text: ¢4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: VITAL SIGNS- COVID

on Sep/14/2020

Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---

Generated By: (b) (4) 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

090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

2.2 || Record Identifier: Not Done

1

Systalic: Not Done Comments
[]

Diastolic: Not Done Comments
[]

Respiratory Ratein Not Done Comments

respirations/minute;
[]

Heart Rate in beats/minute: Not Done Comments
[]
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Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 21-Aug-2020 02:51
Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

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

*** Confidential***

# Date: Vital Signs Details Form Instance
1. |NotDone Record | dentifier: Oxygen Saturation Repeating Pages
Not Done Not Done
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR
on Sep/14/2020

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---

Generated By: (b) (4) 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

090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

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
Site No: 1117

Subject No: 11171086
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

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

*** Confidential***

# | Date Time of Assessment | Arterial Blood Gases PaO2 | FiO2 (Fraction of Inhaled Oxygen) | Form Instance
1. | Not Done Not Done Not Done Repeating Pages
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Header Text: ¢4591001

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

on Sep/14/2020

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

Subject No: 11171086
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
/

2. | Arterial Blood Gases PaO2 Not Done Comments

(mmHg):

[]

3. | FHO2 (Fraction of Inhaled Oxygen): | Not Done Comments
[]
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Header Text: ¢4591001

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Visit: POT_COVID ILL 1
Form Version: 06-Jul-2020 21:55

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

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

*** Confidential***

4 Sponsor-Defined Id | Category for Med | Concomitant Medications P | Name of Medi | Start D | Form Instanc
entifier ication re-specified cation ate e
1. | Not Done Not Done Not Done Not Done Not Do Repeating
ne Peges
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 06-Jul-2020 21:55
Site No: 1117

Subject No: 11171086
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

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 genericdrug | []
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).
5. | Start Date: Not Done Comments
1
6. | Ongoing? Not Done Comments
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Header Text: c4591001
Visit: POT_COVID ILL 1
Form Version: 06-Jul-2020 21:53
Site No: 1117

Subject No: 11171086
Generated By: (b) (4)

Form: IMAGING

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

*** Confidential***

# | Dateof Assessment | Location of Assessment | Imaging Method | Overall Assessment Form Instance
1. | Not Done Not Done Not Done Not Done Repeating Pages
Page 69 of 501

FDA-CBER-2021-5683-0794665




090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING
on Sep/14/2020

Form Version: 06-Jul-2020 21:53

Site No: 1117
Subject No: 11171086
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
/!
2. | Location of Assessment: Not Done Comments
3. | Type of Imaging Exam: Not Done Comments
4. | Assessment: Not Done Comments
Page 70 of 501

*** Confidential***

FDA-CBER-2021-5683-0794666




090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

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

Subject No: 11171086

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status: Not Started

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

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

Date of Visit

1

Date of Visit

1

2.

Erroneous Visit

COVID-19llIness Visit

3.

COVID-19 IlIness Visit:

*** Confidential***
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Header Text: ¢4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

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

Subject No: 11171086

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Status: Not Started

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

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

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

If no sample was collected or

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

Aliquot

Please enter barcode for each aiquot.

5 Sample ID

[]
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Header Text: c4591001

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

Subject No: 11171086

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

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

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

Date of Visit

1. | Date of Visit 1l

2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

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

Site No: 1117

Subject No: 11171086

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

Page 74 of 501

*** Confidential***
FDA-CBER-2021-5683-0794670




090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

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

Subject No: 11171086

Generated By: (b) (4)

Form: DISPOSITION - TREATMENT

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

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

eCRF Audit Trail History

Disposition - Treatment

*** Confidential***

1. | Date of Oct/21/2020
Completion/Discontinuation/Death
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: []
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Header Text: c4591001

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

Subject No: 11171086

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
Compl etion/Discontinuation/Death

1

Phase of Disposition:

Status:

Specify Status:
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

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

Subject No: 11171086
Generated By: (b) (4)

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

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

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

Date of Visit

1. | Date of Visit I

2. | Erroneous Visit

COVID-19 Repeat Swab

3. | COVID-19 Repeat Swab:
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Header Text: ¢4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

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

Subject No: 11171086

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Status: Not Started

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

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

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aiquot.

5 | sampleID [
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Header Text: c4591001
Visit: Logs

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

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

*** Confidential***

4 Category AE !dentl Adverse Event Start Date IstheAdverse_ Event Still | Form Instanc
fier Ongoing e
1. |ADVERSEEV |1 EXACERBATION O | Feb/14/2021 UNK | YES Repeating
ENT F COPD :UNK Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11171086

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

Adverse Event Report

1. | Category: ADVERSE EVENT

2. |AEID: [1]

3. | Adverse Event: [EXACERBATION OF COPD]
(If possible specify diagnosis, not
individual symptoms)

4. | Start Date Time: Feb/14/2021 UNK:UNK

5. | Isthe adverse event still ongoing? | YES

6. | Toxicity Grade: 3

7. | Isthe adverse event serious? YES

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 serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant disability/incapacity?
NO

Isthis serious event life threatening?
NO

Other medically important serious event

NO
8. | Isthisadverse event theresult of a | NO
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.
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*** Confidential***

Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status. Data Complete
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
9. | Isthisevent related to study NOT RELATED

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

OTHER
If Other, specify:
[MEDICAL HISTORY OF COPD]

10. | Latest Action Taken with Study NOT APPLICABLE

Treatment:
11. | Was a Concomitant Medication YES

given?
12. | Was aNon-Drug Treatment given? | NO
13. | What was the outcome of this RECOVERING/RESOLVING

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

subject to be discontinued from the

study?
15. | Serious Adverse Event Number: [2021178960]

For Pfizer Use Only
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Header Text: c4591001

Visit: Logs

Form Version: 17-Jul-2020 21:54
Site No: 1117

Subject No: 11171086
Generated By: (b) (4)

Form: MEDICATION ERROR

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

Catego | Medication Er | Start Da | Isthemedication error Still O | Study Medication Errors
# . . Form Instance
ry ror te ngoing Action
1 Repeating
Pages
Page 82 of 501
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
Site No: 1117

Subject No: 11171086
Generated By: (b) (4)

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:

1

Isthe 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

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

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

Subject No: 11171086

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

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

4 Sponsor-Define | Category for | Concomitant Medicatio | Name of Me Start Date Form Instan
d Identifier Medication ns Pre-specified dication ce
1.DELETED |1 VACCINATIO |[NO Harvoni Trea | UNK/UN Repeating
NS tment K/2020 Pages
2 2 VACCINATIO |[NO FLU VACCI | Oct/14/20 Repeating
NS NE 20 Pages
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Header Text: c4591001
Visit: Logs - Unscheduled

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

Subject No: 11171086

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

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

Concomitant Medications

1

What is the medication identifier?

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic 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:

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

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

Subject No: 11171086

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

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

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Concomitant M edications

1

What is the medication identifier?

(2]

2.

Category:

VACCINATIONS

Concomitant Medications
Pre-specified:

NO

Medication:

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

[FLU VACCINE]

Date:

Oct/14/2020
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Header Text: c4591001
Visit: Logs

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

Subject No: 11171086
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

*** Confidential***

4 Sponsor-Defined | | Category for Me | Concomitant Medications | Name of Medi | Dose Descri | Form Instanc
dentifier dication Pre-specified cation ption e
1 Repeating
Pages
Page 87 of 501
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11171086

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Status: Not Started

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Back to Form

Concomitant M edications

1

What is the medication identifier?

[]

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

[]

Dose:

[]

Dose Unit:

Dose Frequency:

Route:

©|©o | N|o |0

Start Date:

1

. | Ongoing?
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Header Text: c4591001
Visit: Logs
Form Version: 22-Apr-2020 21:02
Site No: 1117

Subject No: 11171086

Generated By: (b) (4)

Form: RADIATION TREATMENT

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

*** Confidential***

Categor | Treatment Identifie | Con Non-Drug Treatments Pre-specifi | Treatmen | Start Dat
# Form Instance
y r ed t e
1 Repeating Pages
Page 89 of 501
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11171086

Generated By: (b) (4)

Form: RADIATION TREATMENT
Form Status: Not Started

Site Name: (1117) Sundance Clinical Research

Subject Initials: -

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

Back to Form

Radiation Treatment

1

Category:

2.

What is the treatment Identifier?

Concomitant Non-drug Treatment
Pre-specified:

Treatment:

[]

Start Date:

)

Ongoing?
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Header Text: c4591001

Visit: Logs

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

Subject No: 11171086

Generated By: (b) (4)

Form: TRANSFUSIONS

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

# Transfusion Type

Date of Transfusion

Form Instance

Repeating Pages

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11171086

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:

/)
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Header Text: c4591001

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

SiteNo: 1117

Subject No: 11171086

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

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

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

Date of Visit

1. | Date of Visit 1l

2. | Erroneous Visit
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Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled

Form Version: 20-Feb-2021 02:16

SiteNo: 1117
Subject No: 11171086
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:

"

Vital Signs Details

2.

Record Identifier:

Temperature:

Unit:

Temperature L ocation:
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Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Dec-2020 02:26
Site No: 1117

Subject No: 11171086

Generated By: (b) (4)

Form: VACCINATION

Form Status: Not Started

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

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

Vaccination

1

Was there atemporary delay of
vaccination?

Treatment Name

[]

Formulation:

Dose Date Time:

I

Anatomical Location:

Body Side:

Route:

Actua Dose:

[]

|l | NGOl k~w|N

Unit:

=
o

Timeframe Subject Was Observed

[
[N

. | Was the subject observed for at

least the protocol specified
observation period after
investigational product
administration?

*** Confidential***
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Header Text: ¢4591001

Visit: Unplanned Vaccination - Unscheduled

Form Version: 10-Oct-2020 15:57

SiteNo: 1117
Subject No: 11171086
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?

Comments.

[]
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SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Header Text: ¢4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Oct-2020 16:01

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

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

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]

*** Confidential***
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Header Text: c4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

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

Subject No: 11171086

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

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

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

Date of Visit

1

Date of Visit

1

2.

Erroneous Visit

Page 98 of 501

*** Confidential***
FDA-CBER-2021-5683-0794694




090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form Version: 14-Jan-2021 02:29
Site No: 1117

Subject No: 11171086
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:

*** Confidential***
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Header Text: ¢4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

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

Subject No: 11171086

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Status: Not Started

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

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

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

If no sample was collected or

to protocol, please provide reason:

sample was not collected according

Aliquot

Please enter barcode for each aiquot.

5 Sample ID

[]
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Header Text: ¢4591001

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

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171086 Subject Initials: ---

Generated By: (b) (4) 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 aiquot.

5 | sampleID [
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

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

Subject No: 11171086

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

Date of Visit

Jan/12/2021

2.

Erroneous Visit
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Header Text: ¢4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1117

Subject No: 11171086

Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION

Form Status: Data Complete, Frozen

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

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

eCRF Audit Trail History

Further Vaccination Confirmation

1

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

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

*** Confidential***
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Header Text: c4591001

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

Subject No: 11171086

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/12/2021

2.

Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION

Page 104 of 501
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Header Text: c4591001

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

Subject No: 11171086

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:

"

*** Confidential***
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Header Text: c4591001

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

Subject No: 11171086

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:
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Header Text: c4591001

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

Subject No: 11171086

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/21/2020

*** Confidential***
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Header Text: c4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

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
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Header Text: c4591001

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

Subject No: 11171086

Generated By: (b) (4)

Visit: Investigator Signature - Unscheduled 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 12:12:40 (UTC-06:00) Central BOOK Signed
Time (US & Canada)
Affidavit:

By my dated signature below, I, (b) (6) , verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

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

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

*** Confidential***
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Header Text: ¢4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:29
Site No: 1117

Subject No: 11171086
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - 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
Form | Sep-04-2020 19:46:01 (UTC-06:00) Central (b) (4), Not Applicable
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 11171086

Generated By: (b) (4)

Form: DATE OF VISIT - 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

2 Nov-12-2020 20:27:16 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

2 Sep-25-2020 14:33:24 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: ¢4591001
Visit: V2 VAX2 L

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

Subject No: 11171086

Generated By: (b) (4)

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 Oct-05-2020 15:29:20 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

4 Sep-29-2020 16:46:54 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/14/2020

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

Subject No: 11171086

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

Form | Nov-16-2020 16:19:21 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

Form | Oct-27-2020 19:25:39 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

Form | Oct-27-2020 19:16:03 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

Form | Oct-17-2020 18:20:27 (UTC-06:00) Centra (b) (4), (b) Not Applicable
Time (US & Canada) (6)

Form | Oct-12-2020 14:00:04 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

Form | Oct-06-2020 17:43:37 (UTC-06:00) Centra (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1

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

Subject No: 11171086

Generated By: (b) (4)

Comments

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

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

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

Back to Form

Item | Date User Comment

1 |Nov-16-2020 16:19:21 (UTC-06:00) Central | (b) (4), (b) Not Done
Time (US & Canada) (6)

1 | Oct-27-2020 19:25:39 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

1 | Oct-27-2020 19:16:03 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

1 Oct-17-2020 18:20:27 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

1 |Oct-12-2020 14:00:04 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

1 Oct-06-2020 17:43:37 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

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

Subject No: 11171086

Generated By: (b) (4)

Header Text: ¢4591001
Visit: POT_COVID_ILL 1

Comments

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

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

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

Back to Form

Item | Date User Comment

2 |Nov-16-2020 16:19:21 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

2 |Oct-27-2020 19:25:39 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

2 |Oct-27-2020 19:16:03 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

2 Oct-17-2020 18:20:27 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

2 |Oct-12-2020 14:00:04 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

2 | Oct-06-2020 17:43:37 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1

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

Subject No: 11171086

Generated By: (b) (4)

Comments

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

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

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

Back to Form

Item | Date User Comment

3 |Nov-16-2020 16:19:21 (UTC-06:00) Central  |(b) (4), (b) Not Done
Time (US & Canada) (6)

3 |Oct-27-2020 19:25:39 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

3 |Oct-27-2020 19:16:03 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

3 Oct-17-2020 18:20:27 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

3 | Oct-12-2020 14:00:04 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

3 Oct-06-2020 17:43:37 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

Page 116 of 501

*** Confidential***
FDA-CBER-2021-5683-0794712




090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -
Comments
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Item | Date User Comment
4.a |Nov-16-2020 16:19:21 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
4.a |Oct-27-2020 19:25:39 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
4.a |Oct-27-2020 19:16:03 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)
4.a |Oct-17-2020 18:20:27 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
4.a |Oct-12-2020 14:00:04 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)
4.a |Oct-06-2020 17:43:37 (UTC-06:00) Centra (b) (4), (b) Not Applicable
Time (US & Canada) (6)
4.a |Oct-05-2020 15:22:54 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)
4.a |Sep-30-2020 14:19:09 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1

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

Subject No: 11171086

Generated By: (b) (4)

Comments

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

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

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

Back to Form

Item | Date User Comment

4b | Nov-16-2020 16:19:21 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

4b | Oct-27-2020 19:25:39 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

4b | Oct-27-2020 19:16:03 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

4.b | Oct-17-2020 18:20:27 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

4b |Oct-12-2020 14:00:04 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

4.b | Oct-06-2020 17:43:37 (UTC-06:00) Centra (b) (4), (b) Not Applicable
Time (US & Canada) (6)

4b | Oct-05-2020 15:12:02 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

4.b | Sep-30-2020 14:19:20 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -
Comments
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Item | Date User Comment
4.c |Nov-16-2020 16:19:21 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
4.c | Oct-27-2020 19:25:39 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
4.c | Oct-27-2020 19:16:03 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)
4.c | Oct-17-2020 18:20:27 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
4.c | Oct-12-2020 14:00:04 (UTC-06:00) Centra (b) (4), (b)
Time (US & Canada) (6)
4.c |Oct-06-2020 17:43:37 (UTC-06:00) Centra (b) (4), (b) Not Applicable
Time (US & Canada) (6)
4.c |Oct-05-2020 15:11:47 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)
4.c | Sep-30-2020 14:19:28 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1

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

Subject No: 11171086

Generated By: (b) (4)

Comments

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

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

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

Back to Form

Item | Date User Comment

4d | Nov-16-2020 16:19:21 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

4.d | Oct-27-2020 19:25:39 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

4d | Oct-27-2020 19:16:03 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

4.d | Oct-17-2020 18:20:27 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

4.d |Oct-12-2020 14:00:04 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

4.d |Oct-06-2020 17:43:37 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

4.d |Oct-05-2020 15:11:32 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

4.d | Sep-30-2020 14:19:37 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -
Comments
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Item | Date User Comment
4.e |Nov-16-2020 16:19:21 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
4.e |Oct-27-2020 19:25:39 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
4.e | Oct-27-2020 19:16:03 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)
4.e | Oct-17-2020 18:20:27 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
4.e | Oct-12-2020 14:00:04 (UTC-06:00) Centra (b) (4), (b)
Time (US & Canada) (6)
4.e | Oct-06-2020 17:43:37 (UTC-06:00) Centra (b) (4), (b) Not Applicable
Time (US & Canada) (6)
4.e |Oct-05-2020 15:11:16 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)
4.e |Sep-30-2020 14:19:47 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1

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

Subject No: 11171086

Generated By: (b) (4)

Comments

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

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

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

Back to Form

Item | Date User Comment

4f | Nov-16-2020 16:19:21 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

4f | Oct-27-2020 19:25:39 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

4f | Oct-27-2020 19:16:03 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

4f | Oct-17-2020 18:20:27 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

4f |Oct-12-2020 14:00:04 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

4f | Oct-06-2020 17:43:37 (UTC-06:00) Centra (b) (4), (b) Not Applicable
Time (US & Canada) (6)

4f | Oct-05-2020 15:10:14 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

4f | Sep-30-2020 14:19:56 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -
Comments
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Item | Date User Comment
4.9 |Nov-16-2020 16:19:21 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
4.9 |Oct-27-2020 19:25:39 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
4.9 |Oct-27-2020 19:16:03 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)
4.9 |Oct-17-2020 18:20:27 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
4.9 |Oct-12-2020 14:00:04 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)
4.9 |Oct-06-2020 17:43:37 (UTC-06:00) Centra (b) (4), (b) Not Applicable
Time (US & Canada) (6)
4.9 |Oct-05-2020 15:09:52 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)
4.9 |Sep-30-2020 14:20:05 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1

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

Subject No: 11171086

Generated By: (b) (4)

Comments

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

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

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

Back to Form

Item | Date User Comment

4h | Nov-16-2020 16:19:21 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

4h | Oct-27-2020 19:25:39 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

4h | Oct-27-2020 19:16:03 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

4h | Oct-17-2020 18:20:27 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

4h |Oct-12-2020 14:00:04 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

4h |Oct-06-2020 17:43:37 (UTC-06:00) Centra (b) (4), (b) Not Applicable
Time (US & Canada) (6)

4h | Oct-05-2020 15:10:53 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

4h | Sep-30-2020 14:20:13 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -
Comments
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Item | Date User Comment
4.i |Nov-16-2020 16:19:21 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
4.i | Oct-27-2020 19:25:39 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
4.i | Oct-27-2020 19:16:03 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)
4.i | Oct-17-2020 18:20:27 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
4. | Oct-12-2020 14:00:04 (UTC-06:00) Centra (b) (4), (b)
Time (US & Canada) (6)
4. | Oct-06-2020 17:43:37 (UTC-06:00) Centra (b) (4), (b) Not Applicable
Time (US & Canada) (6)
4.i |Oct-05-2020 15:10:37 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)
4. | Sep-30-2020 14:20:26 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 06-Jul-2020 21:54
Site No: 1117

Subject No: 11171086
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen

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

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

Back to Form

Item | Date User Comment

Form | Dec-15-2020 11:12:15 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

Form | Oct-17-2020 18:20:43 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/14/2020

Form Version: 06-Jul-2020 21:54
Site No: 1117

Subject No: 11171086
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

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

Subject Initials: -

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

Back to Form

Item | Date User Comment

1 |Dec-15-2020 11:12:15 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

1 | Oct-17-2020 18:20:43 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/14/2020

Form Version: 06-Jul-2020 21:54
Site No: 1117

Subject No: 11171086
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

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

Subject Initials: -

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

Back to Form

Item | Date User Comment

2 | Dec-15-2020 11:12:15 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

2 |Oct-17-2020 18:20:43 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/14/2020

Form Version: 06-Jul-2020 21:54
Site No: 1117

Subject No: 11171086
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

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

Subject Initials: -

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

Back to Form

Item | Date User Comment

3 | Dec-15-2020 11:12:15 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

3 |Oct-17-2020 18:20:43 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

Page 129 of 501

*** Confidential***

FDA-CBER-2021-5683-0794725




090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/14/2020

Form Version: 06-Jul-2020 21:54
Site No: 1117

Subject No: 11171086
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

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

Subject Initials: -

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

Back to Form

Item | Date User Comment

4 | Dec-15-2020 11:12:15 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

4 | Oct-17-2020 18:20:43 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/14/2020

Form Version: 06-Jul-2020 21:54
Site No: 1117

Subject No: 11171086
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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 |Dec-15-2020 11:12:15 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

5  |Oct-17-2020 18:20:43 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/14/2020

Form Version: 06-Jul-2020 21:54
Site No: 1117

Subject No: 11171086
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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

6 |Dec-15-2020 11:12:15 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

6 |Oct-17-2020 18:20:43 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

Page 132 of 501

*** Confidential***
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/14/2020

Form Version: 06-Jul-2020 21:54
Site No: 1117

Subject No: 11171086
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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

7 | Dec-15-2020 11:12:15 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

7 | Oct-17-2020 18:20:43 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/14/2020

Form Version: 06-Jul-2020 21:54
Site No: 1117

Subject No: 11171086
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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
8 | Dec-15-2020 11:12:15 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
8 | Oct-17-2020 18:20:43 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/14/2020

Form Version: 06-Jul-2020 21:54
Site No: 1117

Subject No: 11171086
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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

9 |Dec-15-2020 11:12:15 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

9 | Oct-17-2020 18:20:43 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

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

on Sep/14/2020

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

Subject No: 11171086

Generated By: (b) (4)

Comments

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

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

Back to Form

Item | Date

User Comment

Form | Mar-04-2021 11:44:09 (UTC-06:00) Central (b) (4), (b)

Time (US & Canada) (6)
Form | Feb-22-2021 17:56:48 (UTC-06:00) Central | (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

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

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Item | Date User Comment
1 Mar-04-2021 11:44:09 (UTC-06:00) Central (b) (4), (b)

Time (US & Canada) (6)
1 Feb-22-2021 17:56:48 (UTC-06:00) Central (b) (4), (b) Not Applicable

Time (US & Canada) (6)
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Header Text: ¢4591001

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

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Item | Date User Comment
2 Mar-04-2021 11:44:09 (UTC-06:00) Central (b) (4), (b)

Time (US & Canada) (6)
2 Feb-22-2021 17:56:48 (UTC-06:00) Central (b) (4), (b) Not Applicable

Time (US & Canada) (6)

090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)
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Form Version: 22-Apr-2020 21:03
Site No: 1117

Subject No: 11171086

Generated By: (b) (4)

Header Text: ¢4591001
Visit: POT_COVID_ILL 1

Comments

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

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

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

Back to Form

Item | Date User Comment

3 |Mar-04-2021 11:44:09 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

3 |Feb-22-2021 17:56:48 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

3 Nov-07-2020 21:07:03 (UTC-06:00) Central (b) (4), (b) SUBJECT COLLECTED THE SELF
Time (US & Canada) (6) COLLECTION KIT IN ERROR.

PARTICIPANT WAS REEDUCATED AND
PROVIDED AN ADDITIONAL KIT.
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Header Text: ¢4591001

090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Visit: POT_COVID_ILL 1 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
Comments
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Item | Date User Comment
4 Mar-04-2021 11:44:09 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)
4 Feb-22-2021 17:56:48 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001
Visit: POT_COVID_ILL 1

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

Subject No: 11171086

Generated By: (b) (4)

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
5.b | Mar-04-2021 13:28:45 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
5b |Dec-15-2020 10:28:16 (UTC-06:00) Central (b) (4), (b) SELF SWAB TAKEN WITHOUT ILLNESS
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/14/2020

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

Subject No: 11171086

Generated By: (b) (4)

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 | Dec-15-2020 10:47:39 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

Form | Oct-17-2020 18:20:58 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

Page 142 of 501

*** Confidential***
FDA-CBER-2021-5683-0794738




090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001
Visit: POT_COVID_ILL 1

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

Subject No: 11171086

Generated By: (b) (4)

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

*** Confidential***

Item | Date User Comment
1 | Dec-15-2020 10:47:39 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
1 | Oct-17-2020 18:20:58 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001
Visit: POT_COVID_ILL 1

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

Subject No: 11171086

Generated By: (b) (4)

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
2 | Dec-15-2020 10:47:39 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
2 | Oct-17-2020 18:20:58 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001
Visit: POT_COVID_ILL 1

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

Subject No: 11171086

Generated By: (b) (4)

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

*** Confidential***

Item | Date User Comment
3 | Dec-15-2020 10:47:39 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
3 | Oct-17-2020 18:20:58 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001
Visit: POT_COVID_ILL 1

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

Subject No: 11171086

Generated By: (b) (4)

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
4  |Dec-15-2020 10:47:39 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
4 | Oct-17-2020 18:20:58 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/14/2020

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

Subject No: 11171086

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

[tem | Date User Comment

Form | Dec-15-2020 10:47:10 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

Form | Oct-17-2020 18:21:11 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

Form | Oct-12-2020 13:59:40 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

Form | Oct-06-2020 17:44:20 (UTC-06:00) Centra (b) (4), (b) Not Applicable
Time (US & Canada) (6)

Form | Oct-05-2020 15:27:12 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

Form | Oct-02-2020 09:36:52 (UTC-06:00) Centra (b) (4), (b) Not Applicable
Time (US & Canada) (6)

Page 147 of 501

*** Confidential***

FDA-CBER-2021-5683-0794743




090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

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

Subject No: 11171086

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

l.a |Dec-15-2020 10:47:10 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

la |Oct-17-2020 18:21:11 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

la |Oct-12-2020 13:59:40 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

la |Oct-06-2020 17:44:20 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

la |Oct-05-2020 15:27:12 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

la |Oct-02-2020 09:36:52 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

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

Subject No: 11171086

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

1b |Dec-15-2020 10:47:10 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

1b |Oct-17-2020 18:21:11 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

1b |Oct-12-2020 13:59:40 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

1b |Oct-06-2020 17:44:20 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

1b |Oct-05-2020 15:27:12 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

1b |Oct-02-2020 09:36:52 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

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

Subject No: 11171086

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

l.c |Dec-15-2020 10:47:10 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

lc |Oct-17-2020 18:21:11 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

l.c |Oct-12-2020 13:59:40 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

l.c |Oct-06-2020 17:44:20 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

lc |Oct-05-2020 15:27:12 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

lc |Oct-02-2020 09:36:52 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

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

Subject No: 11171086

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

1.d |Dec-15-2020 10:47:10 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

1.d |Oct-17-2020 18:21:11 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

1d |Oct-12-2020 13:59:40 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

1d |Oct-06-2020 17:44:20 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

1d |Oct-05-2020 15:27:12 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

1d |Oct-02-2020 09:36:52 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

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

Subject No: 11171086

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

l.e |Dec-15-2020 10:47:10 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

le |Oct-17-2020 18:21:11 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

l.e |Oct-12-2020 13:59:40 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

lee |Oct-06-2020 17:44:20 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

le |Oct-05-2020 15:27:12 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

le |Oct-02-2020 09:36:52 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

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

Subject No: 11171086

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

1f |Dec-15-2020 10:47:10 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

1f |Oct-17-2020 18:21:11 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

1f |Oct-12-2020 13:59:40 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

1f | Oct-06-2020 17:44:20 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

1f | Oct-05-2020 15:27:12 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

1f |Oct-02-2020 09:36:52 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

Page 153 of 501

FDA-CBER-2021-5683-0794749




090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

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

Subject No: 11171086

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

2 Dec-15-2020 10:47:10 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

2 Oct-17-2020 18:21:11 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

2 Oct-12-2020 13:59:40 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

2 Oct-06-2020 17:44:20 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

2 Oct-05-2020 15:27:12 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

2 Oct-02-2020 09:36:52 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

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

Subject No: 11171086

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

3 Dec-15-2020 10:47:10 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

3 Oct-17-2020 18:21:11 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

3 Oct-12-2020 13:59:40 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

3 Oct-06-2020 17:44:20 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

3 Oct-05-2020 15:27:12 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

3 Oct-02-2020 09:36:52 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 06-Jul-2020 21:53
Site No: 1117

Subject No: 11171086
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - 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 | Nov-16-2020 20:20:41 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/14/2020

Form Version: 06-Jul-2020 21:53
Site No: 1117

Subject No: 11171086
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - 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 Nov-16-2020 20:20:41 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 06-Jul-2020 21:53
Site No: 1117

Subject No: 11171086
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - 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 Nov-16-2020 20:20:41 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/14/2020

Form Version: 06-Jul-2020 21:53
Site No: 1117

Subject No: 11171086
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - 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 Nov-16-2020 20:20:41 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 06-Jul-2020 21:53
Site No: 1117

Subject No: 11171086
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - 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 Nov-16-2020 20:20:41 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/14/2020

Form Version: 06-Jul-2020 21:53
Site No: 1117

Subject No: 11171086
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - 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 Nov-16-2020 20:20:41 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 06-Jul-2020 21:53
Site No: 1117

Subject No: 11171086
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - 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
6 Nov-16-2020 20:20:41 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/14/2020

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

Subject No: 11171086
Generated By: (b) (4)

Form: ILLNESS DETAILS - Comments

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

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

Back to Form

Item | Date User Comment
Form | Oct-27-2020 19:27:09 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)
Form | Oct-17-2020 18:21:25 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
Form | Oct-12-2020 13:59:16 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)
Form | Oct-06-2020 17:44:37 (UTC-06:00) Centra (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

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

Subject No: 11171086
Generated By: (b) (4)

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

Subject Initials: -

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

Back to Form

Item | Date User Comment

1 | Oct-27-2020 19:27:45 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

1 Oct-27-2020 19:27:09 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

1 Oct-17-2020 18:21:25 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

1 | Oct-12-2020 13:59:16 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

1 Oct-06-2020 17:44:37 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

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

Subject No: 11171086
Generated By: (b) (4)

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

Subject Initials: -

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

Back to Form

Item | Date User Comment

2 |Oct-27-2020 19:28:02 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

2 Oct-27-2020 19:27:09 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

2 Oct-17-2020 18:21:25 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

2 | Oct-12-2020 13:59:16 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

2 Oct-06-2020 17:44:37 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

2 Oct-05-2020 15:27:39 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

2 Sep-30-2020 14:12:00 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

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

Subject No: 11171086
Generated By: (b) (4)

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

Subject Initials: -

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

Back to Form

Item | Date User Comment

3 |Oct-27-2020 19:28:14 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

3 Oct-27-2020 19:27:09 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

3 Oct-17-2020 18:21:25 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

3 Oct-12-2020 13:59:16 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

3 Oct-06-2020 17:44:37 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)

3 Oct-05-2020 15:27:59 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)

3 Sep-30-2020 14:12:19 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/14/2020

Form Version: 17-Jul-2020 21:55
Site No: 1117

Subject No: 11171086
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - 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 | Nov-16-2020 20:20:59 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 17-Jul-2020 21:55
Site No: 1117

Subject No: 11171086
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - 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 Nov-16-2020 20:20:59 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/14/2020

Form Version: 17-Jul-2020 21:55
Site No: 1117

Subject No: 11171086
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - 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 Nov-16-2020 20:20:59 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 17-Jul-2020 21:55
Site No: 1117

Subject No: 11171086
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - 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 Nov-16-2020 20:20:59 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/14/2020

Form Version: 17-Jul-2020 21:55
Site No: 1117

Subject No: 11171086
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - 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 Nov-16-2020 20:20:59 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

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

on Sep/14/2020

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

Subject No: 11171086

Generated By: (b) (4)

Comments

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

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

Back to Form

Item | Date User Comment
Form | Nov-16-2020 20:21:17 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/14/2020

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

Subject No: 11171086

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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 Nov-16-2020 20:21:17 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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FDA-CBER-2021-5683-0794769




090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/14/2020

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

Subject No: 11171086

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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 Nov-16-2020 20:21:17 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/14/2020

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

Subject No: 11171086

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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 Nov-16-2020 20:21:17 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/14/2020

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

Subject No: 11171086

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
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 Nov-16-2020 20:21:17 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

Page 176 of 501
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Header Text: ¢4591001

on Sep/14/2020

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

Subject No: 11171086

Generated By: (b) (4)

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

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 |Nov-16-2020 20:21:17 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

*** Confidential***
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Header Text: ¢4591001

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

on Sep/14/2020

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

Subject No: 11171086

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 |Nov-16-2020 20:21:17 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

Page 178 of 501
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Header Text: ¢4591001

on Sep/14/2020

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

Subject No: 11171086

Generated By: (b) (4)

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

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 |Nov-16-2020 20:21:17 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

*** Confidential***
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

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

on Sep/14/2020

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

Subject No: 11171086

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 |Nov-16-2020 20:21:17 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

Page 180 of 501
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

on Sep/14/2020

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

Subject No: 11171086

Generated By: (b) (4)

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

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.b |Nov-16-2020 20:21:17 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

*** Confidential***
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

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

on Sep/14/2020

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

Subject No: 11171086

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.b |Nov-16-2020 20:21:17 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)

Page 182 of 501
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Header Text: ¢4591001
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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 be the legally binding equivalent of my handwritten signature.
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(b) (6) N/A Dec-15-2020 10:27:45 (UTC-06:00) Central Edit - All
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examinations, tests, eval uations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.
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Header Text: c4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

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

Site No: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171086 Subject Initials: ---

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

(b) (6) Approved Oct-30-2020 16:15:16 (UTC-06:00) Central BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, |, (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 is to be the legally binding equivalent of my handwritten signature.

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

Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

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

Form: COHORT SELECTION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Back to Form

1. Select appropriate response - Protocol version

Date L ocation User Value Reason
Sep-04-2020 19:45:23 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) 24 JUL 2020

Time (US & Canada)

2. Select appropriate response - What cohort does the subject belong to?

Time (US & Canada)

Date L ocation User Value Reason
Sep-04-2020 19:45:23 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) STAGE 3 COHORTS

*** Confidential***
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Header Text: c4591001

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

Subject No: 11171086

Generated By: (b) (4)

Form: MAIN INFORMED CONSENT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Back to Form

1. Consent Was.

Date L ocation User Value Reason
Sep-04-2020 19:45:35 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) OBTAINED
Time (US & Canada) Date Written Consent Obtain
ed
Sep/3/2020
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Header Text: ¢4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History
Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---

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

Back to Form

1. Subject ID

Date L ocation User Value Reason
Sep-04-2020 19:45:12 ACVOPFEINFP6000 |autocalc |DataEntry: Item copied from
(UTC-06:00) Central (autocalc) | 11171086 previous form
Time (US & Canada)

2. Birth Date:

Date L ocation User Value Reason
Sep-04-2020 19:45:08 ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment Entry
(UTC-06:00) Central (autocalc) |(b) (6)/1947

Time (US & Canada)

3. Sex:

Date L ocation User Value Reason
Sep-04-2020 19:45:45 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) MALE

Time (US & Canada)

4. Ethnicity:
Date L ocation User Value Reason
Sep-04-2020 19:45:45 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NOT HISPANIC OR LATINO
Time (US & Canada) (A) OR OF SPANISH ORIGI

N
5. Race: (Check X all that apply):
Date L ocation User Value Reason
Sep-04-2020 19:45:45 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) WHITE

Time (US & Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1_L

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

Subject No: 11171086

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-04-2020 19:45:54 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sep/3/2020

Time (US & Canada)
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Header Text: ¢4591001

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
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
Sep-04-2020 19:46:21 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sep/3/2020

Time (US & Canada)

2. Phase of Disposition:

Date L ocation User Value Reason
Sep-04-2020 19:46:21 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SCREENING

Time (US & Canada)

3. Status:

Date L ocation User Value Reason
Sep-04-2020 19:46:21 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) COMPLETED

Time (US & Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171086

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Generated By: (b) (4)

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

Back to Form

la
Date L ocation User Value Reason
Sep-30-2020 13:40:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-06:00) Central (b) (6) Line/MH Num 1
Time (US & Canada) ber:
Medical Histor AORTIC ANE
y Term: URY SM
Start Date: Dec/UNK/2017
Ongoing: NO
End Date:
Dec/19/2017
Sep-29-2020 12:24:09 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed
(UTC-06:00) Central (®) (6) Line/MH Num 1 Information
Time (US & Canada) ber:
Medical Histor AORTIC ANE
y Term: URISM
Start Date; Dec/UNK/2017
Ongoing: NO
End Date;
Dec/19/2017
Sep-29-2020 12:23:38 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed
(UTC-06:00) Central (b) (6) LineMH Num 1 Information
Time (US & Canada) ber:
Medical Histor AORTIC ANE
y Term: URISM
Start Date: Dec/UNK/2017
Ongoing: NO
End Date:
Dec/UNK/2
018
Sep-29-2020 12:23:17 ACVOPFEINFPE000 |(b) (4), Data Entry: Changed
(UTC-06:00) Central (b) (6) LineMH Num 1 Information
Time (US & Canada) ber:
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

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

Medical Histor AORTIC ANE
y Term: URISM
Start Date; Dec/UNK/2018
Ongoing: NO
End Date:
Dec/UNK/2
018
Sep-04-2020 19:47:06 ACVOPFEINFPE000 |auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) LingMHNu 1
Time (US & Canada) mber:
Medical Histo CARDIAC AN
ry Term: EURISM
Start Date: Dec/UNK/2018
Ongoing: NO
End Date:
Dec/UNK/20
18
l.aLine/MH Number:
Date L ocation User Value Reason
Sep-04-2020 19:47:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |1
Time (US & Canada)
1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-30-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle | Query 1: Cl | Discrepancy has
14:59:03 (b) (4) osed been closed.
(UTC-06:00)
Central Time
(US & Canada)
Sep-30-2020 ACVOPFEINFP6000 auto query Query 1: A | Transcription
13:40:34 (autoquery) nswered Error
(UTC-06:00)
Central Time
(US & Canada)
Sep-30-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entr | Transcription
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

13:40:34 (b) (4), (b) (6) WA Error

(UTC-06:00) AORTIC A

Central Time NEURYS

(US & Canada) M

Sep-29-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMSOracle | Query 1: O | Clarify AORTIC

13:57:33 (b) (4) pened ANEURISM as

(UTC-06:00) follows...Should

Central Time spelling be

(US & Canada) AORTIC
ANEURY SM
and edit term, or
further clarify
and edit term.
Thank you.

Sep-29-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entr | Changed

12:23:17 (6) A Information

(UTC-06:00) AORTIC A

Central Time NEURISM

(US & Canada)

Sep-04-2020 ACVOPFEINFP6000 (b) (4), Data Entr | Initial Entry

19:47:06 (b) (6) A

(UTC-06:00) CARDIAC

Centra Time ANEURIS

(US & Canada) M

l.a Start Date:

Date L ocation User Value Reason

Sep-29-2020 12:23:38 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Changed

(UTC-06:00) Central (6) Dec/UNK/2017 Information

Time (US & Canada)

Sep-04-2020 19:47:06 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) Dec/UNK/2018

Time (US & Canada)

1.aOngoing:

Date L ocation User Value Reason

Sep-29-2020 12:24:09 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Changed

(UTC-06:00) Central (6) NO Information

Time (US & Canada) End Date:
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Dec/19/2017
Sep-04-2020 19:47:06 | ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NO
Time (US & Canada) End Date:
Dec/UNK/2018

1b
Date L ocation User Value Reason
Sep-04-2020 19:47:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | LingMH 2
Time (US & Canada) Number

Medical CHRONIC OBSTRU

History T CTIVE PULMONAR

erm: Y DISEASE

Start Dat Dec/UNK/2018

e

Ongoing: YES
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

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

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

1.b Line/MH Number:

Date L ocation User Value Reason

Sep-04-2020 19:47:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) |2

Time (US & Canada)

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date L ocation User Value Reason

Sep-15-2020 06:45:51 | ACVOPFEINFP6000 | Svitlana Query 1: Closed Response satisfies

(UTC-06:00) Central Tonkovyd guery

Time (US & Canada) (b) 4

Sep-14-2020 17:57:57 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered Per Medications

(UTC-06:00) Central (6) Sheet, participant

Time (US & Canada) takes Albuterol
90mg, starting
Dec2018,

Sep-06-2020 11:10:29 | ACVOPFEINFP6000 | Svitlana Query 1. Opened GPD Clin: The

(UTC-06:00) Central Tonkovyd subject presents at

Time (US & Canada) (b) 4 screening with
ongoing COPD.
Please confirm that
participantisor is
not currently
receiving/plans to
receive systemic
corticosteroids with
the exception of
Inhaled Steroids
dueto this
condition.

Sep-04-2020 19:47:43 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) CHRONIC OBSTRUCTIVE

Time (US & Canada) PULMONARY DISEASE

1.b Start Date:

Date L ocation User Value Reason

Sep-04-2020 19:47:43 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) Dec/UNK/2018

Time (US & Canada)
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

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

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

1.b Ongoing:
Date L ocation User Value Reason
Sep-04-2020 19:47:43 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) YES
Time (US & Canada)
lc
Date L ocation User Value Reason
Sep-29-2020 12:28:24 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed
(UTC-06:00) Central (b) (6) LindMH 3 Information
Time (US & Canada) Number:

Medical CORONARY ARTE

History T RY BYPASS GRAF

erm: TING

Start Date Dec/19/2017

Ongoing: NO

End Date:
Dec/19/2017

Sep-29-2020 12:27:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed
(UTC-06:00) Central (b) (6) LindMH 3 Information
Time (US & Canada) Number:

Medical CORONARY ARTE

History T RY BYPASS GRAF

erm: TING

Start Date Dec/19/2017

Ongoing: NO

End Date:
Dec/UNK/2018

Sep-04-2020 19:48:58 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) LineMH 3
Time (US & Canada) Number:

Medical CORONARY ARTE

History T RY BYPASS GRAF

erm: TING
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171086

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Start Date Dec/UNK/2018

Ongoing: NO
End Date;

Dec/UNK/2018
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Header Text: ¢4591001

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

1.cLine/MH Number:

*** Confidential***

Date L ocation User Value Reason
Sep-04-2020 19:48:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |3
Time (US & Canada)
1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-04-2020 19:48:58 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) CORONARY ARTERY BYP
Time (US & Canada) ASS GRAFTING
1.c Start Date:
Date L ocation User Value Reason
Sep-29-2020 12:27:57 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Changed
(UTC-06:00) Central (6) Dec/19/2017 Information
Time (US & Canada)
Sep-04-2020 19:48:58 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Dec/UNK/2018
Time (US & Canada)
1.c Ongoing:
Date L ocation User Value Reason
Sep-29-2020 12:28:24 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Changed
(UTC-06:00) Central (6) NO Information
Time (US & Canada) End Date:

Dec/19/2017
Sep-04-2020 19:48:58 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NO
Time (US & Canada) End Date:

Dec/UNK/2018
1d
Date L ocation User Value Reason
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171086

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

(UTC-06:00) Central

Sep-29-2020 12:29:09 ACVOPFEINFPE000 |(b) (4), Data Entry: Changed
(b) (6) LineMH Nu 4 Information
mber:

Time (US & Canada)

Medical Hist CORONARY AR
ory Term:  TERY DISEASE

Start Date:  UNK/UNK/2017
Ongoing: YES

Sep-04-2020 19:49:22 ACVOPFEINFPE000 |auto calc Data Entry: Initial Entry

(UTC-06:00) Central
Time (US & Canada)

(autocalc) Line/MH Nu 4
mber:

Medical Hist CORONARY AR
ory Term: TERY DISEASE

Start Date:  Dec/UNK/2018
Ongoing: YES
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

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

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

1.d Line/MH Number:

Date L ocation User Value Reason
Sep-04-2020 19:49:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |4
Time (US & Canada)
1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-04-2020 19:49:22 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) CORONARY ARTERY DISE
Time (US & Canada) ASE
1.d Start Date:
Date L ocation User Value Reason
Sep-29-2020 12:29:09 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Changed
(UTC-06:00) Central (6) UNK/UNK/2017 Information
Time (US & Canada)
Sep-04-2020 19:49:22 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Dec/UNK/2018
Time (US & Canada)
1.d Ongoing:
Date L ocation User Value Reason
Sep-04-2020 19:49:22 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) YES
Time (US & Canada)
le
Date L ocation User Value Reason
Sep-22-2020 15:32:17 ACVOPFEINFPE000 |(b) (4), Data Entry: New Information
(UTC-06:00) Central (b) (6) Line/M 5
Time (US & Canada) H Num

ber:

Medical IMPLANTABLE CAR

History DIOVERTER DEFIBR

Term: ILLATORINSERTIO
N
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171086

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

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

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

Start D Dec/UNK/2018
ate:

Ongoin NO
o End Date:
Dec/UNK/2018
Sep-04-2020 19:51:01 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Line/MH 5
Time (US & Canada) Number :

Medical IMPLANTABLE CA
History RDIOVERTER DEFI
Term: BRILLATOR

Start Dat Dec/UNK/2018
el

Ongoing NO
: End Date:

Dec/UNK/2018

Page 292 of 501

*** Confidential***
FDA-CBER-2021-5683-0794888




090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001
Visit: V1 DAY1 VAX1 L

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Locked, Frozen, Verified

l.eLine/MH Number:

*** Confidential***

Page 293 of 501

Date L ocation User Value Reason
Sep-04-2020 19:51:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |5
Time (US & Canada)
1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value |Reason
Sep-22-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query | Discrepancy has
18:37:09 (b) (4) 3: Clo | been closed.
(UTC-06:00) sed
Central Time
(Us&
Canada)
Sep-22-2020 | ACVOPFEINFP6000 auto query (autoquery) | Query | New Information
15:32:17 3:An
(UTC-06:00) swere
Central Time d
(Us&
Canada)
Sep-22-2020 | ACVOPFEINFP6000 (b) (4), (b) Data | New Information
15:32:17 (6) Entry
(UTC-06:00) N
Central Time IMPL
(Us& ANT
Canada) ABLE
CAR
DIOV
ERTE
R DE
FIBRI
LLAT
ORI
NSER
TION
Sep-16-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | Duplicate query
16:32:08 (6) 2: Clo |duetointegration
(UTC-06:00) sed overlap
Central Time
(Us&
Canada)

FDA-CBER-2021-5683-0794889




090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171086

Generated By: (b) (4)

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Sep-16-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query | Clarify

05:05:33 (b) (4) 3:Op |IMPLANTABLE

(UTC-06:00) ened | CARDIOVERTER

Central Time DEFIBRILLATOR

(Us& asfollows...Device

Canada) only term. Areyou
reporting
INSERTION?
REMOVAL?
MALFUNCTION?
Or Other?If s,
edit. Otherwise
clarify. Thank you.

Sep-16-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query | Clarify

04:59:44 (b) (4) 2:Op |IMPLANTABLE

(UTC-06:00) ened | CARDIOVERTER

Central Time DEFIBRILLATOR

(Us& asfollows...Device

Canada) only term. Are you
reporting
INSERTION?
REMOVAL?
MALFUNCTION?
Or Other?If s,
edit. Otherwise
clarify. Thank you.

Sep-16-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query | Discrepancy has

04:00:37 (b) (4) 1: Clo | been closed.

(UTC-06:00) sed

Central Time

Us&

Canada)
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Header Text: ¢4591001
Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-14-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 1. | per Investigator
17:59:07 (6) Answere | notes, placement
(UTC-06:00) d wasin Dec2018
Central Time
(Us&
Canada)
Sep-05-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMSOracle | Query 1. | Clarify
11:06:50 (b) (4) Opened [IMPLANTABLE
(UTC-06:00) CARDIOVERTER
Centra Time DEFIBRILLATOR
(Us& asfollows...Device
Canada) only term. Areyou
reporting
INSERTION?
REMOVAL?
MALFUNCTION?
Or Other? If so,
edit. Otherwise
clarify. Thank you.
Sep-04-2020 | ACVOPFEINFP6000 (b) (4), Data Ent | Initial Entry
19:51:01 (b) (6) ry:
(UTC-06:00) IMPLAN
Centra Time TABLE
(US& CARDIO
Canada) VERTER
DEFIBRI
LLATOR
1l.e Start Date:
Date L ocation User Value Reason
Sep-04-2020 19:51:01 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Dec/UNK/2018
Time (US & Canada)
1.eOngoing:
Date L ocation User Value Reason

*** Confidential***
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090177e196ae3dc7\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: 11171086

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Sep-04-2020 19:51:01 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NO
Time (US & Canada) End Date:

Dec/UNK/2018
1f
Date L ocation User Value Reason
Sep-30-2020 14:22:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed
(UTC-06:00) Central (b) (6) LindMHN 6 Information
Time (US & Canada) umber: (DELETED)

Medical His MYOCARDIAL |
tory Term: NEARCTION

Start Date: Dec/UNK/2018

Ongoing:  NO
End Date:
Dec/UNK/2018
Sep-04-2020 19:52:23 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-06:00) Central
Time (US & Canada)

(autocalc) Lin/MHN 6
umber:

Medical His MYOCARDIAL |
tory Term: NFARCTION

Start Date:  Dec/UNK/2018
Ongoing: NO
End Date:

Dec/UNK/2018
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site 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

Sep-30-2020 14:22:06 ACVOPFEINFPE000 |(b) (4), Data Entry: Changed

(UTC-06:00) Central (b) (6) 6 Information

Time (US & Canada) (DELETED)

Sep-04-2020 19:52:23 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry

(UTC-06:00) Central (autocalc) 6

Time (US & Canada)

1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date L ocation User Value Reason

Sep-30-2020 14:22:06 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed

(UTC-06:00) Central (6) MY OCARDIALINFARCH | Information

Time (US & Canada) OoN (DELETED)

Sep-04-2020 19:52:23 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) MY OCARDIAL INFARCTI

Time (US & Canada) ON

1f Start Date:

Date L ocation User Value Reason

Sep-30-2020 14:22:06 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed

(UTC-06:00) Central (6) Bec/INKF2018 Information

Time (US & Canada) (DELETED)

Sep-04-2020 19:52:23 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) Dec/UNK/2018

Time (US & Canada)

1.f Ongoing:

Date L ocation User Value Reason

Sep-30-2020 14:22:06 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed

(UTC-06:00) Central (6) NO Information

Time (US & Canada) End-Date: (DELETED)
BeclUNK/2018

Sep-04-2020 19:52:23 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) NO

Time (US & Canada) End Date:

*** Confidential***
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

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

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

‘ Dec/UNK/2018

1lg
Date L ocation User Value Reason
Sep-04-2020 19:52:50 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/lMH Num 7
Time (US & Canada) ber:

Medical Histor CIGARETTE S

y Term: MOKER

Start Date: UNK/UNK/196

0

Ongoing: YES
1.gLine/MH Number:
Date L ocation User Value Reason
Sep-04-2020 19:52:50 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |7
Time (US & Canada)
1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-04-2020 19:52:50 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) CIGARETTE SMOKER
Time (US & Canada)
1.g Start Date:
Date L ocation User Value Reason
Sep-04-2020 19:52:50 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) UNK/UNK/1960
Time (US & Canada)
1.g Ongoing:
Date L ocation User Value Reason
Sep-04-2020 19:52:50 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) YES
Time (US & Canada)
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Header Text: ¢4591001
Visit: V1 DAY1 VAX1 L

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

1h
Date L ocation User Value Reason
Sep-29-2020 12:41:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed
(UTC-06:00) Central (b) (6) Line/MH Num 8 Information
Time (US & Canada) ber:

Medical Histor HIGH CHOLE

y Term: STEROL

Start Date: UNK/UNK/201

8

Ongoing: YES
Sep-04-2020 20:08:07 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Line/MH Num 8
Time (US & Canada) ber:

Medical Histor HIGH CHOLE

y Term: STEROL

Start Date: Dec/UNK/2018

Ongoing: YES

*** Confidential***
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

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

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

1.h Line/MH Number:

Date L ocation User Value Reason
Sep-04-2020 20:08:07 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |8
Time (US & Canada)
1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-04-2020 20:08:07 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) HIGH CHOLESTEROL
Time (US & Canada)
1.h Start Date:
Date L ocation User Value Reason
Sep-29-2020 12:41:57 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Changed
(UTC-06:00) Central (6) UNK/UNK/2018 Information
Time (US & Canada)
Sep-04-2020 20:08:07 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Dec/UNK/2018
Time (US & Canada)
1.h Ongoing:
Date L ocation User Value Reason
Sep-04-2020 20:08:07 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) YES
Time (US & Canada)
li
Date L ocation User Value Reason
Sep-04-2020 20:08:50 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Lin/MH Num 9
Time (US & Canada) ber:

Medical Histor CRACK COCAI

y Term: NE USE

Start Date: UNK/UNK/2016
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171086

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Ongoing: NO
End Date:

Dec/UNK/201

9
1i Line/MH Number:
Date L ocation User Value Reason
Sep-04-2020 20:08:50 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |9
Time (US & Canada)

1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date L ocation User Value Reason
Sep-04-2020 20:08:50 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) CRACK COCAINE USE
Time (US & Canada)
1.i Start Date:
Date L ocation User Value Reason
Sep-04-2020 20:08:50 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) UNK/UNK/2016
Time (US & Canada)
1.i Ongoing:
Date L ocation User Value Reason
Sep-04-2020 20:08:50 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NO
Time (US & Canada) End Date:

Dec/UNK/2019
1j
Date L ocation User Value Reason
Sep-04-2020 20:09:25 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central
Time (US & Canada)

(autocalc) | Line/MH Numbe 10
r.

*** Confidential***
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171086

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Medical History MARIJUANA

Term: USE

Start Date: UNK/UNK/19

68
Ongoing: NO
End Date:
Dec/UNK/2
018
1j Line/MH Number:
Date L ocation User Value Reason
Sep-04-2020 20:09:25 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |10
Time (US & Canada)
1.j Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-04-2020 20:09:25 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) MARIJUANA USE
Time (US & Canada)
1] Start Date:
Date L ocation User Value Reason
Sep-04-2020 20:09:25 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) UNK/UNK/1968
Time (US & Canada)
1.j Ongoaing:
Date L ocation User Value Reason
Sep-04-2020 20:09:25 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NO
Time (US & Canada) End Date:
Dec/UNK/2018

1k
Date L ocation | User | Value Reason
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171086
Generated By: (b) (4)

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

Sep-04-2020 20:09:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Num 11
Time (US & Canada) ber:
Medical Histor CHOLECYSTE
y Term: CTOMY
Start Date: UNK/UNK/2016
Ongoing: NO
End Date:
UNK/UNK/20
16
1.k Line/MH Number:
Date L ocation User Value Reason
Sep-04-2020 20:09:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |11
Time (US & Canada)

1.k Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date L ocation User Value Reason
Sep-04-2020 20:09:56 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) CHOLECYSTECTOMY
Time (US & Canada)
1.k Start Date:
Date L ocation User Value Reason
Sep-04-2020 20:09:56 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) UNK/UNK/2016
Time (US & Canada)
1.k Ongoing:
Date L ocation User Value Reason
Sep-04-2020 20:09:56 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NO
Time (US & Canada) End Date:

UNK/UNK/2016

1l
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Header Text: ¢4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

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

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

Date L ocation User Value Reason
Sep-04-2020 20:10:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Numbe 12
Time (US & Canada) r:
Medical History CHOLELITHI
Term: ASIS
Start Date: UNK/UNK/201
6
Ongoing: NO
End Date:
UNK/UNK/
2016
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171086

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

1. Line/MH Number:
Date L ocation User Value Reason
Sep-04-2020 20:10:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |12
Time (US & Canada)
1.1 Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-04-2020 20:10:37 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) CHOLELITHIASIS
Time (US & Canada)
1.| Start Date:
Date L ocation User Value Reason
Sep-04-2020 20:10:37 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) UNK/UNK/2016
Time (US & Canada)
1.1 Ongoing:
Date L ocation User Value Reason
Sep-04-2020 20:10:37 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NO
Time (US & Canada) End Date:
UNK/UNK/2016

1m
Date L ocation User Value Reason
Sep-04-2020 20:11:52 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH 13
Time (US & Canada) Number

Medical Hi BASAL CELL CAR

story Term CINOMA FOREHE

: AD

Start Date: Jul/13/2020
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

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

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Ongoing: NO
End Date:
Jul/13/2020
1.mLineg/MH Number:
Date L ocation User Value Reason
Sep-04-2020 20:11:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |13
Time (US & Canada)
1.m Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-04-2020 20:11:52 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BASAL CELL CARCINOMA
Time (US & Canada) FOREHEAD
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Medical BASAL CELL CARCI
History T NOMA FOREHEAD
erm: REMOVAL

Start Dat Jul/13/2020
€

Ongoing: NO
End Date:

Jul/13/2020

Header Text: ¢4591001
Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
1.m Start Date:
Date L ocation User Value Reason
Sep-04-2020 20:11:52 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Jul/13/2020
Time (US & Canada)
1.m Ongoing:
Date L ocation User Value Reason
Sep-04-2020 20:11:52 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NO
Time (US & Canada) End Date:
Jul/13/2020
1.n
Date L ocation User Value Reason
Sep-04-2020 20:12:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH 14
Time (US & Canada) Number:
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

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

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

1.n Line/MH Number:

Date L ocation User Value Reason
Sep-04-2020 20:12:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |14
Time (US & Canada)
1.n Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-04-2020 20:12:35 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BASAL CELL CARCINOMA
Time (US & Canada) FOREHEAD REMOVAL
1.n Start Date:
Date L ocation User Value Reason
Sep-04-2020 20:12:35 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Jul/13/2020
Time (US & Canada)
1.n Ongoing:
Date L ocation User Value Reason
Sep-04-2020 20:12:35 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NO
Time (US & Canada) End Date:
Jul/13/2020

lo
Date L ocation User Value Reason
Sep-04-2020 20:13:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Lin/MH N 15
Time (US & Canada) umber:

Medical His BILATERAL VIS

tory Term:  ON IMPAIRMENT

Start Datee  UNK/UNK/2010

Ongoing:  YES
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

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

l.oLine/MH Number:

*** Confidential***

Date L ocation User Value Reason
Sep-04-2020 20:13:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |15
Time (US & Canada)
1.0 Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-04-2020 20:13:00 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BILATERAL VISION IMPAI
Time (US & Canada) RMENT
1.0 Start Date:
Date L ocation User Value Reason
Sep-04-2020 20:13:00 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) UNK/UNK/2010
Time (US & Canada)
1.0 Ongoing:
Date L ocation User Value Reason
Sep-04-2020 20:13:00 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) YES
Time (US & Canada)
1p
Date L ocation User Value Reason
Sep-04-2020 20:13:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Numbe 16
Time (US & Canada) re

Medical History HEPATITISC

Term:

Start Date: UNK/UNK/198

7
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171086

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Ongoing: NO
End Date:

UNK/UNK/
2017
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

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

1.pLine/MH Number:

Date L ocation User Value Reason
Sep-04-2020 20:13:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |16

Time (US & Canada)

1.p Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date L ocation User Value Reason
Sep-04-2020 20:13:31 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) HEPATITISC

Time (US & Canada)

1.p Start Date:

Date L ocation User Value Reason
Sep-04-2020 20:13:31 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) UNK/UNK/1987

Time (US & Canada)

1.p Ongoing:

Date L ocation User Value Reason

Sep-22-2020 17:50:25
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) | Query 1: Closed

Response satisfies
query

Sep-22-2020 15:31:27
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) Query 1: Answered

(6)

Changed data per
query

Sep-16-2020 14:41:07
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) Query 1: Opened

CLINQUERY -
HARVONI
medication had
been entered
incorrectly on the
CM VAXX log
with a start date of
2020. Please
confirm the subject
does not have
activeHEP C
Infection (EXC #2).
Update MH if

*** Confidential***
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

needed.
Sep-04-2020 20:13:31 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NO
Time (US & Canada) End Date:
UNK/UNK/2017
1q
Date L ocation User Value Reason
Sep-04-2020 20:14:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Numb 17
Time (US & Canada) er:
Medical Histor DILAUDID AL
y Term: LERGY
Start Date: UNK/UNK/201
0
Ongoing: YES
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

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

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

1.qLine/MH Number:

Date L ocation User Value Reason
Sep-04-2020 20:14:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |17

Time (US & Canada)

1.q Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date L ocation User Value Reason
Sep-04-2020 20:14:05 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) DILAUDID ALLERGY

Time (US & Canada)

1.q Start Date:

Date L ocation User Value Reason
Sep-04-2020 20:14:05 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) UNK/UNK/2010

Time (US & Canada)

1.q Ongoing:

Date L ocation User Value Reason
Sep-04-2020 20:14:05 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) YES

Time (US & Canada)

1r

Date L ocation User Value Reason
Sep-04-2020 20:14:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH N 18

Time (US & Canada) umber:

Medical Hi POST TRAUMATIC
story Term STRESS SYNDRO
: ME

Start Date: UNK/UNK/2012
Ongoing:  YES

*** Confidential***
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

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

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

1.r Line/MH Number:

Date L ocation User Value Reason
Sep-04-2020 20:14:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |18
Time (US & Canada)
1.r Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-04-2020 20:14:56 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) POST TRAUMATIC STRESS
Time (US & Canada) SYNDROME
1.r Start Date:
Date L ocation User Value Reason
Sep-04-2020 20:14:56 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) UNK/UNK/2012
Time (US & Canada)
1.r Ongoing:
Date L ocation User Value Reason
Sep-04-2020 20:14:56 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) YES
Time (US & Canada)
1s
Date L ocation User Value Reason
Sep-24-2020 18:00:56 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed
(UTC-06:00) Central (b) (6) LineMH Nu 19 Information
Time (US & Canada) mber: (DELETED)

Medical Histo HARVONITRE

ry Term: ATMENT

Start Date:  UNK/UNK/2016

Ongoing: NO

EndDate:
UNKJUNK/2
016
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Sep-22-2020 15:25:05
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Sep-14-2020 18:02:09
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Sep-04-2020 20:16:42
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), Data Entry: Changed
®)®) Ling/MH Nu 19 Information
mber:
Medical Histo HARVONI TRE
ry Term: ATMENT
Start Datee  UNK/UNK/2016
Ongoing: NO
End Date:
UNK/UNK/2
016
(b) (4), Data Entry: Changed
®©) Line/MH Numb 19 Information
er:
Medical Histor HEPATITISC
y Term:
Start Date: UNK/UNK/20
16
Ongoing: NO
End Date:
UNK/UNK
12016
auto calc Data Entry: Initial Entry
(autocalc) | Ling/MH 19
Number:
Medical H HEPATITIS C HAR
istory Ter VONI TREATMEN
m: T
Start Date UNK/UNK/2016
Ongoing: NO
End Date:
UNK/UNK/2016
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

1.sLine/MH Number:

Date

L ocation

User Value Reason

Sep-24-2020 18:00:56
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Changed
Information
(DELETED)

(b) (4), DataEntry:
(b) (6) 19

Sep-04-2020 20:16:42
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

auto calc Data Entry:
(autocalc) 19

Initial Entry

1.s Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date

L ocation

User

Value

Reason

Sep-28-2020
07:35:57
(UTC-06:00)
Central Time
(Us&
Canada)

ACVOPFEINFP6000

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

Query 3
: Closed

Response
satisfies query

Sep-25-2020
07:48:44
(UTC-06:00)
Central Time
(Us&
Canada)

ACVOPFEINFP6000

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

Query 2
: Closed

Response
satisfies query

Sep-24-2020
18:00:56
(UTC-06:00)
Central Time
(Us&
Canada)

ACVOPFEINFP6000

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

Changed
Information
(DELETED)

Sep-24-2020
18:00:56
(UTC-06:00)
Central Time
(Us&
Canada)

ACVOPFEINFP6000

auto query (autoquery)

: Answe

Changed
Information

Sep-24-2020
18:00:56
(UTC-06:00)
Central Time
(Us&

ACVOPFEINFP6000
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

SiteNo: 1117

Subject No: 11171086
Generated By: (b) (4)

Site Name: (1117) Sundance Clinical Research

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

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Canada)

Sep-22-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query 3 [ Movetheterm

18:46:04 (b) @ : Opene | HARVONI

(UTC-06:00) d TREATMENT

Centra Time to the drug page.

(Us& Thank you.

Canada)

Sep-22-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 2 | CLINQUERY 2-

17:54:37 : Reissu | Medical History

(UTC-06:00) ed:Ope | Term has been

Central Time ned updated to

(Us& HARVONI

Canada) TREATMENT.
Per guidelines,
treatment/Con
Meds are not
required to be
entered. Please
review and
update the CRF
as appropriate.

Sep-22-2020 | ACVOPFEINFP6000 auto query (autoquery) | Query 2 | Changed

15:25:05 : Answe | Information

(UTC-06:00) red

Central Time

(Us&

Canada)

Sep-22-2020 | ACVOPFEINFP6000 (b) (4), (b) DataE | Changed

15:25:05 (6) ntry: Information

(UTC-06:00) HARV

Central Time ONI TR

(Us& EATM

Canada) ENT

Sep-15-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 2 [ CLINQUERY -

15:43:50 : Opene | HEPATITISC

(UTC-06:00) d with start date

Central Time of 2016,

(Us& overlaps with

Canada) HEPATITISC
listing from
1987 - 2017.
Please review
and update to

*** Confidential***
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

SiteNo: 1117

Subject No: 11171086
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research

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

avoid
duplication.

Sep-14-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query 1 | Discrepancy has

22:47:06 (b) (4) : Closed | been closed.

(UTC-06:00)

Central Time

(Us&

Canada)

Sep-14-2020 | ACVOPFEINFP6000 auto query (autoquery) | Query 1 | Changed

18:02:09 : Answe | Information

(UTC-06:00) red

Central Time

(Us&

Canada)

Sep-14-2020 | ACVOPFEINFP6000 (b) (4), (b) DataE |Changed

18:02:09 (6) ntry: Information

(UTC-06:00) HEPAT

Central Time ITISC

(Us&

Canada)

Sep-05-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query 1 | Multiple actions

13:33:59 (b) (4) : Opene |for HEPATITIS

(UTC-06:00) d C HARVONI

Centra Time TREATMENT:

(Us& Split the term

Canada) into HEPATITIS
Cand
HARVONI
TREATMENT
and report as 2

separate entries
and also move
HARVONI
TREATMENT
to drug page.
Thank you.
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

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

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

Back to Form

1.s Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date L ocation User Value Reason
Sep-04-2020 20:16:42 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) HEPATITIS C HARVONI TR
Time (US & Canada) EATMENT
1.s Start Date:
Date L ocation User Value Reason
Sep-24-2020 18:00:56 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed
(UTC-06:00) Central (6) UNK/INKS2016 Information
Time (US & Canada) (DELETED)
Sep-04-2020 20:16:42 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) UNK/UNK/2016
Time (US & Canada)
1.sOngoing:
Date L ocation User Value Reason
Sep-24-2020 18:00:56 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed
(UTC-06:00) Central (6) NOo Information
Time (US & Canada) End-Date: (DELETED)
UNKAINKS2016
Sep-04-2020 20:16:42 | ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NO
Time (US & Canada) End Date:
UNK/UNK/2016
1t
Date L ocation User Value Reason
Sep-15-2020 13:16:06 ACVOPFEINFPE000 |(b) (4), Data Entry: Transcription Error

(UTC-06:00) Central
Time (US & Canada)

(b) (6)

Line/MH Number:
Medical History Term:
Start Date:

Ongoing:

(DELETED)
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Page 319 of 501

FDA-CBER-2021-5683-0794915




090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

Sep-15-2020 13:15:24 ACVOPFEINFPE000 |(b) (4), Data Entry: Changed
(UTC-06:00) Central (0) (6) LineMH Number: Information
Time (US& Canada) Medical History Term:
Start Date:
Ongoing:
Sep-15-2020 13:15:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed
(UTC-06:00) Central (0) (6) Line/MH Numb Information
Time (US & Canada) er:
Medical Histor
y Term:
Start Date:
Ongoing: NO
End Date:
UNK/UNK
12016
Sep-15-2020 13:14:39 ACVOPFEINFP6000 | auto calc Data Entry: Changed
(UTC-06:00) Central (autocalc) LineMH Numb Information
Time (US & Canada) er:
Medical Histor
y Term:
Start Date: UNK/UNK/20
16
Ongoing: NO
End Date:
UNK/UNK
12016
Sep-14-2020 18:03:22 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Line/MH Numb 20
Time (US & Canada) er:
Medical Histor Harvoni Treat
y Term: ment
Start Date: UNK/UNK/20
16
Ongoing: NO
End Date:
UNK/UNK
12016
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

1.t Line/MH Number:

Date

L ocation

User Value Reason

Sep-15-2020 13:16:06
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4, Data Entry: Transcription Error
(®) 6) (DELETED)

Sep-15-2020 13:14:39
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

auto calc
(autocalc)

Changed
Information

Data Entry:

Sep-14-2020 18:03:22
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

auto calc Data Entry:
(autocalc) 20

Initial Entry

1.t Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date L ocation

User Value Reason

Sep-17-2020
06:44:38
(UTC-06:00)
Central Time
(Us&
Canada)

ACVOPFEINFP6000

(b) (4), (b) Query 1:
(6) Closed

Response
satisfies query

Sep-15-2020
13:16:06
(UTC-06:00)
Central Time
(Us&
Canada)

ACVOPFEINFP6000

(b) (4), (b) DataEn | Transcription
(6) : Error
(DELETED)

E

Sep-15-2020
13:14:39
(UTC-06:00)
Central Time
(Us&
Canada)

ACVOPFEINFP6000

auto query (autoquery) | Query 1: | Changed

Answere | Information

Sep-15-2020
13:14:39
(UTC-06:00)
Central Time
(Us&
Canada)

ACVOPFEINFP6000

Data En | Changed

ry: Information

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

E
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

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

Sep-15-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query 1: | Movetheterm
02:47:18 (b) @ Opened |HARVONI
(UTC-06:00) TREATMENT
Central Time tothe drug
(Us& page. Thank
Canada) youl.
Sep-14-2020 | ACVOPFEINFPG000 (b) (4), (b) Data En | Initial Entry
18:03:22 (6) try:
(UTC-06:00) Harvoni
Central Time Treatme
(US& nt
Canada)
1.t Start Date;
Date L ocation User Value Reason
Sep-15-2020 13:16:06 ACVOPFEINFPE000 |(b) (4), Data Entry: Transcription Error
(UTC-06:00) Central (0) (6) (DELETED)
Time (US & Canada)
Sep-15-2020 13:15:07 ACVOPFEINFPE000 |(b) (4), Data Entry: Changed
(UTC-06:00) Central (b) (6) Information
Time (US & Canada)
Sep-14-2020 18:03:22 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) UNK/UNK/2016
Time (US & Canada)
1.t Ongoing:
Date L ocation User Value Reason
Sep-15-2020 13:16:06 ACVOPFEINFPE000 |(b) (4), Data Entry: Transcription Error
(UTC-06:00) Central (b) (6) (DELETED)
Time (US & Canada)
Sep-15-2020 13:15:24 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed
(UTC-06:00) Central (b) (6) Information
Time (US & Canada)
Sep-14-2020 18:03:22 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NO
Time (US & Canada) End Date:

UNK/UNK/2016
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

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

lu
Date L ocation User Value Reason
Sep-29-2020 12:46:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH N 21
Time (US & Canada) umber:

Medical His PERIPHERAL OPA

tory Term: CITY OF CORNEA

Start Date:  UNK/UNK/2018

Ongoing:  YES
1.u Line/MH Number:
Date L ocation User Value Reason
Sep-29-2020 12:46:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |21
Time (US & Canada)
1.u Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-29-2020 12:46:04 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) PERIPHERAL OPACITY OF CO
Time (US & Canada) RNEA
1.u Start Date:
Date L ocation User Value Reason
Sep-29-2020 12:46:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) UNK/UNK/2018
Time (US & Canada)
1.u Ongoing:
Date L ocation User Value Reason
Sep-29-2020 12:46:04 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) YES
Time (US & Canada)
lv
Date L ocation | User | Value Reason
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090177e196ae3dc7\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: 11171086

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated By: (b) (4)

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

Sep-29-2020 12:46:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH N 22
Time (US & Canada) umber:

Medical His IMPAIRED GLUC

tory Term: OSE TOLERANCE

Start Datee  UNK/UNK/2017

Ongoing:  YES
1.vLine/MH Number:
Date L ocation User Value Reason
Sep-29-2020 12:46:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |22
Time (US & Canada)
1.v Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-29-2020 12:46:51 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) IMPAIRED GLUCOSE TOLERA
Time (US & Canada) NCE
1.v Start Date:
Date L ocation User Value Reason
Sep-29-2020 12:46:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) UNK/UNK/2017
Time (US & Canada)
1.v Ongoing:
Date L ocation User Value Reason
Sep-29-2020 12:46:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) YES
Time (US & Canada)
1w
Date L ocation User Value Reason
Sep-29-2020 12:48:30 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Nu 23
Time (US & Canada) mber:
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090177e196ae3dc7\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: 11171086
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

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

Medical Hist PULMONARY H
ory Term:  YPERTENSION

Start Date:  UNK/UNK/2010
Ongoing: YES

1.wLine/MH Number:

Date L ocation User Value Reason
Sep-29-2020 12:48:30 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |23
Time (US & Canada)
1.w Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-29-2020 12:48:30 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) PULMONARY HYPERTENSIO
Time (US & Canada) N
1w Start Date:
Date L ocation User Value Reason
Sep-29-2020 12:48:30 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) UNK/UNK/2010
Time (US & Canada)
1.w Ongoing:
Date L ocation User Value Reason
Sep-29-2020 12:48:30 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) YES
Time (US & Canada)
1x
Date L ocation User Value Reason
Sep-29-2020 12:49:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed
(UTC-06:00) Central (b) (6) LineMH N 24 Information
Time (US & Canada) umber:

Medical Hi BENIGN PROSTA

story Term: TEHYPERPLAS

A
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090177e196ae3dc7\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: 11171086

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated By: (b) (4)

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

Start Date: UNK/UNK/2018

Ongoing:  YES
Sep-29-2020 12:49:19 ACVOPFEINFPE000 |autocalc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) LineMH N 24
Time (US & Canada) umber:

Medical Hi BENIGN PROSTA

story Term: TEHYPERPLAS

A

Start Date: UNK/UNK/2018

Ongoing:  NO
1.x Line/MH Number:
Date L ocation User Value Reason
Sep-29-2020 12:49:19 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |24
Time (US & Canada)
1.x Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-29-2020 12:49:19 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BENIGN PROSTATE HY PERPL
Time (US & Canada) ASIA
1.x Start Date:
Date L ocation User Value Reason
Sep-29-2020 12:49:19 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) UNK/UNK/2018
Time (US & Canada)
1.x Ongoing:
Date L ocation User Value Reason
Sep-29-2020 12:49:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed
(UTC-06:00) Central (b) (6) YES Information
Time (US & Canada)
Sep-29-2020 12:49:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (®) (6) NO
Time (US & Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171086

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Generated By: (b) (4)

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

ly
Date L ocation User Value Reason
Sep-29-2020 12:51:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH 25
Time (US & Canada) Number:

Medical EPITHELIAL BASE

History T MENT MEMBRANE

erm: DY STROPHY

Start Dat UNK/UNK/2018

e

Ongoing: YES
lyLine/MH Number:
Date L ocation User Value Reason
Sep-29-2020 12:51:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | 25
Time (US & Canada)
1.y Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-29-2020 12:51:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) EPITHELIAL BASEMENT ME
Time (US & Canada) MBRANE DY STROPHY
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001
Visit: V1 DAY1 VAX1 L

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Form Status: Data Complete, Locked, Frozen, Verified

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

Back to Form

1.y Start Date:
Date L ocation User Value Reason
Sep-29-2020 12:51:02 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) UNK/UNK/2018
Time (US & Canada)
1.y Ongoing:
Date L ocation User Value Reason
Sep-29-2020 12:51:02 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) YES
Time (US & Canada)
1z
Date L ocation User Value Reason
Sep-29-2020 12:52:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Nu 26
Time (US & Canada) mber:

Medical Hist CONGESTIVE HE

ory Term:  ART FAILURE

Start Date:  UNK/UNK/2017

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: 11171086

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Generated By: (b) (4)

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

1.zLine/MH Number:
Date L ocation User Value Reason
Sep-29-2020 12:52:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | 26
Time (US & Canada)
1.z Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-29-2020 12:52:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) CONGESTIVE HEART FAILUR
Time (US & Canada) E
1.z Start Date:
Date L ocation User Value Reason
Sep-29-2020 12:52:27 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) UNK/UNK/2017
Time (US & Canada)
1.z0ngoing:
Date L ocation User Value Reason
Sep-29-2020 12:52:27 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) YES
Time (US & Canada)
l.aa
Date L ocation User Value Reason
Sep-29-2020 12:54:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | LingMH 27
Time (US & Canada) Number:

Medical CAROTID SUBCLAV

History T IAN TRANSPOSITIO

erm: N, LEFT

Start Dat Dec/18/2017

€
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090177e196ae3dc7\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: 11171086

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated By: (b) (4)

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

Ongoing: NO
End Date:
Dec/18/2017
l.aaLine/MH Number:
Date L ocation User Value Reason
Sep-29-2020 12:54:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | 27
Time (US & Canada)
1.aa Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-29-2020 12:54:49 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) CAROTID SUBCLAVIAN TRA
Time (US & Canada) NSPOSITION, LEFT
1.aa Start Date:
Date L ocation User Value Reason
Sep-29-2020 12:54:49 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Dec/18/2017
Time (US & Canada)
1.aa Ongoing:
Date L ocation User Value Reason
Sep-29-2020 12:54:49 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NO
Time (US & Canada) End Date;
Dec/18/2017
lab
Date L ocation User Value Reason
Sep-29-2020 12:55:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | LineMH N 28
Time (US & Canada) umber:
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090177e196ae3dc7\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: 11171086

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated By: (b) (4)

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

Medical His AORTIC ARCH RE

tory Term: CONSTRUCTION

Start Date: Dec/19/2017

Ongoing:  NO

End Date:
Dec/19/2017
1l.abLine/MH Number:
Date L ocation User Value Reason
Sep-29-2020 12:55:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |28
Time (US & Canada)
1.ab Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-29-2020 12:55:38 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) AORTIC ARCH RECONSTRUC
Time (US & Canada) TION
1.ab Start Date:
Date L ocation User Value Reason
Sep-29-2020 12:55:38 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Dec/19/2017
Time (US & Canada)
1.ab Ongoing:
Date L ocation User Value Reason
Sep-29-2020 12:55:38 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (0) (6) NO
Time (US & Canada) End Date:
Dec/19/2017

l.ac
Date L ocation User Value Reason
Oct-12-2020 13:55:47 | ACVOPFEINFP6000 Egg (4), ) | pataEntry: New Information
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090177e196ae3dc7\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: 11171086

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

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

(UTC-06:00) Central
Time (US & Canada)

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

Line/MH Number 29

Medical History T HEADACH

erm: ES
Start Date: Feb/UNK/2
020
Ongoing: YES
Sep-29-2020 12:56:21 ACVOPFEINFPE000 |auto calc Data Entry: Initial Entry

(UTC-06:00) Central
Time (US & Canada)

(autocalc)

Line/MH Numbe 29

r:

Medical History HEADACH

Term:
Start Date:

Ongoing:

ES

UNK/UNK/
2020

YES
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001
Visit: V1 DAY1 VAX1 L

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Subject Initials: ---

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

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

l.ac Line/MH Number:

Date L ocation User Value Reason

Sep-29-2020 12:56:21 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) |29

Time (US & Canada)

1.ac Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date L ocation User Value Reason

Sep-29-2020 12:56:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) HEADACHES

Time (US & Canada)

1.ac Start Date;

Date L ocation User Value Reason

Oct-13-2020 02:09:40 ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Oct-12-2020 13:55:47 ACVOPFEINFP6000 |autoquery | Query 1. Answered Answer Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Oct-12-2020 13:55:47 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information

(UTC-06:00) Central (b) (6) Feb/UNK/2020

Time (US & Canada)

Sep-30-2020 06:38:45 ACVOPFEINFP6000 |(b) (4), (b) |Query 1: Reissued:Opened DM: Thank you for

(UTC-06:00) Central (6) response however

Time (US & Canada) please consider to
provide the best
estimated month
and day part of the
start date to resolve
the query.

Sep-29-2020 12:56:52 ACVOPFEINFP6000 |(b) (4), Query 1: Answered Original valueis

(UTC-06:00) Central (b) (6) correct

Time (US & Canada)

Sep-29-2020 12:56:21 ACVOPFEINFP6000 |auto query | Query 1: Opened Start Date is after or

(UTC-06:00) Central (autoquery) equal to thefirst

Time (US & Canada) vaccination date
03/Sep/2020. Please
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

review and update
as appropriate.
Sep-29-2020 12:56:21 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) UNK/UNK/2020
Time (US & Canada)
1.ac Ongoing:
Date L ocation User Value Reason
Oct-13-2020 14:34:57 | ACVOPFEINFP6000 |(b) Query 1: Closed Response satisfies
(UTC-06:00) Central (4), query
Time (US & Canada) (b) (6)
Oct-12-2020 13:56:50 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered PARTICIPANT
(UTC-06:00) Central (6) DOES NOT MEET
Time (US & Canada) EXC1 CRITERIA
PER
INVESTIGATOR
Sep-30-2020 15:18:32 | ACVOPFEINFPG000 |(b) Query 1: Opened CLINQUERY -
(UTC-06:00) Central @), HEADACHES s
Time (US & Canada) (b) (6) noted as ongoing.
Please confirm if this
recent MedHx is
truly ongoing and if
the subject meets
Exclusion 1 as per
the PI's assessment,
then update the CRF
as appropriate.
Sep-29-2020 12:56:21 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) YES
Time (US & Canada)
lad
Date L ocation User Value Reason
Sep-29-2020 12:57:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Nu 30
Time (US & Canada) mber:
Medical Hist HERNIA, INGUIN
ory Term: AL, RIGHT
Start Datee  UNK/UNK/2016
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171086

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated By: (b) (4)

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

Ongoing: NO
End Date:

UNK/UNK/201
6

l.ad Line/MH Number:

Date L ocation User Value Reason
Sep-29-2020 12:57:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |30
Time (US & Canada)
1.ad Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-29-2020 12:57:42 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) HERNIA, INGUINAL, RIGHT
Time (US & Canada)
1l.ad Start Date:
Date L ocation User Value Reason
Sep-29-2020 12:57:42 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (0) (6) UNK/UNK/2016
Time (US & Canada)
1.ad Ongoing:
Date L ocation User Value Reason
Sep-29-2020 12:57:42 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NO
Time (US & Canada) End Date:

UNK/UNK/2016
l.ae
Date L ocation User Value Reason
Sep-29-2020 12:58:59 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH N 31
Time (US & Canada) umber:
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Header Text: ¢4591001
Visit: V1 DAY1 VAX1 L

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Medical Hi HERNIA REPAIR, |
story Term: NGUINAL, RIGHT

Start Date: UNK/UNK/2016

Ongoing:  NO
End Date:
UNK/UNK/2016
l.aeLine/MH Number:
Date L ocation User Value Reason
Sep-29-2020 12:58:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |31
Time (US & Canada)
1.ae Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-29-2020 12:58:59 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) HERNIA REPAIR, INGUINAL,
Time (US & Canada) RIGHT
1.ae Start Date:
Date L ocation User Value Reason
Sep-29-2020 12:58:59 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) UNK/UNK/2016
Time (US & Canada)
1l.ae Ongoing:
Date L ocation User Value Reason
Sep-29-2020 12:58:59 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (0) (6) NO
Time (US & Canada) End Date:
UNK/UNK/2016
laf
Date L ocation User Value Reason
Sep-29-2020 13:22:44 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

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

(UTC-06:00) Central (autocalc) | Line/MH Number 32
Time (US & Canada) :

Medical History T HOARSE VO

erm: ICE

Start Date: Dec/20/2017

Ongoing: YES
1.af Line/MH Number:
Date L ocation User Value Reason
Sep-29-2020 13:22:44 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | 32
Time (US & Canada)
1.af Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-29-2020 13:22:44 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) HOARSE VOICE
Time (US & Canada)
1.af Start Date:
Date L ocation User Value Reason
Sep-29-2020 13:22:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Dec/20/2017
Time (US & Canada)
1.af Ongoing:
Date L ocation User Value Reason
Sep-29-2020 13:22:44 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) YES
Time (US & Canada)
l.ag
Date L ocation User Value Reason
Sep-29-2020 13:23:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Number 33
Time (US & Canada) :
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Header Text: ¢4591001
Visit: V1 DAY1 VAX1 L

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Medical History T INSOMNIA

erm:
Start Date: UNK/UNK/2
019

Ongoing: YES
l.ag Line/MH Number:
Date L ocation User Value Reason
Sep-29-2020 13:23:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |33
Time (US & Canada)
1.ag Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-29-2020 13:23:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) INSOMNIA
Time (US & Canada)
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SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

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

Back to Form

(UTC-06:00) Central
Time (US & Canada)

(autocalc) | Line/MH Number: 34
Medical History Te DY SPHAGI

rm: A

Start Date: Dec/20/201
7

Ongoing: YES

1.ag Start Date:

Date L ocation User Value Reason
Sep-29-2020 13:23:02 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) UNK/UNK/2019

Time (US & Canada)

1.ag Ongoing:

Date L ocation User Value Reason
Sep-29-2020 13:23:02 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) YES

Time (US & Canada)

l.ah

Date L ocation User Value Reason
Sep-29-2020 13:23:24 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171086

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated By: (b) (4)

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

1.ah Line/MH Number:

Date L ocation User Value Reason
Sep-29-2020 13:23:24 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |34
Time (US & Canada)
1.ah Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-29-2020 13:23:24 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) DY SPHAGIA
Time (US & Canada)
1l.ah Start Date:
Date L ocation User Value Reason
Sep-29-2020 13:23:24 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Dec/20/2017
Time (US & Canada)
1.ah Ongoing:
Date L ocation User Value Reason
Sep-29-2020 13:23:24 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) YES
Time (US & Canada)
lai
Date L ocation User Value Reason
Sep-29-2020 13:24:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/lMH Numbe 35
Time (US & Canada) re

Medical History PNEUMONIA

Term:

Start Date: Mar/28/2019

Ongoing: NO

End Date:
Apr/lUNK/2
019
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

l.ai Line/MH Number:

Date L ocation User Value Reason
Sep-29-2020 13:24:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |35
Time (US & Canada)
1.ai Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-29-2020 13:24:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) PNEUMONIA
Time (US & Canada)
l.ai Start Date:
Date L ocation User Value Reason
Sep-29-2020 13:24:02 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Mar/28/2019
Time (US & Canada)
1.ai Ongoing:
Date L ocation User Value Reason
Sep-29-2020 13:24:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NO
Time (US & Canada) End Date;
Apr/UNK/2019

laj
Date L ocation User Value Reason
Sep-29-2020 13:24:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Nu 36
Time (US & Canada) mber:

Medical Histo ACUTE HEART

ry Term: FAILURE

Start Date: Mar/28/2019
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171086

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Ongoing: NO
End Date:

Apr/UNK/201
9
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SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

1.8 Line/MH Number:

*** Confidential***

Date L ocation User Value Reason

Sep-29-2020 13:24:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | 36

Time (US & Canada)

1.aj Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date L ocation User Value Reason

Sep-29-2020 13:24:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) ACUTE HEART FAILURE

Time (US & Canada)

1.aj Start Date:

Date L ocation User Value Reason

Sep-29-2020 13:24:52 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) Mar/28/2019

Time (US & Canada)

1.a8j Ongoing:

Date L ocation User Value Reason

Oct-06-2020 ACVOPFEINFP6000 |(b) Query 1: Closed Response satisfies query

14:57:18 4,

(UTC-06:00) Central (b) (6)

Time (US & Canada)

Oct-05-2020 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered PER INVESTIGATOR, NO

15:05:04 (6) PROCEDURES/'SURGERY

(UTC-06:00) Central PERFORMED

Time (US & Canada)

Sep-30-2020 ACVOPFEINFP6000 |(b) Query 1: Opened CLINQUERY- ACUTE

15:30:58 (4), HEART FAILURE hasan

(UTC-06:00) Central (b) (6) END DATE. Please confirm

Time (US & Canada) if a procedure/surgery was
performed and if so please
add to MedHx as a separate
entry.

Sep-29-2020 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

13:24:52 (6) NO

(UTC-06:00) Central End Date:
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171086

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

Generated By: (b) (4)

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

Time (US & Canada)

Apr/lUNK/2019

l.ak
Date L ocation User Value Reason
Sep-29-2020 13:25:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Numbe 37
Time (US & Canada) r:

Medical History DIVERTICUL

Term: osIs

Start Date: Feb/UNK/201

6

Ongoing: YES
l.ak Line/MH Number:
Date L ocation User Value Reason
Sep-29-2020 13:25:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | 37
Time (US & Canada)
1.ak Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-29-2020 13:25:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) DIVERTICULOSIS
Time (US & Canada)
1l.ak Start Date;
Date L ocation User Value Reason
Sep-29-2020 13:25:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Feb/UNK/2016
Time (US & Canada)
1.ak Ongoing:
Date L ocation User Value Reason
Sep-29-2020 13:25:40 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) YES
Time (US & Canada)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

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

lal
Date L ocation User Value Reason
Sep-29-2020 13:26:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Nu 38
Time (US & Canada) mber:

Medical Histo HEMORRHOIDS,

ry Term: INTERNAL

Start Date:  Feb/UNK/2016

Ongoing: YES
l.al Line/MH Number:
Date L ocation User Value Reason
Sep-29-2020 13:26:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |38
Time (US & Canada)
1.al Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-29-2020 13:26:01 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) HEMORRHOIDS, INTERNAL
Time (US & Canada)
l.al Start Date:
Date L ocation User Value Reason
Sep-29-2020 13:26:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Feb/UNK/2016
Time (US & Canada)
1.al Ongoing:
Date L ocation User Value Reason
Sep-29-2020 13:26:01 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) YES
Time (US & Canada)
l.am
Date L ocation User Value Reason
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171086

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

(UTC-06:00) Central

Sep-29-2020 13:26:56 ACVOPFEINFP6000 |(b) (4). Data Entry: Changed
(b) ©) Ling/MH Nu 39 Information
mber:

Time (US & Canada)

Medical Hist FRACTURE, OR
ory Term:  BITAL, LEFT

Start Date:  Mar/UNK/2018
Ongoing: NO
End Date:

Jun/UNK/2018

Sep-29-2020 13:26:33 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-06:00) Central
Time (US & Canada)

(autocalc) Line/MH Nu 39
mber:

Medical Hist FRACTURE, OR
ory Term: BITAL, LEFT

Start Datee  Mar/UNK/2018
Ongoing: NO
End Date:

Jan/UNK/2018
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

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

1.am Line/MH Number:

Date L ocation User Value Reason

Sep-29-2020 13:26:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) |39

Time (US & Canada)

1.am Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date L ocation User Value Reason

Oct-06-2020 14:56:28 | ACVOPFEINFP6000 |(b) Query 1: Closed Response satisfies query

(UTC-06:00) Central @),

Time (US & Canada) (b) (6)

Oct-05-2020 15:05:36 | ACVOPFEINFPE000 |(b) (4), (b) Query 1: Answered PER INVESTIGATOR,

(UTC-06:00) Central (6) NO CORRECTIVE

Time (US & Canada) PROCEDURE/SURGERY

Sep-30-2020 15:34:31 | ACVOPFEINFP6000 | (b) Query 1: Opened CLINQUERY-

(UTC-06:00) Central (4), FRACTURE, ORBITAL,

Time (US & Canada) (b) (6) LEFT hasan END DATE.
Please confirm if a
procedure/surgery was
performed and if so please
add to MedHx asa
Separate entry.

Sep-29-2020 13:26:33 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) FRACTURE, ORBITAL,

Time (US & Canada) LEFT

1.am Start Date:

Date L ocation User Value Reason

Sep-29-2020 13:26:33 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) Mar/UNK/2018

Time (US & Canada)

1.am Ongoing:

Date L ocation User Value Reason

Sep-29-2020 13:26:56 ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Sep-29-2020 13:26:56 ACVOPFEINFP6000 | (b) (4). Data Entry: Changed
(UTC-06:00) Central (b) (6) NO Information
Time (US & Canada) End Date:
Jun/UNK/2018
Sep-29-2020 13:26:33 | ACVOPFEINFP6000 | auto query | Query 1: Opened For Term
(UTC-06:00) Central (autoquery) FRACTURE,
Time (US & Canada) ORBITAL, LEFT
End Dateis prior to
Start Date.
Sep-29-2020 13:26:33 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NO
Time (US & Canada) End Date:
Jan/UNK/2018
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171086

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

*** Confidential***

1. Date:
Date L ocation User Value Reason
Sep-04-2020 20:17:25 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sep/3/2020
Time (US & Canada)
2. Weight:
Date L ocation User Value Reason
Sep-04-2020 20:17:25 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) 117.8
Time (US & Canada)
3. Unit:
Date L ocation User Value Reason
Sep-04-2020 20:17:25 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) LB
Time (US & Canada)
4. Height:
Date L ocation User Value Reason
Sep-04-2020 20:17:25 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) 65.2
Time (US & Canada)
5. Unit:
Date L ocation User Value Reason
Sep-04-2020 20:17:25 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) in
Time (US & Canada)
6. Body Mass I ndex:
Date L ocation User Value Reason
Sep-04-2020 20:17:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |19.5
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Header Text: ¢4591001

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

Site No: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171086 Subject Initials: ---

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

Time (US & Canada) | |

7.a

Date L ocation User Value Reason
Sep-04-2020 20:17:25 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Record |dentifie 1

Time (US & Canada) r:

Temperature:  97.7

TemperatureUn F
it:

TemperatureLo ORAL CA

090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

cation:: VITY
7.a Record | dentifier:
Date L ocation User Value Reason
Sep-04-2020 20:17:25 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) 1
Time (US & Canada) )
7.a Temperature:
Date L ocation User Value Reason
Sep-04-2020 20:17:25 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) 97.7
Time (US & Canada)
7.aUnit:
Date L ocation User Value Reason
Sep-04-2020 20:17:25 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) F
Time (US & Canada)
7.a Temperature Location:
Date L ocation User Value Reason
Sep-04-2020 20:17:25 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) ORAL CAVITY
Time (US & Canada)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Form: RANDOMIZATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Back to Form

1. Randomization Date :

Date L ocation User Value Reason
Sep-04-2020 20:17:48 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sep/3/2020

Time (US & Canada)

2. Randomization Number:

Date L ocation User Value Reason
Sep-04-2020 20:17:48 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) 244989

Time (US & Canada)

*** Confidential***
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
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
Sep-04-2020 20:17:59 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Sep-04-2020 20:17:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Sep-04-2020 20:18:53 | ACVOPFEINFP6000 | auto query Query 1. Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Sep-04-2020 20:17:59 | ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample
(UTC-06:00) Central (autoquery) Collected? is Yes,
Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.
Sep-04-2020 20:17:59 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) YES
Time (US & Canada) Date of Collection:
Sep/3/2020
5a
Date L ocation User Value Reason
Sep-04-2020 20:18:53 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sample 1D: BM8YCB
Time (US & Canada)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

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

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

5.aSample D

Date L ocation User Value Reason
Sep-04-2020 20:18:53 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BM8YCB

Time (US & Canada)

5b

Date L ocation User Value Reason
Sep-04-2020 20:19:06 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sample ID: BM8YCC

Time (US & Canada)

5.b Sample D

Date L ocation User Value Reason
Sep-04-2020 20:19:06 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BM8YCC

Time (US & Canada)

5.c

Date L ocation User Value Reason
Sep-04-2020 20:19:15 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sample |D: BM8YCV

Time (US & Canada)

5.c Sample D

Date L ocation User Value Reason
Sep-04-2020 20:19:15 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BM8YCV

Time (US & Canada)

5.d

Date L ocation User Value Reason
Sep-04-2020 20:19:26 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sample | D: BPRV15

Time (US & Canada)

*** Confidential***
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

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

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

5.d Sample ID
Date L ocation User Value Reason
Sep-04-2020 20:19:26 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BPRV15
Time (US & Canada)
5.e
Date L ocation User Value Reason
Sep-04-2020 20:19:37 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sample ID: BPRV16
Time (US & Canada)
5.eSample D
Date L ocation User Value Reason
Sep-04-2020 20:19:37 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BPRV16
Time (US & Canada)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Audit Trail History

Subject Initials: ---

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

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

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

Back to Form

1. Data Origin
Date L ocation User Value Reason
Sep-04-2020 20:19:58 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Sep-04-2020 20:19:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | NASAL_SWAB
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Sep-04-2020 20:20:08 | ACVOPFEINFP6000 | auto query Query 1. Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Sep-04-2020 20:19:58 | ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample
(UTC-06:00) Central (autoquery) Collected? is Yes,
Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.
Sep-04-2020 20:19:58 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) YES
Time (US & Canada) Date of Collection:
Sep/3/2020
5a
Date L ocation User Value Reason
Sep-04-2020 20:20:08 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sample | D: BP58P0
Time (US & Canada)

Page 355 of 501

*** Confidential***
FDA-CBER-2021-5683-0794951



090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171086
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

5.aSample D

Date L ocation User Value Reason
Sep-04-2020 20:20:08 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BP58PO

Time (US & Canada)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

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

Back to Form

1. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason
Sep-04-2020 20:20:27 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NO

Time (US & Canada)

2. Treatment Name

Date L ocation User Value Reason
Sep-04-2020 20:20:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | BLINDED THERAPY

Time (US & Canada)

3. Formulation:

Date L ocation User Value Reason
Sep-04-2020 20:20:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | INJECTION

Time (US & Canada)

4. Dose Date Time:

Date L ocation User Value Reason
Sep-04-2020 20:20:27 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sep/3/2020 14:13

Time (US & Canada)

5. Anatomical Location:

Date L ocation User Value Reason
Sep-04-2020 20:20:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | DELTOID MUSCLE

Time (US & Canada)

6. Body Side:

Date L ocation User Value Reason
Sep-04-2020 20:20:27 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) LEFT

*** Confidential***
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Header Text: ¢4591001

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 Site Name: (1117) Sundance Clinical Research

Subject No: 11171086 Subject Initials: ---

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

Time (US & Canada) (b) (4), (b) (6)

7. Route:

Date L ocation User Value Reason
Sep-04-2020 20:20:27 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | INTRAMUSCULAR

Time (US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Sep-04-2020 20:20:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | THE PROTOCOL SPECIFIED OB

Time (US & Canada) SERVATION PERIOD

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

Date L ocation User Value Reason
Sep-04-2020 20:20:27 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) YES

Time (US & Canada)

090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: V1 DAY1 VAX1 L Form: REACTOGENICITY DIARY - eCRF Audit Trail History
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171086 Subject Initials: ---

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

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date L ocation User Value Reason
Sep-04-2020 20:20:35 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NO - REACTOGENICITY E-
Time (US & Canada) DIARY NOT COLLECTED F

OR THIS SUBJECT
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090177e196ae3dc7\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: 11171086
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

Oct-06-2020 03:44:19
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (@), (b) | Query 1: Closed
(6)

Response satisfies
query

Oct-04-2020 19:43:59
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) |Query 1. Answered
(6)

Origina valueis
correct

Oct-01-2020 06:32:28
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) |Query 1: Reissued:Opened
(6)

LIMS Query: Nasal
Self Swab barcode
CV 19066 was
received by the lab
for COVID A visit.
Please review and
update accordingly
or submit an
updated SCF.

Sep-30-2020 14:07:49

ACVOPFEINFP6000

(b) (4), (b) | Query 1: Answered

Origina valueis

(UTC-06:00) Central (6) correct

Time (US & Canada)

Sep-30-2020 13:53:00 ACVOPFEINFP6000 |(b) (4), Query 1: Opened LIMS Query: Nasal
(UTC-06:00) Central (b) (6) Self Swab barcode
Time (US & Canada) CV 19066 was

received by the lab
for COVID A visit.
Please review and

update accordingly

or submit an
updated SCF.
Sep-25-2020 14:33:15 ACVOPFEINFPE000 ((b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central (6) Sep/22/2020
Time (US & Canada)
2. Erroneous Visit
Date L ocation User Value Reason

Nov-13-2020 10:03:16
(UTC-06:00) Central

ACVOPFEINFP6000

(b) (4), () (6) | Query 1: Closed

Response satisfies
query
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:02

SiteNo: 1117
Subject No: 11171086
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

Time (US & Canada) (b) (4), (b) (6)

Nov-12-2020 20:27:33 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered Changed data per

(UTC-06:00) Central (6) query

Time (US & Canada)

Nov-12-2020 20:27:16 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6)

Time (US & Canada)

Nov-08-2020 07:30:13 | ACVOPFEINFPE000 |(b) (4), (b) Query 1: Opened DM Q: Date of Visit

(UTC-06:00) Central (6) has been entered and

Time (US & Canada) erroneous Visit has
NOT
APPLICABLE.
Please remove the
NOT APPLICABLE
if the visit has
occurred. Thank you

Sep-25-2020 14:33:24 | ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Not Applicable

Time (US & Canada)

*** Confidential***
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: V2_VAX2_L

Form Version: 15-Sep-2020 21:54

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: VITAL SIGNS- TEMP - eCRF Audit Trail History

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

Form Status: Data Complete, Locked, Frozen, Verified

Back to Form

1. Date:
Date L ocation User Value Reason
Sep-25-2020 14:33:47 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sep/22/2020
Time (US & Canada)
2.a
Date L ocation User Value Reason
Sep-25-2020 14:33:47 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () (®) Record I dentifier: 1
Time (US & Canada) :

Temperature: 97.9

Temperature Unit F

Temperature Loca ORAL CAV

tion:: ITY
2.a Record | dentifier:
Date L ocation User Value Reason
Sep-25-2020 14:33:47 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) 1
Time (US & Canada)
2.a Temperature;
Date L ocation User Value Reason
Sep-25-2020 14:33:47 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) 97.9
Time (US & Canada)
2.aUnit:
Date L ocation User Value Reason
Sep-25-2020 14:33:47 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) F

Time (US & Canada)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001
Visit: V2 VAX2 L

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Form Version: 15-Sep-2020 21:54

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

2.a Temperature Location:

*** Confidential***

Date L ocation User Value Reason
Sep-25-2020 14:33:47 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) ORAL CAVITY
Time (US & Canada)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:03

SiteNo: 1117

Subject No: 11171086

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-25-2020 14:34:10 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Sep-25-2020 14:34:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | NASAL_SWAB

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Sep-29-2020 16:47:07 ACVOPFEINFP6000 |autoquery |Query 1: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Sep-26-2020 04:40:08 ACVOPFEINFP6000 ((b) (4), (b) |Query 1: Opened 'Sample Collected?

(UTC-06:00) Central (6) is Yes, however no

Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.

Sep-25-2020 14:34:10 ACVOPFEINFP6000 |autoquery | Query 1: Candidate 'Sample Collected?

(UTC-06:00) Central (autoquery) is Yes, however no

Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.

Sep-25-2020 14:34:10 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) YES

Time (US & Canada) Date of Collection:

Sep/22/2020
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Header Text: ¢4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171086
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

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

Date L ocation User Value Reason
Oct-06-2020 00:37:32 ACVOPFEINFP6000 ((b) (4), (b) |Query 1: Closed Response satisfies
(UTC-06:00) Central (6) query

Time (US & Canada)

Oct-05-2020 15:29:44 ACVOPFEINFP6000 |(b) (4), (b) | Query 1: Answered Changed data per
(UTC-06:00) Central (6) query

Time (US & Canada)

Oct-05-2020 15:29:20 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central (6)

Time (US & Canada)

Oct-05-2020 08:20:28 ACVOPFEINFP6000 ((b) (4), (b) |Query 1: Opened DM: If sample was

(UTC-06:00) Central
Time (US & Canada)

(6) collected according
to protocol, please
do not record any
response in this

specified field,
Thank you.
Sep-29-2020 16:46:54 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Applicable
Time (US & Canada)
5a
Date L ocation User Value Reason
Sep-29-2020 16:47:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (22 Sample1D: BM8YMP
Time (US & Canada)
5.aSample D
Date L ocation User Value Reason
Sep-29-2020 16:47:07 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BM8YMP
Time (US & Canada)
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Header Text: ¢4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Back to Form

1. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason
Sep-25-2020 14:34:35 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NO
Time (US & Canada)
2. Treatment Name
Date L ocation User Value Reason
Sep-25-2020 14:34:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | BLINDED THERAPY
Time (US & Canada)
3. Formulation:
Date L ocation User Value Reason
Sep-25-2020 14:34:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | INJECTION
Time (US & Canada)
4. Dose Date Time:
Date L ocation User Value Reason
Sep-25-2020 14:34:35 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sep/22/2020 11:40
Time (US & Canada)
5. Anatomical Location:
Date L ocation User Value Reason
Sep-25-2020 14:34:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | DELTOID MUSCLE
Time (US & Canada)
6. Body Side:
Date L ocation User Value Reason
Sep-25-2020 14:34:35 ACVOPFEINFP6000 (E) A, Data Entry: Initial Entry
(UTC-06:00) Central ®)© LEFT
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 11171086

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

Time (US & Canada)

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

7. Route:

Date L ocation User Value Reason
Sep-25-2020 14:34:35 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | INTRAMUSCULAR

Time (US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Sep-25-2020 14:34:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | THE PROTOCOL SPECIFIED OB

Time (US & Canada) SERVATION PERIOD

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

administration?

Date L ocation User Value Reason
Sep-25-2020 14:34:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) YES

Time (US & Canada)
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Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:02
SiteNo: 1117

Subject No: 11171086

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
Oct-21-2020 17:17:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Oct/21/2020
Time (US & Canada)
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Header Text: ¢4591001

Visit: V3_ MONTH1_POSTVAX2_L

eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

SiteNo: 1117

Subject No: 11171086
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

Back to Form

1. Data Origin
Date L ocation User Value Reason
Oct-22-2020 12:25:36 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Oct-22-2020 12:25:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Oct-22-2020 12:25:46 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Oct-22-2020 12:25:36 ACVOPFEINFP6000 |auto query | Query 1: Candidate ‘Sample Collected?
(UTC-06:00) Central (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Oct-22-2020 12:25:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) YES
Time (US & Canada) Date of Collection:
Oct/21/2020
5a
Date L ocation User Value Reason
Oct-22-2020 12:25:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () (6) Sample 1D: BRSRPN
Time (US & Canada)
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Header Text: ¢4591001

Visit: V3 MONTH1_POSTVAX2_ L

Form Version: 22-Apr-2020 21:03

SiteNo: 1117

Subject No: 11171086
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

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

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

5.aSample D
Date L ocation User Value Reason
Oct-22-2020 12:25:46 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BRSRPN
Time (US & Canada)
5.b
Date L ocation User Value Reason
Oct-22-2020 12:26:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®©) Sample |D: BRSRPP
Time (US & Canada)
5.b Sample D
Date L ocation User Value Reason
Oct-22-2020 12:26:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BRSRPP
Time (US & Canada)
5.c
Date L ocation User Value Reason
Oct-22-2020 12:35:57 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®®) Sample | D: BPSSWT
Time (US & Canada)
5.c Sample D
Date L ocation User Value Reason
Oct-22-2020 12:35:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BPSSWT
Time (US & Canada)
5.d
Date L ocation User Value Reason
Oct-22-2020 12:36:06 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®) ©) Sample |D: BPS8WV
Time (US & Canada)
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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

Site No: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171086 Subject Initials: ---

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

5.d Sample ID

Date L ocation User Value Reason

Oct-22-2020 12:36:06 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) BP58WV

Time (US & Canada)

5.e

Date L ocation User Value Reason
Oct-22-2020 12:36:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®©) Sample | D: BPS8WW

Time (US & Canada)

5.eSample D

Date L ocation User Value Reason
Oct-22-2020 12:36:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BPS8WW

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
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

Feb-23-2021 03:46:05 | ACVOPFEINFPE000 |(b) (4), (b) Query 7: Deleted Query isinvalid or

(UTC-06:00) Central (6) does not apply

Time (US & Canada)

Feb-22-2021 17:55:38 | ACVOPFEINFPE000 | auto query Query 7: Candidate Date of Visitis

(UTC-06:00) Central (autoquery) completed but Date of

Time (US & Canada) Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Oct-18-2020 09:00:40 | ACVOPFEINFP6000 |(b) (4), (b) Query 6: Closed Response satisfies

(UTC-06:00) Central (6) query

Time (US & Canada)

Oct-17-2020 18:19:56 | ACVOPFEINFP6000 |(b) (4), (b) Query 6: Answered Changed data per

(UTC-06:00) Central (6) query

Time (US & Canada)

Oct-13-2020 04:24:22 | ACVOPFEINFP6000 |(b) (4), (b) Query 6: Reissued:Opened DM: Per response as

(UTC-06:00) Central
Time (US & Canada)

(6) visitisinitiated in
error, please consider
clearing al the datain
the visit and add form
level comment "Not
applicable" in all
forms. Thank you.

Oct-12-2020 13:58:43 | ACVOPFEINFP6000 |(b) (4), (b) Query 6: Answered PARTICIPANT
(UTC-06:00) Central (6) COLLECTED SWAB
Time (US & Canada) INADVERTENTLY,
PARTICPANT
REEDUCATED
ABOUT WHEN TO
COLLECT SWAB.
Oct-10-2020 03:34:23 | ACVOPFEINFP6000 | Sandip Query 6: Reissued:Opened If visit was occurred,
(UTC-06:00) Central Namdeorao kindly clear erroneous
Time (US & Canada) Suryawanshi or else clarify via
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Header Text: ¢4591001

on Sep/14/2020

Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

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

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

Time (US & Canada)

(b) (4) query response.
Oct-09-2020 17:53:48 | ACVOPFEINFP6000 |(b) (4), (b) Query 6: Answered Original valueis
(UTC-06:00) Central (6) correct

Oct-09-2020 06:06:50
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) Query 6: Reissued:Opened DM2: Visit is marked
(6) as erroneous, however
datafor nasal self
swab is present.
Please verify and
update appropriately.

Oct-07-2020 17:19:44
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) Query 6: Answered SPECIMEN IS AT
(6) CENTRAL LAB,
ERRONEOUSVISIT
ENTRY FOR
DOCUMENTATION
OF INCIDENT.
OTHERWISE WE
WILL GET QUERY
ABOUT SPECIMEN
MISMATCH.

Oct-07-2020 06:57:11
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) Query 6: Reissued:Opened DM1: Thank you for
(6) yOU response.
However, erroneous
visit is marked, hence
please update all
forms as "Not
Applicable" or untick
erroneous visit. Else

clarify.
Oct-07-2020 06:33:48 | ACVOPFEINFP6000 |(b) (4), (b) Query 3: Closed Response satisfies
(UTC-06:00) Central (6) query.
Time (US & Canada)
Oct-06-2020 17:45:49 | ACVOPFEINFPGE000 |(b) (4), (b) Query 3: Answered Not applicable for
(UTC-06:00) Central (6) visit type
Time (US & Canada)
Oct-06-2020 17:45:17 | ACVOPFEINFP6000 |(b) (4), (b) Query 6: Answered Entered in error
(UTC-06:00) Central (6)
Time (US & Canada)
Oct-06-2020 09:31:35 | ACVOPFEINFP6000 |(b) (4), (b) Query 6: Opened DM: Thisvisitis
(UTC-06:00) Central (6) marked as Erroneous.
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171086
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

Time (US & Canada)

Please confirm if this
visit occurred or
entered in error. If
error; please consider
adding Form level
Not applicable
comments on SOD,
SWAB PFE,
HEALTHCARE AND
ILL POTEN forms.
Thank you.

Oct-06-2020 06:01:11
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) Query 4: Deleted Visit marked
(6) €ITONEoUS.

Oct-06-2020 06:00:29
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) Query 5: Deleted No other assessments
(6) are performed at this
visit.

Oct-06-2020 03:41:50
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) Query 3: Reissued:Opened DM1: Thanks for
(6) response. Please
review and complete
Health Care
Utilization,
Microbiology
Specimen forms at
thisvisit.

Oct-05-2020 15:25:10
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) Query 3: Answered PARTICIPANT
(6) INADVERTENTLY
COLLECTED
HOME SWAB KIT
AND SENT IN.
PARTICIPANT
REEDUCATED.

Oct-05-2020 15:23:51
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Erroneous Visit is
marked, but date of
visit is entered. Please
check whether other
assessments are
performed at this
visit.

auto query
(autoquery)

Query 5: Candidate

Oct-05-2020 15:23:15
(UTC-06:00) Central

ACVOPFEINFP6000

Date of Visitis
completed but Date of

auto query
(autoquery)

Query 4. Candidate
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171086
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

Time (US & Canada)

Assessment in the
Signs and Symptoms
form is missing.
Please review and
update as appropriate.

Oct-03-2020 00:44:56 | ACVOPFEINFP6000 |(b) (4), (b) Query 3: Opened DM: Kindly review

(UTC-06:00) Central (6) and complete ‘Hedth

Time (US & Canada) Care Utilization,
Microbiology
Specimen, and Nasal
Swab form' at this
visit. Thank you.

Sep-30-2020 14:03:29 | ACVOPFEINFP6000 | auto query Query 1. Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Sep-30-2020 14:02:05 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error

(UTC-06:00) Central (6) Sep/14/2020

Time (US & Canada)

Sep-30-2020 14:01:40 | ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Sep-30-2020 13:59:51 | ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis

(UTC-06:00) Central (autoquery) completed but Date of

Time (US & Canada) Assessment in the
Signs and Symptoms
formismissing.
Please review and
update as appropriate.

Sep-30-2020 13:59:51 | ACVOPFEINFP6000 | auto query Query 1: Candidate Dateof Visitis

(UTC-06:00) Central (autoquery) completed but Date of

Time (US & Canada) Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Sep-30-2020 13:59:51 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Sep/11/2020

Time (US & Canada)
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171086
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

2. Erroneous Visit

Date L ocation User Value Reason

Mar-04-2021 13:35:12 | ACVOPFEINFP6000 |(b) (4), Data Entry: Changed Information

(UTC-06:00) Central (b) (6)

Time (US & Canada)

Jan-07-2021 15:23:21 ACVOPFEINFP6E000 |(b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Nov-16-2020 20:39:19 | ACVOPFEINFP6000 |(b) (4), Query 1: Reissued:Candidate Following up with

(UTC-06:00) Central (b) (6) Triad/CTM

Time (US & Canada)

Nov-16-2020 18:54:51 | ACVOPFEINFP6E000 |(b) (4), Query 1: Answered COMMENT

(UTC-06:00) Central (b) (6) ATTACHED TO

Time (US & Canada) SWAB DATE OF
COLLECTION
LINE. IF THE
COMMENT ISTO
BE ADDED TO THE
SPECIMEN
IDENTIFICATION
LINE, UNLOCK IT
FOR EDITING.

Nov-09-2020 09:10:42 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened LIMS: Nasal self

(UTC-06:00) Central (b) (6) swab CV19066 was

Time (US & Canada) received by the lab
for COVID_A. IF
swab was an error,
please consider
entering barcode with
comment clarifying
the error in swab
CRF, uncheck
erroneous and
complete al required
forms with form level
comment of Not
Done.

Oct-05-2020 15:23:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central () (6) ERRONEOUSVISIT

Time (US & Canada)
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Header Text: ¢4591001

on Sep/14/2020

Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

3. COVID-19 llIness Visit:

Time (US & Canada)

Date L ocation User Value Reason
Sep-30-2020 13:59:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | COVID_A
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 15-Sep-2020 21:55

SiteNo: 1117
Subject No: 11171086
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

1. Date of Assessment:

Date L ocation User Value Reason

Nov-16-2020 16:19:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (0) (6) Not Done

Time (US & Canada)

Oct-27-2020 19:25:39 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (0) (6) Not Applicable

Time (US & Canada)

Oct-27-2020 19:16:03 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6)

Time (US & Canada)

Oct-17-2020 18:20:27 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) Not Applicable

Time (US & Canada)

Oct-12-2020 14:00:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6)

Time (US & Canada)

Oct-06-2020 17:43:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (0) (6) Not Applicable

Time (US & Canada)

Oct-05-2020 15:23:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

(UTC-06:00) Central (b) (6)

Time (US & Canada)

Sep-30-2020 14:02:05 ACVOPFEINFP6000 |autoquery | Query 1. Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Sep-30-2020 14:01:40 ACVOPFEINFPE000 |autoquery | Query 1: Opened Date of assessment

(UTC-06:00) Central (autoquery) isnot same as Date

Time (US & Canada) Visit. Please check
and correct.

Sep-30-2020 14:01:40 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) Sep/14/2020

Time (US & Canada)
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 15-Sep-2020 21:55

Site No: 1117
Subject No: 11171086
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

2. Date of First Symptom Started:

Date L ocation User Value Reason

Nov-16-2020 16:19:21 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Not Done

Time (US & Canada)

Oct-27-2020 19:25:39 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Not Applicable

Time (US & Canada)

Oct-27-2020 19:16:03 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6)

Time (US & Canada)

Oct-17-2020 18:20:27 ACVOPFEINFPGE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Not Applicable

Time (US & Canada)

Oct-12-2020 14:00:04 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6)

Time (US & Canada)

Oct-07-2020 07:02:30 ACVOPFEINFPE000 |(b) (4), (b) Query 1: Closed Response satisfies

(UTC-06:00) Central (6) query. Asvisit

Time (US & Canada) marked as
€rroneous.

Oct-06-2020 17:44:08 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered Changed data per

(UTC-06:00) Central (6) query

Time (US & Canada)

Oct-06-2020 17:43:37 ACVOPFEINFPGE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Not Applicable

Time (US & Canada)

Oct-06-2020 03:43:06 ACVOPFEINFPE000 |(b) (4), (b) Query 1: Reissued:Opened DM1: Kindly

(UTC-06:00) Central (6) provide 'Day'

Time (US & Canada) component of Date
of First Symptom
Started.

Oct-05-2020 15:08:18 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Oct-05-2020 15:08:18 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error

(UTC-06:00) Central (6)
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 15-Sep-2020 21:55

Site No: 1117
Subject No: 11171086
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

Time (US & Canada)

Oct-02-2020 09:23:04 ACVOPFEINFPGE000 |(b) (4), (b) Query 1: Opened DM: Kindly provide

(UTC-06:00) Central (6) 'Day' component of

Time (US & Canada) Date of First
Symptom Started.

Sep-30-2020 14:14:05 | ACVOPFEINFPS000 |(b) (4), (b) Data Entry: Transcription Error

(UTC-06:00) Central (6) Sep/UNK/2020

Time (US & Canada)

Sep-30-2020 14:01:40 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Sep/11/2020

Time (US & Canada)

3. Symptoms Ongoing?

Date L ocation User Value Reason

Nov-16-2020 16:19:21 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Not Done

Time (US & Canada)

Oct-27-2020 19:25:39 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Not Applicable

Time (US & Canada)

Oct-27-2020 19:16:03 ACVOPFEINFPGE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6)

Time (US & Canada)

Oct-17-2020 18:20:27 ACVOPFEINFPGE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Not Applicable

Time (US & Canada)

Oct-12-2020 14:00:04 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6)

Time (US & Canada)

Oct-07-2020 07:02:47 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Response satisfies

(UTC-06:00) Central (6) query. Asvisit

Time (US & Canada) marked as
€rroneous.

Oct-06-2020 17:43:56 ACVOPFEINFPE000 |(b) (4), (b) Query 1: Answered Changed data per

(UTC-06:00) Central (6) query

Time (US & Canada)
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Header Text: ¢4591001

on Sep/14/2020

Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 15-Sep-2020 21:55

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

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

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

(6)

Oct-06-2020 17:43:37 ACVOPFEINFPGE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Applicable
Time (US & Canada)
Oct-06-2020 03:43:34 | ACVOPFEINFPG000 |(b) (4), (b) | Query 1: Reissued:Opened DM1: Kindly
(UTC-06:00) Central (6) provide 'Day'
Time (US & Canada) component of Date

of Last Symptom

Resolved. Thank

you.
Oct-05-2020 15:08:35 ACVOPFEINFP6000 | auto query Query 1: Answered Changed
(UTC-06:00) Central (autoquery) Information
Time (US & Canada)
Oct-05-2020 15:08:35 | ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Changed
(UTC-06:00) Central (6) Information
Time (US & Canada)
Oct-02-2020 09:23:36 ACVOPFEINFPE000 |(b) (4), (b) Query 1: Opened DM: Kindly provide
(UTC-06:00) Central (6) ‘Day' component of
Time (US & Canada) Date of Last

Symptom Resolved.
Sep-30-2020 14:14:26 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error
(UTC-06:00) Central (6) NO
Time (US & Canada) Date of Last Symptom Resolv

ed:
Sep/UNK /2020
Sep-30-2020 14:01:40 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NO
Time (US & Canada) Date of Last Symptom Resolv
ed:
Sep/14/2020

4.a
Date L ocation User Value Reason
Nov-16-2020 16:19:21 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central e Symptoms: FEVER
Time (US & Canada) Symptom Present: Not Done
Oct-27-2020 19:25:39 | ACVOPFEINFP6000 |(B) (4), () | pata Entry: Initial Entry
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 15-Sep-2020 21:55

Site No: 1117
Subject No: 11171086
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

(UTC-06:00) Central
Time (US & Canada)

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

Symptoms: FEVER

Symptom Presen Not Applicab
t: le

Oct-27-2020 19:16:03 | ACVOPFEINFPG000 | (b) (4); Data Entry: Initial Entry
(UTC-06:00) Central () (6) Symptoms: FEVER
Oct-17-2020 18:20:27 | ACVOPFEINFP6000 | (b) (4); Data Entry: Initial Entry
(UTC-06:00) Central O7©)] Symptoms: FEVER
Time (US & Canada) Symptom Presen Not Applicab

t: le
Oct-12-2020 14:00:04 | ACVOPFEINFPG000 | (b) (4); Data Entry: Initial Entry
(UTC-06:00) Central ®) (6) Symptoms: FEVER
Oct-06-2020 17:43:37 | ACVOPFEINFP6000 | (b) (4); DataEntry: Initial Entry
(UTC-06:00) Central () 6) Symptoms: FEVER
Time (US & Canada) Symptom Presen Not Applicab

t: le
Oct-05-2020 15:22:54 | ACVOPFEINFPG000 | (b) (4); Data Entry: Initial Entry
(UTC-06:00) Central () (6) Symptoms: FEVER
Time (US & Canada) Symptom Present:
Sep-30-2020 14:19:09 | ACVOPFEINFPG000 | (b) (4); Data Entry: Initial Entry
(UTC-06:00) Central ) (6) Symptoms: FEVER
Time (US & Canada) Symptom Present: Not Done
Sep-30-2020 14:15:40 | ACVOPFEINFPE000 |®) (). (B) | pata Entry: Changed
(UTC-06:00) Central ©) Symptoms: FEVER Information
Time (US & Canada) Symptom Present:
Sep-30-2020 14:01:40 ACVOPFEINFP6000 | (B) (4). (0) | Data Entry: Initial Entry
(UTC-06:00) Central ) Symptoms: FEVER
Time (US & Canada) Symptom Present: NO
4.a Symptoms;
Date L ocation User Value Reason
Sep-30-2020 14:01:40 | ACVOPFEINFPe000 | (B) (4 (B) | pata Entry: Initial Entry

(6)
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SiteNo: 1117

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/14/2020

Form Version: 15-Sep-2020 21:55

Subject No: 11171086
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

*** Confidential***

(UTC-06:00) Central (b) (4), FEVER

Time (US & Canada) (b) (6)

4.a Was symptom present?

Date L ocation User Value Reason

Nov-16-2020 16:19:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) Not Done

Time (US & Canada)

Oct-27-2020 19:25:39 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) Not Applicable

Time (US & Canada)

Oct-27-2020 19:16:03 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6)

Time (US & Canada)

Oct-17-2020 18:20:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) Not Applicable

Time (US & Canada)

Oct-12-2020 14:00:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (®) (6)

Time (US & Canada)

Oct-06-2020 17:43:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) Not Applicable

Time (US & Canada)

Oct-06-2020 07:43:49 ACVOPFEINFP6000 |(b) (4), Query 1: Closed erroneous visit

(UTC-06:00) Central () (6)

Time (US & Canada)

Oct-05-2020 15:25:31 ACVOPFEINFP6000 |(b) (4), Query 1: Answered Original valueis

(UTC-06:00) Central (b) (6) correct

Time (US & Canada)

Oct-05-2020 15:22:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central () (6)

Time (US & Canada)

Oct-03-2020 18:24:28 ACVOPFEINFPE000 |(b) Query 1. Opened Clinica Query: Per

(UTC-06:00) Central (4), CRF CRs Section

Time (US & Canada) (b) 8.30.5, Yesor No

(6) must be selected.
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 15-Sep-2020 21:55

Site No: 1117
Subject No: 11171086
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

Sep-30-2020 14:19:09 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
Sep-30-2020 14:15:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed
(UTC-06:00) Central (b) (6) Information
Time (US & Canada)
Sep-30-2020 14:01:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (®) (6) NO
Time (US & Canada)
4.b
Date L ocation User Value Reason
Nov-16-2020 16:19:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®® Symptoms: NEW OR INCREA
Time (US & Canada) SED COUGH

Symptom Not Done

Present:
Oct-27-2020 19:25:39 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®) (6) Symptoms: NEW OR INCREA
Time (US & Canada) SED COUGH

Symptom Not Applicable

Present:
Oct-27-2020 19:16:03 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®® Symptoms: NEW OR INCREA
Time (US & Canada) SED COUGH

Symptom

Present:
Oct-17-2020 18:20:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () (6) Symptoms: NEW OR INCREA
Time (US & Canada) SED COUGH

Symptom Not Applicable

Present:
Oct-12-2020 14:00:04 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®)©) Symptoms. NEW OR INCREA
Time (US & Canada) SED COUGH

Symptom

Present:

Page 384 of 501

*** Confidential***

FDA-CBER-2021-5683-0794980




090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

on Sep/14/2020

Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 15-Sep-2020 21:55

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Oct-06-2020 17:43:37 | ACVOPFEINFPG000 | (b) (4); Data Entry: Initial Entry
(UTC-06:00) Central ®® Symptoms: NEW OR INCREA
Time (US & Canada) SED COUGH

Symptom Not Applicable

Present:
Oct-05-2020 15:12:02 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ) (6) Symptoms: NEW OR INCREA
Time (US & Canada) SED COUGH

Symptom

Present:
Sep-30-2020 14:19:20 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) 6) Symptoms: NEW OR INCREA
Time (US & Canada) SED COUGH

Symptom Not Done

Present:
Sep-30-2020 14:16:04 | ACVOPFEINFPG000 | (b) (4); DataEntry: Changed
(UTC-06:00) Central () (6) Symptoms. NEW OR INCREA | Information
Time (US & Canada) SED COUGH

Symptom

Present:
Sep-30-2020 14:01:40 | ACVOPFEINFP6000 |(b) (4): Data Entry: Initial Entry
(UTC-06:00) Central ®) (6) Symptoms: NEW OR INCREA
Time (US & Canada) SED COUGH

Symptom NO

Present:

*** Confidential***

Page 385 of 501

FDA-CBER-2021-5683-0794981




090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001
Visit: POT_COVID_ILL 1
on Sep/14/2020

- Unscheduled Visit

Form Version: 15-Sep-2020 21:55

Site No: 1117
Subject No: 11171086
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

4.b Symptoms:
Date L ocation User Value Reason
Sep-30-2020 14:01:40 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NEW OR INCREASED COUGH
Time (US & Canada)
4.b Was symptom present?
Date L ocation User Value Reason
Nov-16-2020 16:19:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®) (6) Not Done
Time (US & Canada)
Oct-27-2020 19:25:39 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
Oct-27-2020 19:16:03 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®) (6)
Time (US & Canada)
Oct-17-2020 18:20:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
Oct-12-2020 14:00:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (®) (6)
Time (US & Canada)
Oct-06-2020 17:43:37 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
Oct-06-2020 07:43:59 ACVOPFEINFP6000 |(b) Query 1: Closed erroneous visit
(UTC-06:00) Central (4),
Time (US & Canada) (b)

(6)
Oct-05-2020 15:25:39 ACVOPFEINFPE000 | (b) (4). Query 1: Answered Original valueis
(UTC-06:00) Central (b) (6) correct
Time (US & Canada)
Oct-05-2020 15:12:02 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6)
Time (US & Canada)
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Header Text: ¢4591001

on Sep/14/2020

Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 15-Sep-2020 21:55

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

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

Subject Initials: ---

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

Oct-03-2020 18:24:44 ACVOPFEINFP6000 |(b) Query 1: Opened Clinical Query: Per
(UTC-06:00) Central (4), CRF CRs Section
Time (US & Canada) (b) 8.30.5, Yesor No
(6) must be selected.
Sep-30-2020 14:19:20 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®) (6) Not Done
Time (US & Canada)
Sep-30-2020 14:16:04 ACVOPFEINFPE000 |(b) (4), Data Entry: Changed
(UTC-06:00) Central (b) (6) Information
Time (US & Canada)
Sep-30-2020 14:01:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NO
Time (US & Canada)
4.c
Date L ocation User Value Reason
Nov-16-2020 16:19:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®)©) Sympto NEW OR INCREASE
Time (US& Canada) ms: D SHORTNESS OF B
REATH

Sympto Not Done

m Prese

nt:
Oct-27-2020 19:25:39 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®) ©) Sympto NEW OR INCREASE
Time (US& Canada) ms: D SHORTNESS OF B

REATH

Sympto Not Applicable

m Prese

nt:
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 15-Sep-2020 21:55

Site No: 1117
Subject No: 11171086
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

4.c
Date L ocation User Value Reason
Oct-27-202019:16:03 | ACVOPFEINFPG000 | (b) (4); DataEntry: Initial Entry
(UTC-06:00) Central ®)®) Sympto NEW OR INCREASE
Time (US & Canada) ms D SHORTNESSOF B
REATH
Sympto
m Prese
nt:
Oct-17-2020 18:20:27 | ACVOPFEINFPG000 | (b) (4); Data Entry: Initial Entry
(UTC-06:00) Central ®)®) Sympto NEW OR INCREASE
Time (US & Canada) ms D SHORTNESSOF B
REATH
Sympto Not Applicable
m Prese
nt:
Oct-12-2020 14:00:04 | ACVOPFEINFPG000 | (b) (4); DataEntry: Initial Entry
(UTC-06:00) Central ®® Sympto NEW OR INCREASE
Time (US & Canada) ms D SHORTNESSOF B
REATH
Sympto
m Prese
nt:
Oct-06-2020 17:43:37 | ACVOPFEINFPG000 | (b) (4): Data Entry: Initial Entry
(UTC-06:00) Central ®® Sympto NEW OR INCREASE
Time (US & Canada) ms D SHORTNESSOF B
REATH
Sympto Not Applicable
m Prese
nt:
Oct-05-2020 15:11:47 | ACVOPFEINFPG000 | (b) (4): DataEntry: Initial Entry
(UTC-06:00) Central ®® Sympto NEW OR INCREASE
Time (US & Canada) ms D SHORTNESSOF B
REATH
Sympto
m Prese
nt:
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
on Sep/14/2020 Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Sep-30-2020 14:19:28 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central e Sympto NEW OR INCREASE
Time (US & Canada) ms: D SHORTNESS OF B
REATH
Sympto Not Done
m Prese
nt:
Sep-30-2020 14:16:26 ACVOPFEINFPGE000 |(b) (4), Data Entry: Changed
(UTC-06:00) Central (0) 6) Sympto NEW OR INCREASE | Information
Time (US & Canada) ms: D SHORTNESS OF B
REATH
Sympto
m Prese
nt:
Sep-30-2020 14:01:40 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () 6) Sympto NEW OR INCREASE
Time (US & Canada) ms. D SHORTNESS OF B
REATH
Sympto NO
m Prese
nt:
Page 389 of 501
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 15-Sep-2020 21:55

Site No: 1117
Subject No: 11171086
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

4.c Symptoms:
Date L ocation User Value Reason
Sep-30-2020 14:01:40 ACVOPFEINFPE000 |(b) (4). Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NEW OR INCREASED SHORT
Time (US & Canada) NESS OF BREATH
4.c Was symptom present?
Date L ocation User Value Reason
Nov-16-2020 16:19:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
Oct-27-2020 19:25:39 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (®) (6) Not Applicable
Time (US & Canada)
Oct-27-2020 19:16:03 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-17-2020 18:20:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
Oct-12-2020 14:00:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-06-2020 17:43:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (®) (6) Not Applicable
Time (US & Canada)
Oct-06-2020 07:44:08 ACVOPFEINFP6000 |(b) Query 1: Closed erroneous visit
(UTC-06:00) Central 4),
Time (US & Canada) (b)

(6)
Oct-05-2020 15:25:47 ACVOPFEINFP6000 |(b) (4), Query 1. Answered Original valueis
(UTC-06:00) Central (b) (6) correct
Time (US & Canada)
Oct-05-2020 15:11:47 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () (6)
Time (US & Canada)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

on Sep/14/2020

Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 15-Sep-2020 21:55

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

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

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

Oct-03-2020 18:24:54 ACVOPFEINFP6000 |(b) Query 1: Opened Clinical Query: Per
(UTC-06:00) Central 4), CRF CRs Section
Time (US & Canada) (b) 8.30.5, Yesor No

(6) must be selected.
Sep-30-2020 14:19:28 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () (6) Not Done
Time (US & Canada)
Sep-30-2020 14:16:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed
(UTC-06:00) Central (b) (6) Information
Time (US & Canada)
Sep-30-2020 14:01:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (®) (6) NO
Time (US & Canada)
4.d
Date L ocation User Value Reason
Nov-16-2020 16:19:21 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®) &) Symptoms: CHILLS
Time (US & Canada) Symptom Present: Not Done
Oct-27-2020 19:25:39 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®)© Symptoms.  CHILLS
Time (US & Canada) Symptom Prese Not Applicab

nt: le
Oct-27-2020 19:16:03 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®) 6) Symptoms: CHILLS
Time (US & Canada) Symptom Present:
Oct-17-2020 18:20:27 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®®) Symptoms: CHILLS
Time (US & Canada) Symptom Prese Not Applicab
nt: le

Oct-12-2020 14:00:04 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®) 6) Symptoms: CHILLS
Time (US & Canada) Symptom Present:
Oct-06-2020 17:43:37 ACVOPFEINFP6000 (g) (g), Data Entry: Initial Entry
(UTC-06:00) Central R Symptoms  CHILLS

*** Confidential***
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 15-Sep-2020 21:55

Site No: 1117
Subject No: 11171086
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

Time (US & Canada)

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

Symptom Prese Not Applicab

nt: le
Oct-05-2020 15:11:32 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®) (6) Symptoms: CHILLS
Time (US & Canada) Symptom Present:
Sep-30-2020 14:19:37 | ACVOPFEINFPS000 | (b) (4); Data Entry: Initial Entry
(UTC-06:00) Central ) (6) Symptoms: CHILLS
Time (US & Canada) Symptom Present: Not Done
Sep-30-2020 14:16:43 | ACVOPFEINFPG000 | (b) (4); Data Entry: Changed
(UTC-06:00) Central ®) (6) Symptoms: CHILLS | Information
Time (US & Canada) Symptom Present:
Sep-30-2020 14:01:40 | ACVOPFEINFPS000 | (b) (4); Data Entry: Initial Entry
(UTC-06:00) Central ®) 6) Symptoms: CHILLS

Time (US & Canada)

Symptom Present: NO
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 15-Sep-2020 21:55

Site No: 1117
Subject No: 11171086
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

4.d Symptoms:

Date L ocation User Value Reason
Sep-30-2020 14:01:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) CHILLS

Time (US & Canada)

4.d Was symptom present?

Date L ocation User Value Reason
Nov-16-2020 16:19:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done

Time (US & Canada)

Oct-27-2020 19:25:39 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (®) (6) Not Applicable

Time (US & Canada)

Oct-27-2020 19:16:03 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6)

Time (US & Canada)

Oct-17-2020 18:20:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable

Time (US & Canada)

Oct-12-2020 14:00:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6)

Time (US & Canada)

Oct-06-2020 17:43:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (®) (6) Not Applicable

Time (US & Canada)

Oct-06-2020 07:44:18 ACVOPFEINFP6000 |(b) (4), Query 1: Closed erroneous visit
(UTC-06:00) Central (b) (6)

Time (US & Canada)

Oct-05-2020 15:25:55 ACVOPFEINFP6000 |(b) (4), Query 1. Answered Original valueis
(UTC-06:00) Central (b) (6) correct
Time (US & Canada)

Oct-05-2020 15:11:32 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () (6)

Time (US & Canada)

*** Confidential***
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 15-Sep-2020 21:55

Site No: 1117
Subject No: 11171086
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

Oct-03-2020 18:25:05 ACVOPFEINFP6000 |(b) Query 1: Opened Clinical Query: Per
(UTC-06:00) Central 4), CRF CRs Section
Time (US & Canada) (b) 8.30.5, Yesor No
(6) must be selected.

Sep-30-2020 14:19:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () (6) Not Done
Time (US & Canada)
Sep-30-2020 14:16:43 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed
(UTC-06:00) Central (b) (6) Information
Time (US & Canada)
Sep-30-2020 14:01:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (®) (6) NO
Time (US & Canada)
4e
Date L ocation User Value Reason
Nov-16-2020 16:19:21 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () ) Symptom NEW OR INCREAS
Time (US & Canada) S ED MUSCLE PAIN

Symptom Not Done

Present:
Oct-27-2020 19:25:39 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Centrl () ©) Symptom NEW OR INCREAS
Time (US & Canada) s: ED MUSCLE PAIN

Symptom Not Applicable

Present:
Oct-27-2020 19:16:03 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ) ©) Symptom NEW OR INCREAS
Time (US & Canada) s: ED MUSCLE PAIN

Symptom

Present:
Oct-17-2020 18:20:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ) ©) Symptom NEW OR INCREAS
Time (US & Canada) s ED MUSCLE PAIN

Symptom Not Applicable
Present:
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
on Sep/14/2020 Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
4e
Date L ocation User Value Reason
Oct-12-2020 14:00:04 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®)®) Symptom NEW OR INCREAS
Time (US & Canada) s ED MUSCLE PAIN
Symptom
Present:
Oct-06-2020 17:43:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®® Symptom NEW OR INCREAS
Time (US & Canada) s ED MUSCLE PAIN
Symptom Not Applicable
Present:
Oct-05-2020 15:11:16 | ACVOPFEINFPE000 | (b) (), Data Entry: Initial Entry
(UTC-06:00) Central ) (6) Symptom NEW OR INCREAS
Time (US & Canada) s ED MUSCLE PAIN
Symptom
Present:
Sep-30-2020 14:19:47 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®® Symptom NEW OR INCREAS
Time (US & Canada) s ED MUSCLE PAIN
Symptom Not Done
Present:
Sep-30-2020 14:16:53 ACVOPFEINFPE000 |(b) (4), Data Entry: Changed
(UTC-06:00) Central (b) (6) Symptom NEW OR INCREAS | Information
Time (US & Canada) s ED MUSCLE PAIN
Symptom
Present:
Sep-30-2020 14:01:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®) (6) Symptom NEW OR INCREAS
Time (US & Canada) s ED MUSCLE PAIN
Symptom YES
Present:
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 15-Sep-2020 21:55

Site No: 1117
Subject No: 11171086
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

4.e Symptoms:
Date L ocation User Value Reason
Sep-30-2020 14:01:40 ACVOPFEINFPE000 |(b) (4). Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NEW OR INCREASED MUSCL
Time (US & Canada) E PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Nov-16-2020 16:19:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
Oct-27-2020 19:25:39 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (®) (6) Not Applicable
Time (US & Canada)
Oct-27-2020 19:16:03 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-17-2020 18:20:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
Oct-12-2020 14:00:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-06-2020 17:43:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (®) (6) Not Applicable
Time (US & Canada)
Oct-06-2020 07:44:28 ACVOPFEINFP6000 |(b) Query 1: Closed erroneous visit
(UTC-06:00) Central (4),
Time (US & Canada) (b)

(6)
Oct-05-2020 15:26:04 ACVOPFEINFP6000 |(b) (4), Query 1. Answered Original valueis
(UTC-06:00) Central (b) (6) correct
Time (US & Canada)
Oct-05-2020 15:11:16 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () (6)
Time (US & Canada)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

on Sep/14/2020

Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 15-Sep-2020 21:55

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Oct-03-2020 18:25:16 ACVOPFEINFP6000 |(b) Query 1: Opened Clinical Query: Per
(UTC-06:00) Central 4), CRF CRs Section
Time (US & Canada) (b) 8.30.5, Yesor No
(6) must be selected.

Sep-30-2020 14:19:47 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () (6) Not Done
Time (US & Canada)
Sep-30-2020 14:16:53 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed
(UTC-06:00) Central (b) (6) Information
Time (US & Canada)
Sep-30-2020 14:01:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (®) (6) YES
Time (US & Canada)
A4f
Date L ocation User Value Reason
Nov-16-2020 16:19:21 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®) 6) Symptoms NEW LOSS OF TA
Time (US & Canada) ; STE OR SMELL

Symptom Not Done

Present:
Oct-27-2020 19:25:39 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Rue Symptoms NEW LOSS OF TA
Time (US & Canada) : STE OR SMELL

Symptom Not Applicable

Present:
Oct-27-2020 19:16:03 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®©) Symptoms NEW LOSS OF TA
Time (US & Canada) : STE OR SMELL

Symptom

Present:
Oct-17-2020 18:20:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Centrl () (6) Symptoms NEW LOSS OF TA
Time (US & Canada) : STE OR SMELL

Symptom Not Applicable

Present:

*** Confidential***
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 15-Sep-2020 21:55

Site No: 1117
Subject No: 11171086
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

Oct-12-2020 14:00:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Ruc symptoms NEW LOSS OF TA
Time (US & Canada) : STE OR SMELL

Symptom

Present:
Oct-06-2020 17:43:37 | ACVOPFEINFPG000 | (b) (@), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Symptoms NEW LOSS OF TA
Time (US & Canada) : STE OR SMELL

Symptom Not Applicable

Present:
Oct-05-2020 15:10:14 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () (6) Symptoms NEW LOSS OF TA
Time (US & Canada) STE OR SMELL

Symptom

Present:
Sep-30-2020 14:19:56 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®) ©) s/mptoms NEW LOSS OF TA
Time (US & Canada) STE OR SMELL

Symptom Not Done

Present:
Sep-30-2020 14:18:23 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed
(UTC-06:00) Central ® ©) Symptoms NEW LOSSOF TA | Information
Time (US & Canada) STE OR SMELL

Symptom

Present:
Sep-30-2020 14:01:40 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () (6) Symptoms NEW LOSS OF TA
Time (US & Canada) : STE OR SMELL

Symptom NO

Present:
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 15-Sep-2020 21:55

Site No: 1117
Subject No: 11171086
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

4.f Symptoms:
Date L ocation User Value Reason
Sep-30-2020 14:01:40 ACVOPFEINFPE000 |(b) (4). Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NEW LOSS OF TASTE OR SM
Time (US & Canada) ELL
4.f Was symptom present?
Date L ocation User Value Reason
Nov-16-2020 16:19:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
Oct-27-2020 19:25:39 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (®) (6) Not Applicable
Time (US & Canada)
Oct-27-2020 19:16:03 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-17-2020 18:20:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
Oct-12-2020 14:00:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-06-2020 17:43:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (®) (6) Not Applicable
Time (US & Canada)
Oct-06-2020 07:44:36 ACVOPFEINFP6000 |(b) Query 1: Closed erroneous visit
(UTC-06:00) Central 4),
Time (US & Canada) (b)

(6)
Oct-05-2020 15:26:14 ACVOPFEINFP6000 |(b) (4), Query 1. Answered Original valueis
(UTC-06:00) Central (b) (6) correct
Time (US & Canada)
Oct-05-2020 15:10:14 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () (6)
Time (US & Canada)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 15-Sep-2020 21:55

Site No: 1117
Subject No: 11171086
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

Oct-03-2020 18:25:26 ACVOPFEINFP6000 |(b) Query 1: Opened Clinical Query: Per
(UTC-06:00) Central 4), CRF CRs Section
Time (US & Canada) (b) 8.30.5, Yesor No
(6) must be selected.

Sep-30-2020 14:19:56 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () (6) Not Done
Time (US & Canada)
Sep-30-2020 14:18:23 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed
(UTC-06:00) Central (b) (6) Information
Time (US & Canada)
Sep-30-2020 14:01:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (®) (6) NO
Time (US & Canada)
49
Date L ocation User Value Reason
Nov-16-2020 16:19:21 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®) ©) Symptom NEW OR INCREAS
Time (US & Canada) s ED SORE THROAT

Symptom Not Done

Present:
Oct-27-2020 19:25:39 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Centrl ) ©) Symptom NEW OR INCREAS
Time (US & Canada) s: ED SORE THROAT

Symptom Not Applicable

Present:
Oct-27-2020 19:16:03 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ) ©) Symptom NEW OR INCREAS
Time (US & Canada) s: ED SORE THROAT

Symptom

Present:
Oct-17-2020 18:20:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ) ©) Symptom NEW OR INCREAS
Time (US & Canada) s ED SORE THROAT

Symptom Not Applicable

Present:
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
on Sep/14/2020 Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Oct-12-2020 14:00:04 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ) ©) Symptom NEW OR INCREAS
Time (US & Canada) s ED SORE THROAT

Symptom

Present:
Oct-06-2020 17:43:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ) ©) Symptom NEW OR INCREAS
Time (US & Canada) s ED SORE THROAT

Symptom Not Applicable

Present:
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 15-Sep-2020 21:55

Site No: 1117
Subject No: 11171086
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

49
Date L ocation User Value Reason
Oct-05-2020 15:09:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®) (6) Symptom NEW OR INCREAS
Time (US & Canada) s: ED SORE THROAT

Symptom

Present:
Sep-30-2020 14:20:05 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
(UTC-06:00) Central ) (6) Symptom NEW OR INCREAS
Time (US & Canada) s ED SORE THROAT

Symptom Not Done

Present:
Sep-30-2020 14:18:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-06:00) Central ®®) Symptom NEW OR INCREAS
Time (US & Canada) s: ED SORE THROAT

Symptom

Present:
Sep-30-2020 14:01:40 ACVOPFEINFP6000 |(b) (4), DataEntry: Initial Entry
(UTC-06:00) Central ® ©) Symptom NEW OR INCREAS
Time (US & Canada) s ED SORE THROAT

Symptom NO

Present:

Page 402 of 501

*** Confidential***
FDA-CBER-2021-5683-0794998




090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 15-Sep-2020 21:55

Site No: 1117
Subject No: 11171086
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

4.9 Symptoms:
Date L ocation User Value Reason
Sep-30-2020 14:01:40 ACVOPFEINFPE000 |(b) (4). Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NEW OR INCREASED SORE T
Time (US & Canada) HROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Nov-16-2020 16:19:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
Oct-27-2020 19:25:39 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
Oct-27-2020 19:16:03 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-17-2020 18:20:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (0) (6) Not Applicable
Time (US & Canada)
Oct-12-2020 14:00:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-06-2020 17:43:37 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
Oct-06-2020 07:44:45 ACVOPFEINFP6000 |(b) Query 1: Closed erroneous visit
(UTC-06:00) Central 4,
Time (US & Canada) (b)

(6)
Oct-05-2020 15:26:24 ACVOPFEINFP6000 |(b) (4), Query 1: Answered Origina valueis
(UTC-06:00) Central (b) (6) correct
Time (US & Canada)
Oct-05-2020 15:09:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () (6)
Time (US & Canada)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 15-Sep-2020 21:55

Site No: 1117
Subject No: 11171086
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

Oct-03-2020 18:25:37 ACVOPFEINFP6000 |(b) Query 1: Opened Clinical Query: Per
(UTC-06:00) Central 4, CRF CRs Section
Time (US & Canada) (b) 8.30.5, Yesor No
(6) must be selected.

Sep-30-2020 14:20:05 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (0) (6) Not Done
Time (US & Canada)
Sep-30-2020 14:18:35 ACVOPFEINFPE000 |(b) (4), Data Entry: Transcription Error
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Sep-30-2020 14:01:40 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NO
Time (US & Canada)
4.h
Date L ocation User Value Reason
Nov-16-2020 16:19:21 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ® ©) Symptoms: DIARRHE
Time (US & Canada) A

Symptom Present Not Done
Oct-27-2020 19:25:39 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®®) Symptoms: DIARRHEA
Time (US & Canada) Symptom Prese  Not Applicab

nt: le
Oct-27-2020 19:16:03 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®®) Symptoms: DIARRHE
Time (US & Canada) A

Symptom Present
Oct-17-2020 18:20:27 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®©® Symptoms.  DIARRHEA
Time (US& Canada) Symptom Prese Not Applicab

nt: le
Oct-12-2020 14:00:04 ACVOPFEINFP6000 | () (4, Data Entry: Initial Entry
UTC-06:00) Central @6 -
( - Symptoms: DIARRHE
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

on Sep/14/2020

Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 15-Sep-2020 21:55

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Symptom Present NO

Time (US & Canada) (b) (4), (b) (6) A

Symptom Present
Oct-06-2020 17:43:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®®) Symptoms: DIARRHEA
Time (US& Canada) Symptom Prese  Not Applicab

nt: le
Oct-05-2020 15:10:53 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
(UTC-06:00) Central ® ©) Symptoms: DIARRHE
Time (US & Canada) A

Symptom Present
Sep-30-2020 14:20:13 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®®) Symptoms: DIARRHE
Time (US & Canada) A

Symptom Present Not Done
Sep-30-2020 14:18:46 ACVOPFEINFPE000 |(b) (4), Data Entry: Changed
(UTC-06:00) Central (b) (6) Symptoms: DIARRHE Information
Time (US & Canada) A

Symptom Present
Sep-30-2020 14:01:40 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®©) Symptoms: DIARRHE
Time (US & Canada) A

*** Confidential***
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 15-Sep-2020 21:55

Site No: 1117
Subject No: 11171086
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

4.h Symptoms:
Date L ocation User Value Reason
Sep-30-2020 14:01:40 ACVOPFEINFPE000 |(b) (4). Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) DIARRHEA
Time (US & Canada)
4.h Was symptom present?
Date L ocation User Value Reason
Nov-16-2020 16:19:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
Oct-27-2020 19:25:39 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (®) (6) Not Applicable
Time (US & Canada)
Oct-27-2020 19:16:03 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-17-2020 18:20:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
Oct-12-2020 14:00:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-06-2020 17:43:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (®) (6) Not Applicable
Time (US & Canada)
Oct-06-2020 07:44:53 ACVOPFEINFP6000 |(b) Query 1: Closed erroneous visit
(UTC-06:00) Central 4),
Time (US & Canada) (b)

(6)
Oct-05-2020 15:26:32 ACVOPFEINFP6000 |(b) (4), Query 1. Answered Original valueis
(UTC-06:00) Central (b) (6) correct
Time (US & Canada)
Oct-05-2020 15:10:53 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () (6)
Time (US & Canada)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

on Sep/14/2020

Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 15-Sep-2020 21:55

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

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

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

*** Confidential***

Oct-03-2020 18:25:47 ACVOPFEINFP6000 |(b) Query 1: Opened Clinical Query: Per
(UTC-06:00) Central 4), CRF CRs Section
Time (US & Canada) (b) 8.30.5, Yesor No

(6) must be selected.
Sep-30-2020 14:20:13 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () (6) Not Done
Time (US & Canada)
Sep-30-2020 14:18:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed
(UTC-06:00) Central (b) (6) Information
Time (US & Canada)
Sep-30-2020 14:01:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (®) (6) NO
Time (US & Canada)
4.
Date L ocation User Value Reason
Nov-16-2020 16:19:21 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (®) Symptoms: VOMITING
Time (US & Canada) Symptom Present: Not Done
Oct-27-2020 19:25:39 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ©)46) Symptoms  VOMITING
Time (US & Canada) Symptom Presen Not Applicabl

t: e
Oct-27-2020 19:16:03 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®)©) Symptoms: VOMITING
Time (US & Canada) Symptom Present:
Oct-17-2020 18:20:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central o) Symptoms.  VOMITING
Time (US & Canada) Symptom Presen Not Applicabl
t: e
Oct-12-2020 14:00:04 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () ©) Symptoms: VOMITING
Time (US & Canada) Symptom Present:
Oct-06-2020 17:43:37 ACVOPFEINFP6000 | () (4, Data Entry: Initial Entry
. (b) (6)
(UTC-06:00) Central Symptoms: VOMITING
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

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

Subject No: 11171086

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: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Time (US & Canada)

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

Symptom Presen Not Applicabl

t: e
Oct-05-2020 15:10:37 | ACVOPFEINFPE000 | (B) (4); Data Entry: Initial Entry
(UTC-06:00) Central () ) Symptoms: VOMITING
Time (US & Canada) Symptom Present:
Sep-30-2020 14:20:26 | ACVOPFEINFPB000 | (b) (4); Data Entry: Initial Entry
(UTC-06:00) Central ) ©) Symptoms: VOMITING

Time (US & Canada)

Symptom Present: Not Done
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Sep/14/2020 Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

4.
Date L ocation User Value Reason
Sep-30-2020 14:18:58 ACVOPFEINFPGE000 |(b) (4), Data Entry: Changed
(UTC-06:00) Central () 6) Symptoms: VOMITIN Information
Time (US & Canada) G

Symptom Present
Sep-30-2020 14:01:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®® Symptoms: VOMITIN
Time (US & Canada) G

Symptom Present NO
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 15-Sep-2020 21:55

Site No: 1117
Subject No: 11171086
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

4.i Symptoms:
Date L ocation User Value Reason
Sep-30-2020 14:01:40 ACVOPFEINFPE000 |(b) (4). Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) VOMITING
Time (US & Canada)
4.i Was symptom present?
Date L ocation User Value Reason
Nov-16-2020 16:19:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
Oct-27-2020 19:25:39 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (®) (6) Not Applicable
Time (US & Canada)
Oct-27-2020 19:16:03 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-17-2020 18:20:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
Oct-12-2020 14:00:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-06-2020 17:43:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (®) (6) Not Applicable
Time (US & Canada)
Oct-06-2020 07:45:02 ACVOPFEINFP6000 |(b) Query 1: Closed erroneous visit
(UTC-06:00) Central 4),
Time (US & Canada) (b)

(6)
Oct-05-2020 15:26:42 ACVOPFEINFP6000 |(b) (4), Query 1. Answered Original valueis
(UTC-06:00) Central (b) (6) correct
Time (US & Canada)
Oct-05-2020 15:10:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () (6)
Time (US & Canada)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

on Sep/14/2020

Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 15-Sep-2020 21:55

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Oct-03-2020 18:25:59 ACVOPFEINFP6000 |(b) Query 1: Opened Clinical Query: Per

(UTC-06:00) Central 4), CRF CRs Section

Time (US & Canada) (b) 8.30.5, Yesor No
(6) must be selected.

Sep-30-2020 14:20:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central () (6) Not Done

Time (US & Canada)

Sep-30-2020 14:18:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed

(UTC-06:00) Central (b) (6) Information

Time (US & Canada)

Sep-30-2020 14:01:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (®) (6) NO

Time (US & Canada)

5a

Date L ocation User Value Reason

Oct-27-2020 19:25:27 ACVOPFEINFPE000 | (b) (4), Data Entry: Changed

(UTC-06:00) Central (b) (6) Symptoms - Other: Information

Time (US & Canada) (DELETED)

Oct-05-2020 15:23:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

(UTC-06:00) Central ®®) Symptoms - Other:

Time (US & Canada)

Sep-30-2020 14:13:08 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

(UTC-06:00) Central ®®) Symptoms - Othe HEADACH | (DELETED)

Time (US & Canada) r E

Sep-30-2020 14:02:28 ACVOPFEINFPE000 | (b) (4). Data Entry: Initial Entry

(UTC-06:00) Central ®) ©) Symptoms - Othe HEADACH

Time (US & Canada) r E

5.a Symptoms - Other Text:

Date L ocation User Value Reason

Oct-28-2020 12:45:03 | ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Oct-27-2020 19:29:40 | ACVOPFEINFPS000 |(b) (4), (b) Query 1: Answered Changed data per

(UTC-06:00) Central (6) query

*** Confidential***
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 15-Sep-2020 21:55

Site No: 1117
Subject No: 11171086
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

Time (US & Canada)

Oct-27-2020 19:25:27 | ACVOPFEINFPS000 |(b) (4), (b) Data Entry: Changed

(UTC-06:00) Central (6) Information

Time (US & Canada) (DELETED)

Oct-20-2020 09:50:27 | ACVOPFEINFP6000 | (b) (4), Query 1: Opened If not reporting

(UTC-06:00) Central (b) (6) symptoms, please

Time (US & Canada) delete thislog line
by clicking into the
term and selecting
delete at the bottom
of the form.

Oct-05-2020 15:23:35 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Itemset row was

(UTC-06:00) Central (6) undeleted in order

Time (US & Canada) to clear CRF

Oct-05-2020 15:23:35 | ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Transcription Error

(UTC-06:00) Central (6)

Time (US & Canada)

Sep-30-2020 14:13:08 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error

(UTC-06:00) Central (6) HEABACHE (DELETED)

Time (US & Canada)

Sep-30-2020 14:02:28 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) HEADACHE

Time (US & Canada)
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen

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

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason

Dec-15-2020 11:12:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (0) (6) Not Done

Time (US & Canada)

Oct-17-2020 18:20:43 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) Not Applicable

Time (US & Canada)

2. Specimen Type:

Date L ocation User Value Reason

Dec-15-2020 11:12:15 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) Not Done

Time (US & Canada)

Oct-17-2020 18:20:43 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) Not Applicable

Time (US & Canada)

3. Specimen Collection Location:

Date L ocation User Value Reason

Dec-15-2020 11:12:15 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) Not Done

Time (US & Canada)

Oct-17-2020 18:20:43 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) Not Applicable

Time (US & Canada)

4. Assay Code and Description:

Date L ocation User Value Reason

Dec-15-2020 11:12:15 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) Not Done

Time (US & Canada)

Oct-17-2020 18:20:43 ACVOPFEINFP6000 | (b) (4), (b) | Data Entry: Initial Entry
(6)
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 06-Jul-2020 21:54

Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status. Data Complete, Frozen

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

(UTC-06:00) Central (g) @. ®) | Not Applicable
Time (US & Canada) ()
5. Device Type:
Date L ocation User Value Reason
Dec-15-2020 11:12:15 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
Oct-17-2020 18:20:43 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () (6) Not Applicable
Time (US & Canada)
6. Trade Name;
Date L ocation User Value Reason
Dec-15-2020 11:12:15 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
Oct-17-2020 18:20:43 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (0) (6) Not Applicable
Time (US & Canada)
7. Test Result:
Date L ocation User Value Reason
Dec-15-2020 11:12:15 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
Oct-17-2020 18:20:43 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (0) (6) Not Applicable
Time (US & Canada)
8. Comments/Findings/Details:
Date L ocation User Value Reason
Dec-15-2020 11:12:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
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Header Text: ¢4591001

on Sep/14/2020

Form Version: 06-Jul-2020 21:54
Site No: 1117

Subject No: 11171086
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Status. Data Complete, Frozen

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

Oct-17-2020 18:20:43 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable

Time (US & Canada)

9. Trade Name Other, Specify:

Date L ocation User Value Reason
Dec-15-2020 11:12:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done

Time (US & Canada)

Oct-17-2020 18:20:43 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable

Time (US & Canada)
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

eCRF Audit Trail History

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

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

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Back to Form

1. Data Origin

Date L ocation User Value Reason
Mar-04-2021 13:28:34 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE

Time (US & Canada)

Mar-04-2021 11:44:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc)

Time (US & Canada)

Feb-22-2021 17:56:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Not Applicable

Time (US & Canada)

Feb-22-2021 17:55:38 ACVOPFEINFP6000 |autocalc |DataEntry: Changed
(UTC-06:00) Central (autocalc) Information
Time (US & Canada)

Sep-30-2020 14:03:29 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason
Mar-04-2021 13:28:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | NASAL_SWAB_SELF

Time (US & Canada)

Mar-04-2021 11:44:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc)

Time (US & Canada)

Feb-22-2021 17:56:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Not Applicable

Time (US & Canada)

Feb-22-2021 17:55:38 ACVOPFEINFP6000 |autocalc |DataEntry: Changed
(UTC-06:00) Central (autocalc) Information
Time (US & Canada)

Sep-30-2020 14:03:29 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central

(autocalc) | NASAL_SWAB_SELF
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171086
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

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Mar-04-2021 13:28:34 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) YES

Time (US & Canada) Date of Collection:

Sep/14/2020

Mar-04-2021 11:44:09 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6)

Time (US & Canada)

Feb-23-2021 06:26:08 | ACVOPFEINFP6000 | (b) Query 4: Closed closed per data

(UTC-06:00) Central E:g © updated.

Time (US & Canada)

Feb-22-2021 17:56:48 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Not Applicable

Time (US & Canada)

Feb-22-2021 17:55:38 | ACVOPFEINFP6000 | auto query Query 4: Answered Changed Information

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Feb-22-2021 17:55:38 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed Information

(UTC-06:00) Central (6)

Time (US & Canada)

Feb-22-2021 13:59:08 | ACVOPFEINFP6000 |(b) (4), (b) Query 4: Opened 'Erroneous Visit' is

(UTC-06:00) Central (6) marked in DOV CRF

Time (US & Canada) but datais present in
this CRF. Please
untick erroneous visit
button in DOV CRF
*if* visit occurred.
Otherwise remove all
datain this CRF &
add form-level
comment = NOT
APPLICABLE/NOT
DONE

Nov-09-2020 09:00:32 | ACVOPFEINFPG6000 |(b) (4), Query 2: Closed Re-query

(UTC-06:00) Central (b) (6)
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171086
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

Time (US & Canada)

Nov-08-2020 07:38:31 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 3: Deleted Duplicate query

(UTC-06:00) Central raised to have data

Time (US & Canada) removed since
erroneous visit

Nov-08-2020 07:32:45 | ACVOPFEINFP6000 |(b) (4), (b) Query 2: Reissued:Opened DM Q: Since the visit

(UTC-06:00) Central (6) ismarked

Time (US & Canada) ERRONEOUS,
please remove the
data from the form
and enter a FORM
LEVEL comment.
Thank you

Nov-07-2020 21:07:48 | ACVOPFEINFP6000 |(b) (4), (b) Query 2: Answered Changed data per

(UTC-06:00) Central (6) query

Time (US & Canada)

Nov-07-2020 21:05:58 | ACVOPFEINFP6000 | auto query Query 3: Candidate '‘Sample Collected? is

(UTC-06:00) Central (autoquery) Yes, however no

Time (US & Canada) barcodes are entered.
Please review and
correct as appropriate.

Nov-04-2020 06:25:40 | ACVOPFEINFP6000 |(b) (4), Query 2: Opened DM: DOV visitis

(UTC-06:00) Central (b) (6) marked as "erroneous

Time (US & Canada) visit", however data
has been entered here,
If thisvisit was truly
not performed, please
remove data and add
appropriate form level
comment; else clarify.
Thanks

Sep-30-2020 14:12:44 | ACVOPFEINFPG000 |(b) (4), (b) DataEntry: Transcription Error

(UTC-06:00) Central (6) YES

Time (US & Canada) Date of Collection:

Sep/14/2020

Sep-30-2020 14:03:55 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171086
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

Sep-30-2020 14:03:29 | ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected? is
(UTC-06:00) Central (autoquery) Yes, however no
Time (US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Sep-30-2020 14:03:29 | ACVOPFEINFP6000 |(b) (4), (b) DataEntry: Initial Entry
(UTC-06:00) Central (6) YES

Time (US & Canada)

Date of Collection:

Sep/11/2020

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

Date L ocation User Value Reason
Mar-04-2021 13:35:35 | ACVOPFEINFPG000 | (b) (4); Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) SELF SWAB TAKEN WITHOU

Time (US & Canada) T ILLNESS

Mar-04-2021 11:44:09 ACVOPFEINFPE000 | (b) (4). Data Entry: Initial Entry
(UTC-06:00) Central (b) (6)

Time (US & Canada)

Feb-22-2021 17:56:48 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable

Time (US & Canada)

Feb-22-2021 17:55:53 | ACVOPFEINFPE000 |(b) (4), Data Entry: Changed
(UTC-06:00) Central (b) (6) Information
Time (US & Canada)

Dec-15-2020 10:28:44 ACVOPFEINFPE000 | (b) (4). Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) SELF SWAB TAKEN WITHOU

Time (US & Canada) TILLNESS

5a

Date Location User Value Reason
Mar-04-2021 13:28:34 | ACVOPFEINFP000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () ©) Sample | D: CV19066

Time (US & Canada)

Feb-22-202117:56:36 | ACVOPFEINFP6000 |(b) (), Data Entry: Changed
(UTC-06:00) Central (b) (6) Sample|D: Information
Time (US & Canada)
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171086
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

Feb-22-2021 17:56:24 ACVOPFEINFPE000 | (b) (4), Data Entry: Changed
(UTC-06:00) Central (b) (6) Sample ID: CV19066 Information
Time (US & Canada)

Nov-07-2020 21:05:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed
(UTC-06:00) Central (b) (6) Sample |D: C\/19066 Information
Time (US & Canada) (DELETED)
Sep-30-2020 14:03:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (®) (6) Sample |D: CV19066

Time (US & Canada)

5.a SampleID

Date L ocation User Value Reason
Mar-04-2021 13:28:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) CV19066

Time (US & Canada)

Feb-22-2021 17:56:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed
(UTC-06:00) Central (b) (6) Information
Time (US & Canada)

Feb-22-2021 17:56:24 ACVOPFEINFPE000 | (b) (4). Data Entry: Changed
(UTC-06:00) Central (o) (6) CV19066 Information
Time (US & Canada)

Nov-07-2020 21:05:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed
(UTC-06:00) Central (b) (6) C\/19066 Information
Time (US & Canada) (DELETED)
Sep-30-2020 14:03:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) CV19066

Time (US & Canada)

5b

Date L ocation User Value Reason
Mar-04-2021 13:28:45 ACVOPFEINFPE000 | (b) (4). Data Entry: Initial Entry
(UTC-06:00) Central ®) ©) Sample ID: Not Applicable

Time (US & Canada)

Feb-22-2021 17:56:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed
(UTC-06:00) Central (b) (6) Sample 1D Information

Time (US & Canada)
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171086
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-15-2020 10:27:45 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) 6) Sample |D: CV19066

Time (US & Canada)

5.b Sample D

Date L ocation User Value Reason
Mar-04-2021 13:28:45 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®) (6) Not Applicable

Time (US & Canada)

Feb-22-2021 17:56:11 ACVOPFEINFPE000 | (b) (4). Data Entry: Changed
(UTC-06:00) Central (b) (6) Information
Time (US & Canada)

Dec-15-2020 10:27:45 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) CV19066

Time (US & Canada)
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171086
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
Dec-15-2020 10:47:39 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (0) (6) Not Done

Time (US & Canada)

Oct-17-2020 18:20:58 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason
Dec-15-2020 10:47:39 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done

Time (US & Canada)

Oct-17-2020 18:20:58 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Dec-15-2020 10:47:39 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done

Time (US & Canada)

Oct-17-2020 18:20:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable

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
Dec-15-2020 10:47:39 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done

Time (US & Canada)

Oct-17-2020 18:20:58 ACVOPFEINFP6000 | () 4), () | Data Entry: Initial Entry

(6)
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Header Text: ¢4591001

on Sep/14/2020

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

Subject No: 11171086

Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit 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

(UTC-06:00) Central
Time (US & Canada)

(b) (4), (b)

Not Applicable
(6)

*** Confidential***
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 15-Sep-2020 21:53

SiteNo: 1117
Subject No: 11171086
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

la
Date L ocation User Value Reason
Dec-15-2020 10:47:10 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®®) Type of Practitioner: Not Appli
Time (US & Canada) cable

Occurrenceof Visits Not Done

or Contacts:
Oct-17-2020 18:21:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®®) Type of Practitioner: Not Appli
Time (US & Canada) cable

Occurrenceof Visits Not Appli

or Contacts: cable
Oct-12-2020 13:59:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®©) Type of Practitioner: Not Appli
Time (US & Canada) cable

Occurrence of Visits

or Contacts:
Oct-06-2020 17:44:20 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®®) Type of Practitioner: Not Appli
Time (US & Canada) cable

Occurrence of Visits Not Appli

or Contacts: cable
Oct-05-2020 15:27:12 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®©) Type of Practitioner: Not Appli
Time (US & Canada) cable

Occurrence of Visits

or Contacts:
Oct-02-2020 09:36:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®©) Type of Practitioner: Not Appli
Time (US & Canada) cable

Occurrence of Visits Not Appli

or Contacts: cable
1l.a Physician or Healthcare Professional:
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 15-Sep-2020 21:53

Site No: 1117
Subject No: 11171086
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

090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Date L ocation User Value Reason
Oct-02-2020 09:36:52 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
1.a Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Dec-15-2020 10:47:10 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
Oct-17-2020 18:21:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
Oct-12-2020 13:59:40 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-06-2020 17:44:20 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
Oct-05-2020 15:27:12 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-02-2020 09:36:52 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
1b
Date L ocation User Value Reason
Dec-15-2020 10:47:10 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®®) Type of Practitioner: Not Appli
Time (US & Canada) cable

Occurrence of Visits Not Done

or Contacts:
Oct-17-2020 18:21:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®®) Type of Practitioner: Not Appli
Time (US & Canada) cable
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 15-Sep-2020 21:53

Site No: 1117
Subject No: 11171086
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

Occurrence of Visits Not Appli
or Contacts: cable
Oct-12-2020 13:59:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®®) Type of Practitioner: Not Appli
Time (US & Canada) cable
Occurrence of Visits
or Contacts:
Oct-06-2020 17:44:20 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®) ©) Type of Practitioner: Not Appli
Time (US & Canada) cable
Occurrence of Visits Not Appli
or Contacts: cable
Oct-05-2020 15:27:12 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ® ©) Type of Practitioner: Not Appli
Time (US & Canada) cable
Occurrence of Visits
or Contacts:
Oct-02-2020 09:36:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®®) Type of Practitioner: Not Appli
Time (US & Canada) cable
Occurrence of Visits Not Appli
or Contacts: cable
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 15-Sep-2020 21:53

Site No: 1117
Subject No: 11171086
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

1.b Physician or Healthcare Professional:
Date L ocation User Value Reason
Oct-02-2020 09:36:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (®) 6) Not Applicable
Time (US & Canada)
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Dec-15-2020 10:47:10 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
Oct-17-2020 18:21:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
Oct-12-2020 13:59:40 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-06-2020 17:44:20 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
Oct-05-2020 15:27:12 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-02-2020 09:36:52 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () 6) Not Applicable
Time (US & Canada)
1lc
Date L ocation User Value Reason
Dec-15-2020 10:47:10 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®©) Type of Practitioner: Not Appli
Time (US & Canada) cable

Occurrence of Visits Not Done

or Contacts:
Oct-17-2020 18:21:11 ACVOPFEINFP6000 (g) (g), Data Entry: Initial Entry
(UTC-06:00) Central ®)©)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 15-Sep-2020 21:53

Site No: 1117
Subject No: 11171086
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

Time (US & Canada)

Oct-12-2020 13:59:40
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Oct-06-2020 17:44:20
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Oct-05-2020 15:27:12
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Oct-02-2020 09:36:52
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

®@.®)®) | Type of Practitioner: Not Appli
cable
Occurrenceof Visits Not Appli
or Contacts: cable
(b) (4), Data Entry: Initial Entry
®®) Type of Practitioner: Not Appli
cable
Occurrence of Visits
or Contacts:
(b) (4, Data Entry: Initial Entry
®®) Type of Practitioner: Not Appli
cable
Occurrence of Visits Not Appli
or Contacts: cable
(b) (4), Data Entry: Initial Entry
®) © Type of Practitioner: Not Appli
cable
Occurrence of Visits
or Contacts:
(b) (4, Data Entry: Initial Entry
®®) Type of Practitioner: Not Appli
cable
Occurrenceof Visits Not Appli
or Contacts: cable
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 15-Sep-2020 21:53

Site No: 1117
Subject No: 11171086
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

1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Oct-02-2020 09:36:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (®) 6) Not Applicable
Time (US & Canada)
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Dec-15-2020 10:47:10 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
Oct-17-2020 18:21:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
Oct-12-2020 13:59:40 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-06-2020 17:44:20 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
Oct-05-2020 15:27:12 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-02-2020 09:36:52 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () 6) Not Applicable
Time (US & Canada)
1d
Date L ocation User Value Reason
Dec-15-2020 10:47:10 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®©) Type of Practitioner: Not Appli
Time (US & Canada) cable

Occurrence of Visits Not Done

or Contacts:
Oct-17-2020 18:21:11 ACVOPFEINFP6000 (g) (g), Data Entry: Initial Entry
(UTC-06:00) Central ®)©)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 15-Sep-2020 21:53

Site No: 1117
Subject No: 11171086
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

Time (US & Canada)

Oct-12-2020 13:59:40
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Oct-06-2020 17:44:20
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Oct-05-2020 15:27:12
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Oct-02-2020 09:36:52
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

®@.®)®) | Type of Practitioner: Not Appli
cable
Occurrenceof Visits Not Appli
or Contacts: cable
(b) (4), Data Entry: Initial Entry
®®) Type of Practitioner: Not Appli
cable
Occurrence of Visits
or Contacts:
(b) (4, Data Entry: Initial Entry
®®) Type of Practitioner: Not Appli
cable
Occurrence of Visits Not Appli
or Contacts: cable
(b) (4), Data Entry: Initial Entry
®) © Type of Practitioner: Not Appli
cable
Occurrence of Visits
or Contacts:
(b) (4, Data Entry: Initial Entry
®®) Type of Practitioner: Not Appli
cable
Occurrenceof Visits Not Appli
or Contacts: cable
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 15-Sep-2020 21:53

Site No: 1117
Subject No: 11171086
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

1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Oct-02-2020 09:36:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Dec-15-2020 10:47:10 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
Oct-17-2020 18:21:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
Oct-12-2020 13:59:40 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-06-2020 17:44:20 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)

Page 431 of 501

*** Confidential***
FDA-CBER-2021-5683-0795027



090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 15-Sep-2020 21:53

Site No: 1117
Subject No: 11171086
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 Visits or Contacts:

Date L ocation User Value Reason
Oct-05-2020 15:27:12 ACVOPFEINFPE000 | (b) (4). Data Entry: Initial Entry
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-02-2020 09:36:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
le
Date L ocation User Value Reason
Dec-15-2020 10:47:10 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Type of Practitioner: Not Appli
Time (US & Canada) cable

Occurrence of Visits Not Done

or Contacts:
Oct-17-2020 18:21:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®®) Type of Practitioner: Not Appli
Time (US & Canada) cable

Occurrence of Visits Not Appli

or Contacts: cable
Oct-12-2020 13:59:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ® ©) Type of Practitioner: Not Appli
Time (US & Canada) cable

Occurrence of Visits

or Contacts:
Oct-06-2020 17:44:20 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®®) Type of Practitioner: Not Appli
Time (US & Canada) cable

Occurrence of Visits Not Appli

or Contacts: cable
Oct-05-2020 15:27:12 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®®) Type of Practitioner: Not Appli
Time (US & Canada) cable
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1
on Sep/14/2020

Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 15-Sep-2020 21:53

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

*** Confidential***

FDA-CBER-2021-5683-0795029

Occurrence of Visits

or Contacts:
Oct-02-2020 09:36:52 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®®) Type of Practitioner: Not Appli
Time (US & Canada) cable

Occurrence of Visits Not Appli

or Contacts: cable
1.e Physician or Healthcare Professional:
Date L ocation User Value Reason
Oct-02-2020 09:36:52 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () (6) Not Applicable
Time (US & Canada)
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Dec-15-2020 10:47:10 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
Oct-17-2020 18:21:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
Oct-12-2020 13:59:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-06-2020 17:44:20 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (0) (6) Not Applicable
Time (US & Canada)
Oct-05-2020 15:27:12 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-02-2020 09:36:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
1f
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 15-Sep-2020 21:53

Site No: 1117
Subject No: 11171086
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

Date L ocation User Value Reason
Dec-15-2020 10:47:10 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ® ©) Type of Practitioner: Not Appli
Time (US & Canada) cable
Occurrenceof Visits Not Done
or Contacts:
Oct-17-2020 18:21:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®®) Type of Practitioner: Not Appli
Time (US & Canada) cable
Occurrenceof Visits Not Appli
or Contacts: cable
Oct-12-2020 13:59:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®©) Type of Practitioner: Not Appli
Time (US & Canada) cable
Occurrence of Visits
or Contacts:
Oct-06-2020 17:44:20 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®) ©) Typeof Practitioner: Not Appli
Time (US & Canada) cable
Occurrence of Visits Not Appli
or Contacts: cable
Oct-05-2020 15:27:12 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®) ©) Type of Practitioner: Not Appli
Time (US & Canada) cable
Occurrence of Visits
or Contacts:
Oct-02-2020 09:36:52 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®©) Type of Practitioner: Not Appli
Time (US & Canada) cable
Occurrence of Visits Not Appli
or Contacts: cable
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

on Sep/14/2020

Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 15-Sep-2020 21:53

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

1.f Physician or Healthcare Professional:

*** Confidential***

Date L ocation User Value Reason
Oct-02-2020 09:36:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
1.f Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Dec-15-2020 10:47:10 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
Oct-17-2020 18:21:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
Oct-12-2020 13:59:40 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-06-2020 17:44:20 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
Oct-05-2020 15:27:12 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-02-2020 09:36:52 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
2. Other Type of Practitioner Specify:
Date L ocation User Value Reason
Dec-15-2020 10:47:10 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
Oct-17-2020 18:21:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 15-Sep-2020 21:53

Site No: 1117
Subject No: 11171086
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

Oct-12-2020 13:59:40 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-06-2020 17:44:20 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
Oct-05-2020 15:27:12 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-02-2020 09:36:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
3. Has the subject been hospitalized due to potential COVID-19 iliness?
Date L ocation User Value Reason
Dec-15-2020 10:47:10 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
Oct-17-2020 18:21:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
Oct-12-2020 13:59:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (0) (6)
Time (US & Canada)
Oct-06-2020 17:44:20 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
Oct-05-2020 15:27:12 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-02-2020 09:36:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

on Sep/14/2020

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 06-Jul-2020 21:53

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 is the treatment | dentifier?

*** Confidential***

Date L ocation User Value Reason

Nov-16-2020 20:20:41 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) Not Done

Time (US & Canada)

2. Concomitant Non-drug Treatment Pre-specified:

Date L ocation User Value Reason

Nov-16-2020 20:20:41 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central () (6) Not Done

Time (US & Canada)

3. Treatment:

Date L ocation User Value Reason

Nov-16-2020 20:20:41 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central () (6) Not Done

Time (US & Canada)

4. Treatment:

Date L ocation User Value Reason

Nov-16-2020 20:20:41 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) Not Done

Time (US & Canada)

5. Start Date:

Date L ocation User Value Reason

Nov-16-2020 20:20:41 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) Not Done

Time (US & Canada)

6. Ongoing?

Date L ocation User Value Reason
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

on Sep/14/2020
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171086
Generated By: (b) (4)

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

Nov-16-2020 20:20:41 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 06-Jul-2020 21:52

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: ILLNESS DETAILS - 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. Category of Clinical Event:

Date L ocation User Value Reason

Oct-27-2020 19:27:45 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | Not Applicable

Time (US & Canada)

Oct-27-2020 19:27:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc)

Time (US & Canada)

Oct-17-2020 18:21:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | Not Applicable

Time (US & Canada)

Oct-12-2020 13:59:16 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc)

Time (US & Canada)

Oct-06-2020 17:44:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | Not Applicable

Time (US & Canada)

Sep-30-2020 14:11:29 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error

(UTC-06:00) Central (autocalc)

Time (US & Canada)

Sep-30-2020 14:06:50 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | POTENTIAL COVID-19 ILLNES

Time (US & Canada) S

2. Was a diagnosis obtained for Potential COVID-19 IlIness?

Date L ocation User Value Reason

Oct-28-2020 05:07:18 ACVOPFEINFPE000 |(b) (4), Query 2: Closed Response satisfies

(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Oct-27-2020 19:28:46 ACVOPFEINFPG000 |(b) (4), (b) Query 2: Answered ERRONEOUS

(UTC-06:00) Central (6) VISIT, FORM

Time (US & Canada) SHOULD NOT BE

REQUIRED.
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 06-Jul-2020 21:52

Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: ILLNESS DETAILS - 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-27-2020 19:28:02 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Not Applicable

Time (US & Canada)

Oct-27-2020 19:27:09 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6)

Time (US & Canada)

Oct-20-2020 16:04:00 | ACVOPFEINFPE000 |(b) Query 2: Opened Per CCG, thisform

(UTC-06:00) Central 4), isarequired CRF,

Time (US & Canada) (b) (6) please complete as
appropriate. Was a
diagnosis obtained
for Potential
COVID-19 IlIness?
if Diagnosisis not
obtained, answer the
question as"NO"
and enter toxicity
grade between 1-5.

Oct-17-2020 18:21:25 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Not Applicable

Time (US & Canada)

Oct-12-2020 13:59:16 | ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6)

Time (US & Canada)

Oct-06-2020 17:44:37 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Not Applicable

Time (US & Canada)

Oct-06-2020 07:45:13 | ACVOPFEINFP6000 |(b) Query 1: Closed €rroneous visit

(UTC-06:00) Central (4),

Time (US & Canada) (b)

(6)

Oct-05-2020 15:28:12 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered Original valueis

(UTC-06:00) Central (6) correct

Time (US & Canada)

Oct-05-2020 15:27:39 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6)

Time (US & Canada)

Oct-03-2020 18:26:18 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Clinical Query: Per

(UTC-06:00) Central (b) (6) CRF CRs Section
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 06-Jul-2020 21:52

Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: ILLNESS DETAILS - 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

Time (US & Canada) (b) (4), 8.33.2, Yesor No

(b) (6) must be selected.
Sep-30-2020 14:12:00 | ACVOPFEINFPS000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
Sep-30-2020 14:11:29 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error
(UTC-06:00) Central (6)
Time (US & Canada)
Sep-30-2020 14:06:50 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NO
Time (US & Canada)
3. Toxicity Grade:
Date L ocation User Value Reason
Oct-27-2020 19:28:14 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
Oct-27-2020 19:27:09 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (®) (6)
Time (US & Canada)
Oct-17-2020 18:21:25 ACVOPFEINFPE000 | (b) (4)., Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
Oct-12-2020 13:59:16 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () (6)
Time (US & Canada)
Oct-06-2020 17:44:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Applicable
Time (US & Canada)
Oct-06-2020 07:45:22 ACVOPFEINFP6000 |(b) (4), Query 1: Closed erroneous visit
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-05-2020 15:28:20 ACVOPFEINFP6000 |(b) (4), Query 1: Answered Original valueis
(UTC-06:00) Central () (6) correct
Time (US & Canada)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 06-Jul-2020 21:52

Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: ILLNESS DETAILS - 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-05-2020 15:27:59 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6)

Time (US & Canada)

Oct-03-2020 18:26:30 ACVOPFEINFPE000 |(b) Query 1. Opened Clinical Query: Per

(UTC-06:00) Central (4), CRF CRs Section

Time (US & Canada) (b) 8.33.5, please enter

(6) worst toxicity grade

(1to5) asit relates
to reported
symptom(s) on SOD
CRF.

Sep-30-2020 14:12:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) Not Done

Time (US & Canada)

Sep-30-2020 14:11:42 ACVOPFEINFPE000 | (b) (4). Data Entry: Transcription Error

(UTC-06:00) Central (b) (6)

Time (US & Canada)

Sep-30-2020 14:06:50 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) 2

Time (US & Canada)
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Header Text: ¢4591001

on Sep/14/2020

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 17-Jul-2020 21:55

Form: ILLNESS DETAILS - SEVERE - 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. Category of Clinical Event:

Date L ocation User Value Reason
Nov-16-2020 20:20:59 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done

Time (US & Canada)

2. Subcategory of Clinical Event:

Date L ocation User Value Reason
Nov-16-2020 20:20:59 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () (6) Not Done

Time (US & Canada)

3. Was a diagnosis obtained?

Date L ocation User Value Reason
Nov-16-2020 20:20:59 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () (6) Not Done

Time (US & Canada)

4. Toxicity Grade:

Date L ocation User Value Reason
Nov-16-2020 20:20:59 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done

Time (US & Canada)

*** Confidential***
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 21-Aug-2020 02:49

SiteNo: 1117
Subject No: 11171086
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

Back to Form

1. Lab Pand:
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
2. Laboratory Name and Address
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () (6) Not Done
Time (US & Canada)
3. Collection Date:
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () (6) Not Done
Time (US & Canada)
4. Specimen Type:
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5.a
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®)©) Sponsor-Defined Ident Not Do
Time (US & Canada) ifier: ne

Test:: Not Do

ne
Result:: Not Do
ne
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/14/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:49

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 Do
ne
Lab Normal Range:  Not Do
ne

5.a Sponsor 1D:
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5.aTest:
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®) (6) Not Done
Time (US & Canada)
5.a Result:
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5.a Not Done:
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5aLNMT
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5b

*** Confidential***
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 21-Aug-2020 02:49

Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®)©) Sponsor -Defined Ident Not Do
Time (US & Canada) ifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range:  Not Do
ne
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 21-Aug-2020 02:49

Site No: 1117
Subject No: 11171086
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.b Sponsor 1D:
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5.b Test:
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (®) (6) Not Done
Time (US & Canada)
5.b Result:
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ) (6) Not Done
Time (US & Canada)
5.b Not Done;
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5bLNMT
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5.c
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () (®) Sponsor -Defined I dent Not Do
Time (US & Canada) ifier: ne
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

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

on Sep/14/2020

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

Subject No: 11171086

Generated By: (b) (4)

eCRF Audit Trail History

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

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

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range:  Not Do
ne
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 21-Aug-2020 02:49

Site No: 1117
Subject No: 11171086
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.c Sponsor ID:
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5.c Test:
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (®) (6) Not Done
Time (US & Canada)
5.c Result:
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ) (6) Not Done
Time (US & Canada)
5.c Not Done:
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5.cLNMT
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5.d
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () (®) Sponsor-Defined Ident Not Do
Time (US & Canada) ifier: ne
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

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

on Sep/14/2020

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

Subject No: 11171086

Generated By: (b) (4)

eCRF Audit Trail History

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

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

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range:  Not Do
ne
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 21-Aug-2020 02:49

Site No: 1117
Subject No: 11171086
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-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5.d Test:
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (®) (6) Not Done
Time (US & Canada)
5.d Result:
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ) (6) Not Done
Time (US & Canada)
5.d Not Done;
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5dLNMT
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5.e
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () (®) Sponsor -Defined I dent Not Do
Time (US & Canada) ifier: ne
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Header Text: ¢4591001

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

on Sep/14/2020

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

Subject No: 11171086

Generated By: (b) (4)

eCRF Audit Trail History

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

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

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range:  Not Do
ne
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 21-Aug-2020 02:49

Site No: 1117
Subject No: 11171086
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.e Sponsor ID:
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5.e Test:
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (®) (6) Not Done
Time (US & Canada)
5.e Result:
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ) (6) Not Done
Time (US & Canada)
5.eNot Done:
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5.eLNMT
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5.f
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () (®) Sponsor-Defined Ident Not Do
Time (US & Canada) ifier: ne
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Header Text: ¢4591001

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

on Sep/14/2020

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

Subject No: 11171086

Generated By: (b) (4)

eCRF Audit Trail History

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

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

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range:  Not Do
ne
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 21-Aug-2020 02:49

Site No: 1117
Subject No: 11171086
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.f Sponsor I1D:
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.f Test:
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (®) (6) Not Done
Time (US & Canada)
5.f Result:
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ) (6) Not Done
Time (US & Canada)
5.f Not Done:
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5f LNMT
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5.9
Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () (®) Sponsor -Defined I dent Not Do
Time (US & Canada) ifier: ne
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Header Text: ¢4591001

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

on Sep/14/2020

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

Subject No: 11171086

Generated By: (b) (4)

eCRF Audit Trail History

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

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

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range:  Not Do
ne
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Header Text: ¢4591001

on Sep/14/2020

Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:49

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Form Status: Data Complete, Frozen, Verified

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

Time (US & Canada)

(b) (6)

5.9 Sponsor 1D:

Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done

Time (US & Canada) (b) (6)

5.9 Test:

Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done

Time (US & Canada) (b) (6)

5.9 Result:

Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done

Time (US & Canada) (b) (6)

5.g Not Done:

Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done

Time (US & Canada) (b) (6)

5.9gLNMT

Date L ocation User Value Reason
Nov-16-2020 20:21:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4) Not Done
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1117
Subject No: 11171086
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 Pand:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
2. Laboratory Name and Address
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
3. Callection Date:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
4. Specimen Type:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5a
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sponsor-Defined Ident Not Do
Time (US & Canada) (b) (6) ifier: ne

Test:: Not Do

ne
Result:: Not Do
ne
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Header Text: ¢4591001

on Sep/14/2020

Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:51

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Time (US & Canada)

(b) (6)

Not Done:: Not Do
ne
Lab Normal Range:  Not Do
ne

5.a Sponsor 1D:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.a Test:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.a Result:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.a Not Done:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.aLNMT
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4) Not Done

5b
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

eCRF Audit Trail History

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

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sponsor -Defined Ident Not Do
Time (US & Canada) (0) (6) ifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range:  Not Do
ne
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171086
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.b Sponsor 1D:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.b Test:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.b Result:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.0 Not Done:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5bLNMT
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Not Done
Time (US & Canada) (b) (6)
5.c
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ), Sponsor-Defined Ident Not Do
Time (US & Canada) (0) (6) ifier: ne
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Header Text: ¢4591001

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

on Sep/14/2020

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

Subject No: 11171086

Generated By: (b) (4)

eCRF Audit Trail History

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

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

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range:  Not Do
ne

Page 462 of 501

*** Confidential***
FDA-CBER-2021-5683-0795058




090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171086
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.c Sponsor ID:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.c Test:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.c Result:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.c Not Done:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.CcLNMT
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5d
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ), Sponsor-Defined Ident Not Do
Time (US & Canada) (0) (6) ifier: ne
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Header Text: ¢4591001

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

on Sep/14/2020

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

Subject No: 11171086

Generated By: (b) (4)

eCRF Audit Trail History

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

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

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range:  Not Do
ne

Page 464 of 501

*** Confidential***
FDA-CBER-2021-5683-0795060




090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171086
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 Sponsor 1D:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.d Test:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.d Result:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.d Not Done:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5dLNMT
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Not Done
Time (US & Canada) (b) (6)
S5e
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ), Sponsor-Defined Ident Not Do
Time (US & Canada) (0) (6) ifier: ne

Page 465 of 501

*** Confidential***

FDA-CBER-2021-5683-0795061




090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

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

on Sep/14/2020

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

Subject No: 11171086

Generated By: (b) (4)

eCRF Audit Trail History

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

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

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range:  Not Do
ne
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171086
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.e Sponsor ID:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.e Tedt:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.e Result:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.eNot Done:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5eLNMT
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.f
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ), Sponsor-Defined Ident Not Do
Time (US & Canada) (0) (6) ifier: ne
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Header Text: ¢4591001

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

on Sep/14/2020

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

Subject No: 11171086

Generated By: (b) (4)

eCRF Audit Trail History

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

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

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range:  Not Do
ne
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171086
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.f Sponsor I1D:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.f Test:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.f Result:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.f Not Done:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5f LNMT
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Not Done
Time (US & Canada) (b) (6)
5.9
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ), Sponsor-Defined Ident Not Do
Time (US & Canada) (0) (6) ifier: ne
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Header Text: ¢4591001

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

on Sep/14/2020

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

Subject No: 11171086

Generated By: (b) (4)

eCRF Audit Trail History

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

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

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range:  Not Do
ne
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171086
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

5.9 Sponsor 1D:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.9 Test:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.9 Result:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.g Not Done:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.9gLNMT
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Not Done
Time (US & Canada) (b) (6)
5.h
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ), Sponsor-Defined Ident Not Do
Time (US & Canada) (0) (6) ifier: ne
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Header Text: ¢4591001

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

on Sep/14/2020

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

Subject No: 11171086

Generated By: (b) (4)

eCRF Audit Trail History

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

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

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range:  Not Do
ne
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171086
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.h Sponsor ID:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.h Test:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.h Result:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.h Not Done:
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5h LNMT
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Not Done
Time (US & Canada) (b) (6)
5.i
Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ), Sponsor-Defined Ident Not Do
Time (US & Canada) (0) (6) ifier: ne
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Header Text: ¢4591001

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

on Sep/14/2020

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

Subject No: 11171086

Generated By: (b) (4)

eCRF Audit Trail History

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

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

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range:  Not Do
ne
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 21-Aug-2020 02:51

Site No: 1117
Subject No: 11171086
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

5.i Sponsor 1D:

Date L ocation User Value Reason

Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4), Not Done

Time (US & Canada) (b) (6)

5. Test:

Date L ocation User Value Reason

Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Done

Time (US & Canada) (b) (6)

5.i Result:

Date L ocation User Value Reason

Nov-16-2020 20:21:36 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Not Done

Time (US & Canada)

5.i Not Done:

Date L ocation User Value Reason

Nov-16-2020 20:21:36 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Done

Time (US & Canada) (b) (6)

5i LNMT

Date L ocation User Value Reason

Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Done

Time (US & Canada) (b) (6)

5,

Date L ocation User Value Reason

Nov-16-2020 20:21:36 ACVOPFEINFP6000 | () (4, Data Entry: Initial Entry
. (b) (6) .

(UTC-06:00) Central Sponsor-Defined Ident Not Do

*** Confidential***
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

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

Subject No: 11171086

Generated By: (b) (4)

eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Time (US & Canada)

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

ifier:
Test::

Result::

Not Done::

Lab Normal Range:

ne
Not Do
ne
Not Do
ne
Not Do
ne
Not Do
ne
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Header Text: ¢4591001

on Sep/14/2020

Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:51

eCRF Audit Trail History

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

Time (US & Canada)

(b) (6)

5.j Sponsor ID:

Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done

Time (US & Canada) (b) (6)

5. Test:

Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done

Time (US & Canada) (b) (6)

5.] Result:

Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done

Time (US & Canada) (b) (6)

5.j Not Done:

Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done

Time (US & Canada) (b) (6)

5j LNMT

Date L ocation User Value Reason
Nov-16-2020 20:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4) Not Done

*** Confidential***
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 21-Aug-2020 02:50

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: VITAL SIGNS- COVID - 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:
Date L ocation User Value Reason
Nov-16-2020 20:21:54 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
2a
Date L ocation User Value Reason
Nov-16-2020 20:21:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Record I dentifier:: Not D
Time (US & Canada) (b) (6) one

Systolic:: Not D

one
Diastalic:: Not D
one

Respiratory Ratein resp Not D

irationgminute: one

Heart Ratein beatsmin Not D

ute: one
2.a Record I dentifier:
Date L ocation User Value Reason
Nov-16-2020 20:21:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
2.a Systolic:
Date L ocation User Value Reason
Nov-16-2020 20:21:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Not Done
Time (US & Canada) (b) (6)
2.aDiastalic:
Date L ocation User Value Reason
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

on Sep/14/2020

Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:50

Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Nov-16-2020 20:21:54 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done

Time (US & Canada) (b) (6)

2.a Respiratory Rate in respirations/minute:

Date L ocation User Value Reason
Nov-16-2020 20:21:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done

Time (US & Canada) (b) (6)

2.aHeart Rate in beats/minute:

Date L ocation User Value Reason
Nov-16-2020 20:21:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done

Time (US & Canada) (b) (6)

*** Confidential***
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/14/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail

History

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

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

Back to Form

1. Date:
Date L ocation User Value Reason
Nov-16-2020 20:22:12 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
2a
Date L ocation User Value Reason
Nov-16-2020 20:22:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Eﬁ;'@) Record Identifier:: Not Done
Time (US & Canada) Oxygen Saturation: Not Done
2.a Record | dentifier:
Date L ocation User Value Reason
Nov-16-2020 20:22:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Not Done
Time (US & Canada) (b) (6)
2.a SPO2 Pulse Oximetry %
Date L ocation User Value Reason
Nov-16-2020 20:22:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: OXYGENATION PARAMETERS - eCRF Audit Trail History

on Sep/14/2020

Form Version: 06-Jul-2020 21:52 Form Status. Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---

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

Back to Form

1. Date Time of Assessment:

Date L ocation User Value Reason
Nov-16-2020 20:22:27 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done

Time (US & Canada) (b) (6)

2. Arterial Blood Gases PaO2 (mmHg):

Date L ocation User Value Reason
Nov-16-2020 20:22:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done

Time (US & Canada) (b) (6)

3. FiO2 (Fraction of Inhaled Oxygen):

Date L ocation User Value Reason
Nov-16-2020 20:22:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF

on Sep/14/2020 Audit Trail History
Form Version: 06-Jul-2020 21:55 Form Status. Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 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
Nov-16-2020 20:22:43 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done

Time (US & Canada) (b) (6)

2. Category:

Date L ocation User Value Reason
Nov-16-2020 20:22:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done

Time (US & Canada) (b) (6)

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Nov-16-2020 20:22:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done

Time (US & Canada) (b) (6)

4. Medication:

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

Date L ocation User Value Reason
Nov-16-2020 20:22:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5. Start Date:
Date L ocation User Value Reason
Nov-16-2020 20:22:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

on Sep/14/2020

Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 06-Jul-2020 21:55

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

*** Confidential***

6. Ongoing?
Date L ocation User Value Reason
Nov-16-2020 20:22:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
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Header Text: ¢4591001

Visit: POT_COVID ILL 1
on Sep/14/2020

- Unscheduled Visit

Form Version: 06-Jul-2020 21:53

SiteNo: 1117
Subject No: 11171086
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-16-2020 20:32:06 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
2. Location of Assessment:
Date L ocation User Value Reason
Nov-16-2020 20:32:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
3. Type of Imaging Exam:
Date L ocation User Value Reason
Nov-16-2020 20:32:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
4. Assessment:
Date L ocation User Value Reason
Nov-16-2020 20:32:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
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090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Header Text: c4591001
Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

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

Back to Form

1. Date of Completion/Discontinuation/Death :

*** Confidential***

Date L ocation User Value Reason
Oct-21-2020 17:17:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Oct/21/2020
Time (US & Canada) (b) (6)
2. Phase of Disposition:
Date L ocation User Value Reason
Oct-21-2020 17:17:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | VACCINATION
Time (US & Canada)
3. Status:
Date L ocation User Value Reason
Oct-21-2020 17:17:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), COMPLETED
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

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

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

Back to Form

Date L ocation User Value Reason
Feb-18-2021 15:57:30 ACVOPFEINFP6000 |(b) Form Created
(UTC-06:00) Central Time (4),
(US & Canada) (b) (6)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Form Status. Data Complete

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

Back to Form

1. Category:
Date Location User Value Reason
Feb-18-2021 15:57:30 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | ADVERSE EVENT
Time (US & Canada)
2. AE ID:
Date L ocation User Value Reason
Feb-18-2021 15:57:30 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |1
Time (US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Feb-18-2021 15:57:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), EXACERBATION OF COPD
Time (US & Canada) (b) (6)
4. Start Date Time:
Date L ocation User Value Reason
Feb-18-2021 15:57:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Feb/14/2021 UNK:UNK
Time (US & Canada) (b) (6)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Feb-18-2021 15:57:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6)
6. Toxicity Grade:
Date L ocation User Value Reason
Feb-18-2021 15:57:30 ACVOPFEINFP6000 (E) (g), Data Entry: Initial Entry
(UTC-06:00) Central ®)©) 3
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11171086

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Time (US & Canada)

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

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Feb-21-2021 08:28:23 ACVOPFEINFPE000 |autoquery |Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)

Time (US & Canada)

Feb-18-2021 15:57:30 ACVOPFEINFP6000 |auto query | Query 1: Candidate For AE
(UTC-06:00) Central (autoquery) EXACERBATION

Time (US & Canada)

OF COPD: Response
to "Isthe adverse
event serious?’ is
'Yes but "Serious
Adverse Event
Number" is blank.

Feb-18-2021 15:57:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central
Time (US & Canada)

4, YES

(b) (6) Isthis serious event associated
with congenital anomaly or birt
h defect?

NO

Did this serious event result in
death?

NO

Did this serious event require o
r prolong hospitalization?

YES
Did this serious event result in

persistent or significant disabili
ty/lincapacity?
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Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status. Data Complete
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
NO

Isthis serious event life threate
ning?

NO

Other medically important seri
ous event

NO

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason
Feb-18-2021 15:57:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO

Time (US & Canada) (b) (6)

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Feb-18-2021 15:57:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NOT RELATED
Time (US & Canada) (b) (6) If Not Related to study treatment
(9), thisevent isdueto:
OTHER
If Other, specify:

MEDICAL HISTORY OF

COPD
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Feb-18-2021 15:57:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NOT APPLICABLE
Time (US & Canada) (b) (6)

11. Was a Concomitant Medication given?

Date L ocation User Value Reason

Page 489 of 501

*** Confidential***
FDA-CBER-2021-5683-0795085



090177e196ae3dc7\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: 11171086
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete

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

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

Feb-18-2021 15:57:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES

Time (US & Canada) (b) (6)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Feb-18-2021 15:57:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO

Time (US & Canada) (b) (6)

13. What was the outcome of this adver se event?:

Date L ocation User Value Reason
Feb-18-2021 15:57:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), RECOVERING/RESOLVING

Time (US & Canada) (b) (6)

14. Did the adver se event cause the subject to be discontinued from the study?

Date L ocation User Value Reason
Feb-18-2021 15:57:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO

Time (US & Canada) (b) (6)

15. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation User Value Reason
Feb-21-2021 08:28:23 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) 2021178960

Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS - Audit Trail
Form Status.

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

(UTC-06:00) Central
Time (US & Canada)

(b) (6)

Date L ocation User Value Reason
Sep-22-2020 15:23:24 ACVOPFEINFP6000 |(b) (4), Form Deleted Changed
(UTC-06:00) Central (b) (6) Information
Time (US & Canada)

Sep-15-2020 12:46:22 ACVOPFEINFP6000 |(b) (4), Form Created
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS - Audit Trail
Form Status:

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

Back to Form

Date

L ocation

User

Value

Reason

Feb-19-2021 12:13:41
(UTC-06:00) Centra Time
(US & Canada)

ACVOPFEINFP6000

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

Form Created
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Header Text: c4591001
Visit: Logs - Unscheduled

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

Form Status. Data Complete, Deleted, Verified

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. What isthe medication identifier?

Date L ocation User Value Reason
Sep-15-2020 12:46:22 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |1

Time (US & Canada)

2. Category:

Date L ocation User Value Reason
Sep-15-2020 12:46:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | VACCINATIONS

Time (US & Canada)

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Sep-15-2020 12:46:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | NO

Time (US & Canada)

4, Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown, enter

the full trade or proprietary name. I nclude clarifying information in the Medication text (e.g., Ingredient(s), route, use,

formulation).

Date L ocation User Value Reason

Sep-25-2020 10:54:50 | ACVOPFEINFPE000 |(b) Query 1: Closed Response satisfies

(UTC-06:00) Central (4), query

Time (US & Canada) (b) (6)

Sep-22-2020 15:23:24 | ACVOPFEINFP6000 | auto query Query 1: Answered Changed

(UTC-06:00) Central (autoquery) Information

Time (US & Canada)

Sep-16-2020 14:05:48 | ACVOPFEINFPE000 |((b) (4), (0) (6) | Query 1: Opened CLINQUERY -

(UTC-06:00) Central HARVONI is

Time (US & Canada) reported asa
Vaccination.
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History

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

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

*** THISREPEATING FORM HASBEEN DELETED ***

However, thisis
typically an Oral
medication. This
logisfor
Vaccinations only
asinaFLU shot.
Please review and
update as
applicable.

Sep-15-2020 12:46:22 | ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Harvoni Treatment

Time (US & Canada)

5. Date:

Date L ocation User Value Reason

Sep-15-2020 12:47:19 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) UNK/UNK/2020

Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - 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 medication identifier?

Date L ocation User Value Reason
Feb-19-2021 12:13:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |2

Time (US & Canada)

2. Category:

Date L ocation User Value Reason
Feb-19-2021 12:13:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | VACCINATIONS

Time (US & Canada)

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Feb-19-2021 12:13:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | NO

Time (US & Canada)

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown, enter

the full trade or proprietary name. Include clarifying information in the Medication text (e.g., Ingredient(s), route, use,

formulation).

Date L ocation User Value Reason
Feb-19-2021 12:13:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), FLU VACCINE

Time (US & Canada) (b) (6)

5. Date:

Date L ocation User Value Reason
Feb-19-2021 12:13:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Oct/14/2020

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

Visit: Potential ReVax Initial Contact -
Unscheduled

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

Subject No: 11171086

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

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

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

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Jan-12-2021 19:22:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Jan/12/2021

Time (US & Canada) (b) (6)
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Header Text: ¢4591001

Subject No: 11171086
Generated By: (b) (4)

Visit: Potential ReVax Initial Contact - Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit
Unscheduled Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1117 Site Name: (1117) Sundance Clinical Research

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

Back to Form

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

Date L ocation User Value Reason

Jan-12-2021 19:22:55 ACVOPFEINFPE000 |[autoquery |Query 1. Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Jan-12-2021 19:22:41 ACVOPFEINFP6000 |auto query | Query 1: Candidate The response

(UTC-06:00) Central (autoquery) indicates participant

Time (US & Canada) was unblinded,
however the
TREATMENT

UNBLINDED date
ismissing in the
DISP visit. Please

complete this date.
Jan-12-2021 19:22:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Participant iswilling to return for
Time (US & Canada) (b) (6) Vaccination 3
Participant is:

eligibleand NOT confirmed t
0 have received only placebo
at Vaccination 1/2
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171086 Subject Initials; ---

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

Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Jan-12-2021 19:22:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Jan/12/2021

Time (US & Canada) (b) (6)

2. Primary Reason for Unblinding:

Date L ocation User Value Reason
Jan-12-2021 19:22:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4) ASSESSELIGIBILITY FOR AD

Time (US & Canada) (b) (6) DITIONAL VACCINATION

090177e196ae3dc7\Final\Final On: 01-Apr-2021 04:41 (GMT)
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171086 Subject Initials; ---

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

Back to Form

1. Subject Status

Date L ocation User Value Reason
Oct-21-2020 17:17:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | FOLLOW-UP

Time (US & Canada)

Sep-04-2020 20:17:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | ENROLLED/RANDOMIZED

Time (US & Canada)

Sep-04-2020 19:46:21 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SCREENED

Time (US & Canada)

2. Subject Status Date

Date L ocation User Value Reason

Feb-19-2021 05:12:38 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Query closed as site
(UTC-06:00) Central (6) has confirmed that
Time (US & Canada) patient had
erroneously entered
the response.

Feb-18-2021 17:59:48 | ACVOPFEINFPS000 |(b) (4), (b) Query 1. Answered SUBJECT WAS
(UTC-06:00) Central (6) REPORTING THE
Time (US & Canada) BEGINNING
SYMPTOMS OF
COPD FLARE,
SEE SAE POSTED
FOR SAME DATE.

Feb-17-2021 10:31:35 | ACVOPFEINFPS000 |(b) (4), (b) Query 1: Opened IlIness eDiary:
(UTC-06:00) Central (6) Subject reported
Time (US & Canada) "Yes' for the
guestion "Have you
experienced any of
the following?” for
the COVID-19
symptoms or
diagnosison
14FEB2021. But
thereisno COVID
IlIness visit reported
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Header Text: ¢4591001

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

SiteNo: 1117
Subject No: 11171086
Generated By: (b) (4)

Form: SUBJECT STATUS - eCRF Audit Trail History

Form Status. Data Complete, Verified

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

in the database.
Please clarify.
Oct-21-2020 17:17:49 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Oct/21/2020
Time (US & Canada)
Sep-04-2020 20:17:48 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Sep/3/2020
Time (US & Canada)
Sep-04-2020 19:46:21 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Sep/3/2020
Time (US & Canada)
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Header Text: c4591001

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

Subject No: 11171086

Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History
Form Status: Data Complete, Signed, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

Back to Form

1. Casebook Signature

Date L ocation User Value Reason
Oct-22-2020 15:19:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Click Here to Enable

Time (US & Canada) (b) (6)
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